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Table 1.0 

Primary Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 24 (5.35) 41 (9.15) OR: 0.56 (0.34, 0.95) 0.028a  

No Event 425 (94.65) 407 (90.85) RR: 0.59 (0.36, 0.95) 0.031  

Total 449  448  ARR: 0.04 (0.00, 0.07) 0.028  

Missing 3  3   0.058b  
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Table 1.1 

Primary Analysis for Primary Endpoint: Severe COVID-19 through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 22 (4.90) 41 (9.15) OR: 0.52 (0.30, 0.88) 0.013a  

No Event 427 (95.10) 407 (90.85) RR: 0.54 (0.33, 0.89) 0.015  

Total 449  448  ARR: 0.04 (0.01, 0.08) 0.013  

Missing 3  3   0.066b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.2 

Primary Analysis for Primary Endpoint: Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADDD Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 5 (1.11) 4 (0.89) OR: 1.26 (0.34, 4.70) 0.729a  

No Event 444 (98.89) 444 (99.11) RR: 1.26 (0.34, 4.63) 0.730  

Total 449  448  ARR: 0.00 (-0.02, 0.01) 0.730  

Missing 3  3   0.091b  
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Table 1.3 

Primary Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADDD Run Date: 12APR2022 

Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Number of Participants with event, n (%) 22 (4.9) 41 (9.1)  

Number of Participants censored, n (%) 430 (95.1) 410 (90.9)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Survival Probability at Day 29 (95% CI) 4.87 (3.15, 7.13) 9.10 (6.67, 11.98)  

Stratified Log-Rank P-valuea 0.015   

 

Hazard Ratio (95%CI)b 0.53 (0.32, 0.89)   

P-valueb 0.017   

 

Absolute Risk Reduction (95%CI)c 0.04 (0.01, 0.08)   
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Table 1.4 

Primary Analysis for Primary Endpoint: Time to Death from Any Cause on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Number of Participants with event, n (%) 5 (1.1) 4 (0.9)  

Number of Participants censored, n (%) 447 (98.9) 447 (99.1)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 6, 29 6, 29  

Kaplan-Meier Failure Probability at Day 29 (95% CI) 1.11 (0.42, 2.46) 0.89 (0.30, 2.15)  

Stratified Log-Rank P-valuea 0.726   

 

Hazard Ratio (95% CI)b 1.26 (0.34, 4.71)   

P-valueb 0.726   

 

Absolute Risk Reduction (95% CI)c 0.00 (-0.02, 0.01)   
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Table 1.5 

Primary Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 27 (6.16) 45 (10.34) OR: 0.57 (0.35, 0.94) 0.025a  

No Event 411 (93.84) 390 (89.66) RR: 0.60 (0.38, 0.94) 0.028  

Total 438  435  ARR: 0.04 (0.01, 0.08) 0.025  

Missing 14  16   0.064b  
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Table 1.6 

Primary Analysis for Key Secondary Endpoint: Incidence of Death from Any Cause During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 6 (1.37) 6 (1.38) OR: 1.00 (0.32, 3.12) 0.996a  

No Event 432 (98.63) 429 (98.62) RR: 1.00 (0.32, 3.07) 0.996  

Total 438  435  ARR: 0.00 (-0.02, 0.02) 0.996  

Missing 14  16   0.247b  
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Table 1.7 

Primary Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 24 (5.31) 45 (9.98) OR: 0.51 (0.31, 0.85) 0.009a  

No Event 428 (94.69) 406 (90.02) RR: 0.53 (0.33, 0.86) 0.010  

Total 452  451  ARR: 0.05 (0.01, 0.08) 0.009  

Missing 0  0   0.042b  
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Table 1.8 

Primary Analysis for Key Secondary Endpoint: Time to Death from Any Cause on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Number of Participants with event, n (%) 6 (1.3) 6 (1.3)  

Number of Participants censored, n (%) 446 (98.7) 445 (98.7)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 6, 169 6, 169  

Kaplan-Meier Failure Probability at Day 169 (95% CI) 1.34 (0.56, 2.76) 1.34 (0.56, 2.77)  

Stratified Log-Rank P-valuea 0.991   

 

Hazard Ratio (95% CI)b 1.01 (0.32, 3.12)   

P-valueb 0.991   

 

Absolute Risk Reduction (95% CI)c <.01 (<.01, 0.02)   
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Table 1.9 

Primary Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Number of Participants with event, n (%) 24 (5.3) 45 (10.0)  

Number of Participants censored, n (%) 428 (94.7) 406 (90.0)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% CI) 5.31 (3.50, 7.65) 9.98 (7.43, 12.97)  

Stratified Log-Rank P-valuea 0.010   

 

Hazard Ratio (95%CI)b 0.53 (0.32, 0.87)   

P-valueb 0.011   

 

Absolute Risk Reduction (95%CI)c 0.05 (0.01, 0.08)   
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Table 1.10 

Primary Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 7 (1.55) 12 (2.66) OR: 0.58 (0.23, 1.48) 0.247a  

No Event 445 (98.45) 439 (97.34) RR: 0.58 (0.23, 1.47) 0.252  

Total 452  451  ARR: 0.01 (-0.01, 0.03) 0.247  

Missing 0  0   0.355b  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Body Aches Overall  Effect Size (95% CI)a -0.02 (-0.06, 0.02)     

   Ls Meanb -0.81 -0.80 -0.02 (-0.06, 0.02) 0.328  

 

 Baseline Actual n 348 354    

   Mean 1.09 1.01    

   SD 1.055 0.964    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 4.00    

 

 Day 3 Actual n 399 403    

   Mean 0.61 0.65    

   SD 0.881 0.873    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

  Change n 315 325    

   Mean -0.48 -0.34    

   SD 1.010 0.987    

   Min -4.00 -4.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a -0.09 (-0.18, 0.00)     

   Ls Meanb -0.49 -0.40 -0.09 (-0.18, 0.00) 0.059  

   SEb 0.036 0.036    

   95% CIb -0.56, -0.42 -0.47, -0.33    

   Ls Meanc -0.51 -0.41 -0.10 (-0.22, 0.02) 0.118  

   SEc 0.057 0.057    

   95% CIc -0.62, -0.40 -0.53, -0.30    

 

 Day 6 Actual n 369 360    

   Mean 0.40 0.41    

   SD 0.749 0.785    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

  Change n 298 283    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Mean -0.66 -0.58    

   SD 1.058 1.019    

   Min -4.00 -4.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.06 (-0.15, 0.04)     

   Ls Meanb -0.70 -0.64 -0.06 (-0.16, 0.04) 0.228  

   SEb 0.036 0.037    

   95% CIb -0.77, -0.63 -0.71, -0.57    

   Ls Meanc -0.72 -0.67 -0.05 (-0.16, 0.07) 0.445  

   SEc 0.053 0.054    

   95% CIc -0.82, -0.61 -0.78, -0.57    

 

 Day 15 Actual n 338 324    

   Mean 0.19 0.16    

   SD 0.544 0.467    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    

   Mean -0.87 -0.84    

   SD 1.104 0.964    

   Min -4.00 -4.00    

   Median -1.00 -1.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a 0.02 (-0.08, 0.12)     

   Ls Meanb -0.90 -0.92 0.02 (-0.08, 0.12) 0.680  

   SEb 0.038 0.039    

   95% CIb -0.98, -0.83 -1.00, -0.85    

   Ls Meanc -0.88 -0.91 0.03 (-0.06, 0.11) 0.553  

   SEc 0.039 0.041    

   95% CIc -0.96, -0.80 -0.99, -0.83    

 

 Day 29 Actual n 283 268    

   Mean 0.14 0.12    

   SD 0.467 0.428    

   Min 0.00 0.00    

   Median 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Max 2.00 3.00    

 

  Change n 233 226    

   Mean -0.94 -0.92    

   SD 1.114 1.019    

   Min -4.00 -4.00    

   Median -1.00 -1.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a -0.01 (-0.11, 0.09)     

   Ls Meanb -0.93 -0.92 -0.01 (-0.11, 0.09) 0.870  

   SEb 0.039 0.039    

   95% CIb -1.01, -0.86 -1.00, -0.85    

   Ls Meanc -0.94 -0.95 0.01 (-0.07, 0.09) 0.768  

   SEc 0.037 0.038    

   95% CIc -1.01, -0.86 -1.02, -0.87    

 

Chills Overall  Effect Size (95% CI)a -0.01 (-0.02, 0.01)     

   Ls Meanb -0.70 -0.69 0.00 (-0.02, 0.01) 0.606  

 

 Baseline Actual n 348 354    

   Mean 0.80 0.77    

   SD 0.981 0.912    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

 Day 3 Actual n 398 403    

   Mean 0.34 0.32    

   SD 0.713 0.630    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 314 325    

   Mean -0.43 -0.45    

   SD 0.961 0.876    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Effect Size (95% CI)a 0.07 (0.00, 0.13)     

   Ls Meanb -0.41 -0.48 0.06 (0.00, 0.12) 0.041  

   SEb 0.023 0.023    

   95% CIb -0.46, -0.37 -0.52, -0.43    

   Ls Meanc -0.45 -0.49 0.05 (-0.05, 0.15) 0.354  

   SEc 0.046 0.046    

   95% CIc -0.54, -0.36 -0.58, -0.40    

 

 Day 6 Actual n 369 361    

   Mean 0.11 0.20    

   SD 0.407 0.547    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 298 284    

   Mean -0.66 -0.56    

   SD 0.979 0.966    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.10 (-0.17, -0.04)     

   Ls Meanb -0.69 -0.59 -0.10 (-0.16, -0.04) 0.002  

   SEb 0.023 0.024    

   95% CIb -0.74, -0.64 -0.64, -0.54    

   Ls Meanc -0.70 -0.60 -0.09 (-0.17, -0.02) 0.016  

   SEc 0.034 0.035    

   95% CIc -0.76, -0.63 -0.67, -0.53    

 

 Day 15 Actual n 338 324    

   Mean 0.04 0.03    

   SD 0.228 0.253    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

 

  Change n 263 253    

   Mean -0.73 -0.71    

   SD 1.006 0.927    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.00 (-0.07, 0.07)     

   Ls Meanb -0.75 -0.75 0.00 (-0.07, 0.07) 0.983  

   SEb 0.025 0.025    

   95% CIb -0.80, -0.71 -0.80, -0.70    

   Ls Meanc -0.73 -0.72 -0.01 (-0.05, 0.03) 0.681  

   SEc 0.020 0.020    

   95% CIc -0.77, -0.69 -0.76, -0.68    

 

 Day 29 Actual n 283 268    

   Mean 0.02 0.02    

   SD 0.187 0.172    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 233 226    

   Mean -0.82 -0.74    

   SD 1.036 0.941    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 1.00 1.00    

   Effect Size (95% CI)a 0.02 (-0.05, 0.09)     

   Ls Meanb -0.76 -0.78 0.02 (-0.05, 0.09) 0.586  

   SEb 0.025 0.026    

   95% CIb -0.81, -0.71 -0.83, -0.73    

   Ls Meanc -0.79 -0.79 0.00 (-0.03, 0.03) 0.983  

   SEc 0.016 0.016    

   95% CIc -0.82, -0.76 -0.82, -0.76    

 

Congestion Overall  Effect Size (95% CI)a 0.02 (-0.01, 0.06)     

   Ls Meanb -0.51 -0.53 0.02 (-0.01, 0.05) 0.189  

 

 Baseline Actual n 348 354    

   Mean 0.75 0.72    

   SD 0.861 0.871    

   Min 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.50 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 399 403    

   Mean 0.52 0.50    

   SD 0.743 0.744    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 315 325    

   Mean -0.20 -0.26    

   SD 0.812 0.801    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.07 (-0.02, 0.16)     

   Ls Meanb -0.22 -0.29 0.06 (-0.02, 0.14) 0.123  

   SEb 0.029 0.029    

   95% CIb -0.28, -0.17 -0.34, -0.23    

   Ls Meanc -0.25 -0.31 0.06 (-0.04, 0.16) 0.257  

   SEc 0.046 0.046    

   95% CIc -0.34, -0.16 -0.40, -0.22    

 

 Day 6 Actual n 369 361    

   Mean 0.39 0.37    

   SD 0.663 0.664    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 298 284    

   Mean -0.29 -0.36    

   SD 0.863 0.848    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a 0.06 (-0.03, 0.15)     

   Ls Meanb -0.34 -0.40 0.05 (-0.03, 0.13) 0.191  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SEb 0.030 0.030    

   95% CIb -0.40, -0.28 -0.46, -0.34    

   Ls Meanc -0.33 -0.40 0.07 (-0.03, 0.17) 0.183  

   SEc 0.045 0.046    

   95% CIc -0.42, -0.24 -0.49, -0.31    

 

 Day 15 Actual n 338 324    

   Mean 0.16 0.13    

   SD 0.440 0.393    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 263 253    

   Mean -0.53 -0.57    

   SD 0.800 0.850    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.04 (-0.05, 0.14)     

   Ls Meanb -0.58 -0.61 0.04 (-0.05, 0.12) 0.385  

   SEb 0.031 0.032    

   95% CIb -0.64, -0.52 -0.68, -0.55    

   Ls Meanc -0.57 -0.62 0.05 (-0.02, 0.12) 0.128  

   SEc 0.031 0.032    

   95% CIc -0.63, -0.50 -0.68, -0.56    

 

 Day 29 Actual n 283 268    

   Mean 0.07 0.08    

   SD 0.295 0.332    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 233 226    

   Mean -0.57 -0.61    

   SD 0.839 0.869    

   Min -3.00 -3.00    

   Median 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Max 1.00 2.00    

   Effect Size (95% CI)a 0.05 (-0.05, 0.14)     

   Ls Meanb -0.62 -0.66 0.04 (-0.05, 0.13) 0.356  

   SEb 0.032 0.032    

   95% CIb -0.69, -0.56 -0.73, -0.60    

   Ls Meanc -0.57 -0.59 0.02 (-0.04, 0.07) 0.570  

   SEc 0.026 0.026    

   95% CIc -0.62, -0.52 -0.64, -0.53    

 

Cough Overall  Effect Size (95% CI)a -0.05 (-0.11, 0.00)     

   Ls Meanb -0.68 -0.64 -0.04 (-0.09, 0.00) 0.050  

 

 Baseline Actual n 348 354    

   Mean 1.13 1.10    

   SD 0.853 0.780    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 3.00    

 

 Day 3 Actual n 399 403    

   Mean 1.00 1.04    

   SD 0.824 0.844    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 3.00 4.00    

 

  Change n 315 325    

   Mean -0.12 -0.07    

   SD 0.737 0.836    

   Min -2.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.06 (-0.18, 0.06)     

   Ls Meanb -0.17 -0.12 -0.05 (-0.15, 0.05) 0.340  

   SEb 0.038 0.038    

   95% CIb -0.25, -0.10 -0.20, -0.05    

   Ls Meanc -0.18 -0.13 -0.05 (-0.16, 0.06) 0.371  

   SEc 0.051 0.051    

   95% CIc -0.29, -0.08 -0.24, -0.03    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

 Day 6 Actual n 369 361    

   Mean 0.80 0.90    

   SD 0.834 0.874    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 3.00 4.00    

 

  Change n 298 284    

   Mean -0.32 -0.20    

   SD 0.863 0.901    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.20 (-0.33, -0.08)     

   Ls Meanb -0.39 -0.22 -0.17 (-0.27, -0.06) 0.001  

   SEb 0.038 0.039    

   95% CIb -0.46, -0.31 -0.30, -0.15    

   Ls Meanc -0.38 -0.26 -0.12 (-0.24, 0.01) 0.062  

   SEc 0.057 0.058    

   95% CIc -0.49, -0.27 -0.37, -0.15    

 

 Day 15 Actual n 338 324    

   Mean 0.38 0.38    

   SD 0.643 0.621    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    

   Mean -0.71 -0.73    

   SD 0.930 0.849    

   Min -3.00 -3.00    

   Median -1.00 -1.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a -0.04 (-0.17, 0.09)     

   Ls Meanb -0.80 -0.77 -0.03 (-0.14, 0.07) 0.546  

   SEb 0.040 0.041    

   95% CIb -0.88, -0.72 -0.85, -0.69    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Ls Meanc -0.76 -0.76 0.00 (-0.11, 0.10) 0.936  

   SEc 0.048 0.049    

   95% CIc -0.86, -0.67 -0.85, -0.66    

 

 Day 29 Actual n 283 268    

   Mean 0.22 0.18    

   SD 0.509 0.433    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 233 226    

   Mean -0.89 -0.92    

   SD 0.917 0.852    

   Min -3.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a 0.06 (-0.07, 0.19)     

   Ls Meanb -0.92 -0.97 0.05 (-0.06, 0.16) 0.372  

   SEb 0.041 0.041    

   95% CIb -1.00, -0.84 -1.05, -0.89    

   Ls Meanc -0.92 -0.98 0.06 (-0.02, 0.15) 0.159  

   SEc 0.039 0.041    

   95% CIc -1.00, -0.84 -1.06, -0.90    

 

Diarrhea Overall  Effect Size (95% CI)a 0.00 (-0.03, 0.02)     

   Ls Meanb -0.29 -0.29 0.00 (-0.02, 0.02) 0.730  

 

 Baseline Actual n 348 354    

   Mean 0.41 0.38    

   SD 0.760 0.702    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 398 403    

   Mean 0.28 0.30    

   SD 0.617 0.612    

   Min 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 314 325    

   Mean -0.11 -0.09    

   SD 0.767 0.785    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.00 (-0.08, 0.08)     

   Ls Meanb -0.10 -0.10 0.00 (-0.06, 0.06) 0.950  

   SEb 0.022 0.022    

   95% CIb -0.14, -0.05 -0.14, -0.06    

   Ls Meanc -0.15 -0.14 -0.01 (-0.10, 0.08) 0.803  

   SEc 0.042 0.042    

   95% CIc -0.23, -0.07 -0.22, -0.05    

 

 Day 6 Actual n 369 361    

   Mean 0.20 0.19    

   SD 0.531 0.496    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 298 284    

   Mean -0.21 -0.21    

   SD 0.785 0.717    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.02 (-0.06, 0.11)     

   Ls Meanb -0.21 -0.22 0.02 (-0.05, 0.08) 0.624  

   SEb 0.023 0.023    

   95% CIb -0.25, -0.16 -0.27, -0.18    

   Ls Meanc -0.22 -0.24 0.02 (-0.06, 0.10) 0.626  

   SEc 0.035 0.036    

   95% CIc -0.29, -0.15 -0.31, -0.17    

 

 Day 15 Actual n 338 324    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 12 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Mean 0.08 0.07    

   SD 0.336 0.312    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 263 253    

   Mean -0.32 -0.29    

   SD 0.775 0.740    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.01 (-0.10, 0.08)     

   Ls Meanb -0.32 -0.31 -0.01 (-0.07, 0.06) 0.867  

   SEb 0.024 0.024    

   95% CIb -0.37, -0.27 -0.36, -0.27    

   Ls Meanc -0.33 -0.35 0.02 (-0.04, 0.07) 0.588  

   SEc 0.025 0.026    

   95% CIc -0.38, -0.28 -0.40, -0.29    

 

 Day 29 Actual n 283 268    

   Mean 0.02 0.02    

   SD 0.178 0.136    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 1.00    

 

  Change n 233 226    

   Mean -0.32 -0.34    

   SD 0.653 0.682    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 0.00 0.00    

   Effect Size (95% CI)a -0.01 (-0.10, 0.08)     

   Ls Meanb -0.36 -0.35 -0.01 (-0.08, 0.06) 0.792  

   SEb 0.025 0.025    

   95% CIb -0.41, -0.31 -0.40, -0.30    

   Ls Meanc -0.33 -0.33 0.00 (-0.02, 0.03) 0.752  

   SEc 0.014 0.014    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   95% CIc -0.36, -0.30 -0.36, -0.31    

 

Difficulty Breathing Overall  Effect Size (95% CI)a 0.03 (-0.02, 0.07)     

   Ls Meanb -0.17 -0.19 0.02 (-0.01, 0.05) 0.205  

 

 Baseline Actual n 348 354    

   Mean 0.34 0.32    

   SD 0.740 0.717    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 399 403    

   Mean 0.31 0.29    

   SD 0.659 0.689    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 4.00    

 

  Change n 315 325    

   Mean 0.00 -0.03    

   SD 0.744 0.726    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a 0.05 (-0.06, 0.15)     

   Ls Meanb -0.03 -0.07 0.03 (-0.04, 0.11) 0.365  

   SEb 0.029 0.029    

   95% CIb -0.09, 0.03 -0.12, -0.01    

   Ls Meanc -0.03 -0.06 0.03 (-0.06, 0.13) 0.506  

   SEc 0.044 0.044    

   95% CIc -0.11, 0.06 -0.15, 0.03    

 

 Day 6 Actual n 369 361    

   Mean 0.24 0.28    

   SD 0.619 0.692    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 4.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

  Change n 298 284    

   Mean -0.09 -0.03    

   SD 0.807 0.899    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 4.00 4.00    

   Effect Size (95% CI)a -0.10 (-0.21, 0.01)     

   Ls Meanb -0.11 -0.04 -0.07 (-0.15, 0.00) 0.063  

   SEb 0.029 0.030    

   95% CIb -0.17, -0.05 -0.10, 0.02    

   Ls Meanc -0.13 -0.08 -0.05 (-0.15, 0.06) 0.378  

   SEc 0.048 0.049    

   95% CIc -0.22, -0.04 -0.18, 0.01    

 

 Day 15 Actual n 338 324    

   Mean 0.13 0.11    

   SD 0.469 0.424    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    

   Mean -0.11 -0.21    

   SD 0.695 0.695    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.09 (-0.02, 0.20)     

   Ls Meanb -0.18 -0.24 0.06 (-0.02, 0.15) 0.118  

   SEb 0.030 0.031    

   95% CIb -0.24, -0.12 -0.30, -0.18    

   Ls Meanc -0.17 -0.24 0.07 (0.00, 0.14) 0.063  

   SEc 0.034 0.035    

   95% CIc -0.23, -0.10 -0.30, -0.17    

 

 Day 29 Actual n 283 268    

   Mean 0.06 0.05    

   SD 0.320 0.262    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 233 226    

   Mean -0.21 -0.28    

   SD 0.756 0.735    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.08 (-0.04, 0.19)     

   Ls Meanb -0.24 -0.30 0.05 (-0.03, 0.14) 0.189  

   SEb 0.031 0.031    

   95% CIb -0.30, -0.18 -0.36, -0.23    

   Ls Meanc -0.25 -0.28 0.03 (-0.02, 0.09) 0.258  

   SEc 0.025 0.026    

   95% CIc -0.30, -0.20 -0.33, -0.23    

 

Fatigue Overall  Effect Size (95% CI)a -0.02 (-0.07, 0.02)     

   Ls Meanb -0.89 -0.87 -0.02 (-0.07, 0.02) 0.344  

 

 Baseline Actual n 348 354    

   Mean 1.36 1.36    

   SD 1.036 1.020    

   Min 0.00 0.00    

   Median 1.00 2.00    

   Max 4.00 4.00    

 

 Day 3 Actual n 399 403    

   Mean 1.01 1.08    

   SD 0.982 0.988    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 3.00 4.00    

 

  Change n 315 325    

   Mean -0.31 -0.22    

   SD 0.954 1.011    

   Min -3.00 -3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.06 (-0.17, 0.05)     

   Ls Meanb -0.40 -0.34 -0.06 (-0.18, 0.05) 0.272  

   SEb 0.043 0.043    

   95% CIb -0.48, -0.31 -0.42, -0.25    

   Ls Meanc -0.41 -0.33 -0.08 (-0.21, 0.05) 0.249  

   SEc 0.061 0.061    

   95% CIc -0.53, -0.29 -0.45, -0.21    

 

 Day 6 Actual n 369 361    

   Mean 0.78 0.84    

   SD 0.925 0.950    

   Min 0.00 0.00    

   Median 0.00 1.00    

   Max 4.00 4.00    

 

  Change n 298 284    

   Mean -0.53 -0.48    

   SD 1.019 1.061    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.05 (-0.17, 0.06)     

   Ls Meanb -0.63 -0.57 -0.06 (-0.17, 0.06) 0.342  

   SEb 0.044 0.045    

   95% CIb -0.72, -0.54 -0.66, -0.49    

   Ls Meanc -0.64 -0.61 -0.03 (-0.16, 0.11) 0.712  

   SEc 0.062 0.063    

   95% CIc -0.76, -0.52 -0.73, -0.49    

 

 Day 15 Actual n 338 324    

   Mean 0.38 0.38    

   SD 0.674 0.678    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 17 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Mean -0.96 -0.95    

   SD 1.077 1.036    

   Min -3.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.01 (-0.12, 0.11)     

   Ls Meanb -1.05 -1.04 -0.01 (-0.13, 0.12) 0.934  

   SEb 0.046 0.047    

   95% CIb -1.14, -0.96 -1.13, -0.95    

   Ls Meanc -1.04 -1.04 0.00 (-0.11, 0.12) 0.938  

   SEc 0.051 0.052    

   95% CIc -1.14, -0.94 -1.15, -0.94    

 

 Day 29 Actual n 283 268    

   Mean 0.26 0.29    

   SD 0.572 0.592    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 233 226    

   Mean -1.06 -1.08    

   SD 1.069 1.072    

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.01 (-0.11, 0.13)     

   Ls Meanb -1.13 -1.14 0.01 (-0.11, 0.14) 0.838  

   SEb 0.046 0.047    

   95% CIb -1.22, -1.04 -1.24, -1.05    

   Ls Meanc -1.16 -1.15 -0.01 (-0.11, 0.09) 0.809  

   SEc 0.046 0.047    

   95% CIc -1.25, -1.07 -1.24, -1.05    

 

Headache Overall  Effect Size (95% CI)a 0.01 (-0.02, 0.04)     

   Ls Meanb -0.77 -0.78 0.01 (-0.02, 0.04) 0.569  

 

 Baseline Actual n 348 354    

   Mean 1.07 1.06    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SD 0.986 0.983    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 4.00    

 

 Day 3 Actual n 399 403    

   Mean 0.59 0.59    

   SD 0.809 0.807    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 315 325    

   Mean -0.45 -0.49    

   SD 0.984 0.999    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.04 (-0.05, 0.13)     

   Ls Meanb -0.46 -0.50 0.04 (-0.05, 0.13) 0.405  

   SEb 0.035 0.034    

   95% CIb -0.53, -0.40 -0.57, -0.43    

   Ls Meanc -0.53 -0.57 0.04 (-0.08, 0.15) 0.505  

   SEc 0.054 0.053    

   95% CIc -0.63, -0.42 -0.67, -0.46    

 

 Day 6 Actual n 369 361    

   Mean 0.43 0.46    

   SD 0.774 0.710    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 298 284    

   Mean -0.61 -0.61    

   SD 1.053 1.008    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Effect Size (95% CI)a -0.02 (-0.12, 0.08)     

   Ls Meanb -0.64 -0.62 -0.02 (-0.11, 0.07) 0.673  

   SEb 0.035 0.036    

   95% CIb -0.71, -0.57 -0.69, -0.55    

   Ls Meanc -0.64 -0.65 0.01 (-0.10, 0.12) 0.800  

   SEc 0.050 0.051    

   95% CIc -0.73, -0.54 -0.75, -0.55    

 

 Day 15 Actual n 338 324    

   Mean 0.22 0.23    

   SD 0.564 0.541    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    

   Mean -0.85 -0.81    

   SD 1.022 0.983    

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.01 (-0.11, 0.10)     

   Ls Meanb -0.86 -0.86 -0.01 (-0.11, 0.09) 0.911  

   SEb 0.037 0.038    

   95% CIb -0.94, -0.79 -0.93, -0.78    

   Ls Meanc -0.85 -0.82 -0.03 (-0.12, 0.05) 0.480  

   SEc 0.039 0.040    

   95% CIc -0.93, -0.78 -0.90, -0.74    

 

 Day 29 Actual n 283 268    

   Mean 0.11 0.15    

   SD 0.365 0.450    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

 

  Change n 233 226    

   Mean -0.94 -0.91    

   SD 1.034 0.943    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a -0.04 (-0.14, 0.06)     

   Ls Meanb -0.96 -0.92 -0.04 (-0.14, 0.06) 0.448  

   SEb 0.038 0.038    

   95% CIb -1.04, -0.89 -1.00, -0.85    

   Ls Meanc -0.98 -0.93 -0.06 (-0.13, 0.01) 0.108  

   SEc 0.032 0.033    

   95% CIc -1.05, -0.92 -0.99, -0.86    

 

Muscle Aches Overall  Effect Size (95% CI)a -0.04 (-0.08, -0.01)     

   Ls Meanb -0.86 -0.82 -0.04 (-0.08, -0.01) 0.024  

 

 Baseline Actual n 348 354    

   Mean 1.09 1.11    

   SD 1.031 1.000    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 4.00    

 

 Day 3 Actual n 399 403    

   Mean 0.59 0.64    

   SD 0.848 0.876    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 315 325    

   Mean -0.51 -0.48    

   SD 0.998 1.005    

   Min -4.00 -4.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.07 (-0.16, 0.02)     

   Ls Meanb -0.54 -0.47 -0.07 (-0.16, 0.02) 0.136  

   SEb 0.035 0.035    

   95% CIb -0.61, -0.47 -0.54, -0.40    

   Ls Meanc -0.57 -0.51 -0.06 (-0.18, 0.06) 0.301  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SEc 0.056 0.056    

   95% CIc -0.68, -0.46 -0.62, -0.40    

 

 Day 6 Actual n 369 361    

   Mean 0.38 0.43    

   SD 0.736 0.793    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

  Change n 298 284    

   Mean -0.67 -0.69    

   SD 0.988 1.078    

   Min -4.00 -4.00    

   Median 0.00 -1.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.05 (-0.14, 0.05)     

   Ls Meanb -0.73 -0.68 -0.05 (-0.15, 0.05) 0.308  

   SEb 0.036 0.036    

   95% CIb -0.80, -0.66 -0.75, -0.61    

   Ls Meanc -0.72 -0.69 -0.03 (-0.14, 0.09) 0.639  

   SEc 0.053 0.053    

   95% CIc -0.82, -0.62 -0.80, -0.59    

 

 Day 15 Actual n 338 324    

   Mean 0.16 0.20    

   SD 0.505 0.526    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    

   Mean -0.92 -0.92    

   SD 1.049 1.026    

   Min -4.00 -4.00    

   Median -1.00 -1.00    

   Max 1.00 3.00    

   Effect Size (95% CI)a -0.03 (-0.13, 0.07)     

   Ls Meanb -0.96 -0.94 -0.03 (-0.13, 0.07) 0.578  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SEb 0.038 0.038    

   95% CIb -1.04, -0.89 -1.01, -0.86    

   Ls Meanc -0.93 -0.89 -0.04 (-0.12, 0.04) 0.337  

   SEc 0.038 0.040    

   95% CIc -1.01, -0.86 -0.97, -0.82    

 

 Day 29 Actual n 283 268    

   Mean 0.11 0.16    

   SD 0.380 0.458    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 233 226    

   Mean -0.98 -0.95    

   SD 1.063 1.076    

   Min -4.00 -4.00    

   Median -1.00 -1.00    

   Max 1.00 2.00    

   Effect Size (95% CI)a -0.10 (-0.20, 0.00)     

   Ls Meanb -1.02 -0.92 -0.10 (-0.20, 0.00) 0.062  

   SEb 0.038 0.039    

   95% CIb -1.09, -0.94 -0.99, -0.84    

   Ls Meanc -1.01 -0.94 -0.08 (-0.15, 0.00) 0.055  

   SEc 0.035 0.036    

   95% CIc -1.08, -0.94 -1.01, -0.86    

 

Nausea Overall  Effect Size (95% CI)a -0.02 (-0.05, 0.01)     

   Ls Meanb -0.33 -0.32 -0.01 (-0.03, 0.01) 0.261  

 

 Baseline Actual n 348 354    

   Mean 0.41 0.39    

   SD 0.756 0.695    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 399 403    

   Mean 0.30 0.27    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SD 0.683 0.621    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 315 325    

   Mean -0.08 -0.12    

   SD 0.798 0.653    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.08 (0.00, 0.16)     

   Ls Meanb -0.09 -0.15 0.06 (0.00, 0.12) 0.045  

   SEb 0.022 0.022    

   95% CIb -0.13, -0.05 -0.19, -0.10    

   Ls Meanc -0.13 -0.18 0.05 (-0.05, 0.14) 0.332  

   SEc 0.043 0.043    

   95% CIc -0.22, -0.04 -0.26, -0.09    

 

 Day 6 Actual n 369 361    

   Mean 0.17 0.23    

   SD 0.499 0.590    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 298 284    

   Mean -0.20 -0.20    

   SD 0.751 0.740    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a -0.05 (-0.13, 0.04)     

   Ls Meanb -0.23 -0.19 -0.03 (-0.09, 0.03) 0.276  

   SEb 0.022 0.023    

   95% CIb -0.27, -0.18 -0.24, -0.15    

   Ls Meanc -0.27 -0.24 -0.02 (-0.11, 0.06) 0.605  

   SEc 0.038 0.039    

   95% CIc -0.34, -0.19 -0.32, -0.17    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

 Day 15 Actual n 338 324    

   Mean 0.04 0.04    

   SD 0.300 0.280    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    

   Mean -0.35 -0.36    

   SD 0.766 0.691    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 1.00    

   Effect Size (95% CI)a 0.02 (-0.07, 0.10)     

   Ls Meanb -0.37 -0.38 0.01 (-0.05, 0.08) 0.683  

   SEb 0.023 0.024    

   95% CIb -0.41, -0.32 -0.43, -0.33    

   Ls Meanc -0.36 -0.38 0.02 (-0.03, 0.07) 0.458  

   SEc 0.022 0.022    

   95% CIc -0.41, -0.32 -0.43, -0.34    

 

 Day 29 Actual n 283 268    

   Mean 0.01 0.03    

   SD 0.103 0.219    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 1.00 3.00    

 

  Change n 233 226    

   Mean -0.40 -0.39    

   SD 0.793 0.718    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 1.00 1.00    

   Effect Size (95% CI)a -0.01 (-0.10, 0.08)     

   Ls Meanb -0.40 -0.39 -0.01 (-0.07, 0.06) 0.835  

   SEb 0.024 0.024    

   95% CIb -0.45, -0.35 -0.44, -0.35    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 25 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Ls Meanc -0.41 -0.40 -0.02 (-0.05, 0.02) 0.317  

   SEc 0.015 0.016    

   95% CIc -0.44, -0.38 -0.43, -0.37    

 

New Loss of Smell Overall  Effect Size (95% CI)a 0.02 (-0.02, 0.07)     

   Ls Meanb -0.42 -0.44 0.02 (-0.02, 0.07) 0.357  

 

 Baseline Actual n 348 354    

   Mean 0.66 0.67    

   SD 0.997 0.996    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 399 403    

   Mean 0.54 0.63    

   SD 0.870 0.931    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 315 325    

   Mean -0.12 -0.07    

   SD 1.023 1.044    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.06 (-0.16, 0.03)     

   Ls Meanb -0.15 -0.09 -0.06 (-0.16, 0.03) 0.200  

   SEb 0.037 0.037    

   95% CIb -0.22, -0.08 -0.16, -0.01    

   Ls Meanc -0.22 -0.16 -0.06 (-0.18, 0.07) 0.355  

   SEc 0.059 0.058    

   95% CIc -0.34, -0.11 -0.28, -0.05    

 

 Day 6 Actual n 369 361    

   Mean 0.43 0.48    

   SD 0.801 0.840    

   Min 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 298 284    

   Mean -0.22 -0.20    

   SD 1.122 1.123    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.04 (-0.13, 0.06)     

   Ls Meanb -0.26 -0.23 -0.03 (-0.13, 0.06) 0.484  

   SEb 0.038 0.038    

   95% CIb -0.34, -0.19 -0.30, -0.15    

   Ls Meanc -0.31 -0.27 -0.04 (-0.17, 0.08) 0.517  

   SEc 0.057 0.058    

   95% CIc -0.42, -0.20 -0.38, -0.15    

 

 Day 15 Actual n 338 324    

   Mean 0.20 0.18    

   SD 0.582 0.482    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    

   Mean -0.43 -0.48    

   SD 1.027 1.100    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.04 (-0.07, 0.14)     

   Ls Meanb -0.49 -0.53 0.04 (-0.07, 0.14) 0.487  

   SEb 0.039 0.040    

   95% CIb -0.57, -0.42 -0.61, -0.45    

   Ls Meanc -0.47 -0.51 0.04 (-0.06, 0.13) 0.431  

   SEc 0.042 0.043    

   95% CIc -0.56, -0.39 -0.60, -0.43    

 

 Day 29 Actual n 283 268    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Mean 0.14 0.07    

   SD 0.513 0.292    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 233 226    

   Mean -0.46 -0.56    

   SD 0.938 1.041    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a 0.13 (0.02, 0.23)     

   Ls Meanb -0.51 -0.64 0.13 (0.02, 0.23) 0.015  

   SEb 0.039 0.040    

   95% CIb -0.59, -0.44 -0.72, -0.56    

   Ls Meanc -0.51 -0.58 0.06 (-0.01, 0.13) 0.092  

   SEc 0.033 0.034    

   95% CIc -0.58, -0.45 -0.64, -0.51    

 

New Loss of Taste Overall  Effect Size (95% CI)a 0.03 (-0.02, 0.07)     

   Ls Meanb -0.39 -0.41 0.03 (-0.02, 0.07) 0.210  

 

 Baseline Actual n 348 354    

   Mean 0.60 0.63    

   SD 0.951 0.967    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 4.00    

 

 Day 3 Actual n 399 403    

   Mean 0.46 0.52    

   SD 0.807 0.856    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 315 325    

   Mean -0.12 -0.14    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SD 0.902 0.994    

   Min -3.00 -4.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.01 (-0.10, 0.09)     

   Ls Meanb -0.13 -0.12 -0.01 (-0.10, 0.08) 0.893  

   SEb 0.035 0.035    

   95% CIb -0.20, -0.06 -0.19, -0.06    

   Ls Meanc -0.21 -0.20 -0.01 (-0.13, 0.10) 0.822  

   SEc 0.054 0.054    

   95% CIc -0.32, -0.11 -0.30, -0.09    

 

 Day 6 Actual n 369 361    

   Mean 0.39 0.42    

   SD 0.784 0.803    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 298 284    

   Mean -0.20 -0.23    

   SD 1.064 1.105    

   Min -3.00 -4.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.00 (-0.10, 0.09)     

   Ls Meanb -0.22 -0.21 0.00 (-0.10, 0.09) 0.932  

   SEb 0.035 0.036    

   95% CIb -0.29, -0.15 -0.28, -0.14    

   Ls Meanc -0.28 -0.27 -0.01 (-0.13, 0.12) 0.934  

   SEc 0.055 0.056    

   95% CIc -0.39, -0.17 -0.38, -0.16    

 

 Day 15 Actual n 338 324    

   Mean 0.17 0.14    

   SD 0.536 0.443    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

  Change n 263 253    

   Mean -0.41 -0.47    

   SD 0.992 1.067    

   Min -3.00 -4.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.06 (-0.04, 0.15)     

   Ls Meanb -0.44 -0.49 0.05 (-0.04, 0.15) 0.276  

   SEb 0.036 0.037    

   95% CIb -0.51, -0.37 -0.57, -0.42    

   Ls Meanc -0.42 -0.47 0.05 (-0.04, 0.13) 0.270  

   SEc 0.039 0.040    

   95% CIc -0.49, -0.34 -0.54, -0.39    

 

 Day 29 Actual n 283 268    

   Mean 0.10 0.05    

   SD 0.413 0.269    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 233 226    

   Mean -0.44 -0.54    

   SD 0.927 1.011    

   Min -3.00 -4.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.08 (-0.02, 0.18)     

   Ls Meanb -0.48 -0.56 0.08 (-0.02, 0.17) 0.105  

   SEb 0.037 0.037    

   95% CIb -0.55, -0.41 -0.63, -0.49    

   Ls Meanc -0.49 -0.54 0.05 (-0.01, 0.12) 0.110  

   SEc 0.030 0.031    

   95% CIc -0.55, -0.43 -0.60, -0.48    

 

Runny Nose Overall  Effect Size (95% CI)a 0.01 (-0.02, 0.04)     

   Ls Meanb -0.46 -0.47 0.01 (-0.02, 0.03) 0.538  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Baseline Actual n 347 354    

   Mean 0.62 0.61    

   SD 0.772 0.760    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 399 403    

   Mean 0.43 0.38    

   SD 0.676 0.617    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 314 325    

   Mean -0.17 -0.27    

   SD 0.782 0.721    

   Min -2.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.11 (0.02, 0.19)     

   Ls Meanb -0.20 -0.28 0.08 (0.01, 0.15) 0.020  

   SEb 0.026 0.026    

   95% CIb -0.25, -0.15 -0.33, -0.23    

   Ls Meanc -0.24 -0.33 0.09 (0.00, 0.18) 0.062  

   SEc 0.042 0.042    

   95% CIc -0.33, -0.16 -0.41, -0.24    

 

 Day 6 Actual n 369 361    

   Mean 0.29 0.30    

   SD 0.557 0.576    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

 

  Change n 297 284    

   Mean -0.32 -0.33    

   SD 0.781 0.739    

   Min -3.00 -3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.01 (-0.11, 0.08)     

   Ls Meanb -0.37 -0.36 -0.01 (-0.08, 0.06) 0.749  

   SEb 0.026 0.026    

   95% CIb -0.42, -0.32 -0.41, -0.31    

   Ls Meanc -0.35 -0.36 0.01 (-0.08, 0.09) 0.892  

   SEc 0.039 0.040    

   95% CIc -0.43, -0.28 -0.44, -0.28    

 

 Day 15 Actual n 338 324    

   Mean 0.15 0.12    

   SD 0.403 0.374    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 262 253    

   Mean -0.47 -0.52    

   SD 0.751 0.748    

   Min -2.00 -3.00    

   Median 0.00 0.00    

   Max 1.00 1.00    

   Effect Size (95% CI)a 0.03 (-0.07, 0.13)     

   Ls Meanb -0.50 -0.52 0.02 (-0.05, 0.10) 0.540  

   SEb 0.027 0.028    

   95% CIb -0.55, -0.44 -0.57, -0.46    

   Ls Meanc -0.51 -0.55 0.04 (-0.03, 0.10) 0.239  

   SEc 0.030 0.030    

   95% CIc -0.57, -0.45 -0.61, -0.49    

 

 Day 29 Actual n 283 268    

   Mean 0.09 0.09    

   SD 0.330 0.339    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 232 226    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 32 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Mean -0.43 -0.54    

   SD 0.735 0.749    

   Min -2.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a 0.02 (-0.08, 0.12)     

   Ls Meanb -0.54 -0.55 0.01 (-0.06, 0.09) 0.696  

   SEb 0.028 0.028    

   95% CIb -0.59, -0.48 -0.61, -0.50    

   Ls Meanc -0.47 -0.47 0.01 (-0.05, 0.06) 0.841  

   SEc 0.025 0.025    

   95% CIc -0.51, -0.42 -0.52, -0.42    

 

Shortness of Breath Overall  Effect Size (95% CI)a 0.04 (0.00, 0.09)     

   Ls Meanb -0.27 -0.31 0.04 (0.00, 0.07) 0.034  

 

 Baseline Actual n 348 354    

   Mean 0.46 0.45    

   SD 0.811 0.803    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

 Day 3 Actual n 399 403    

   Mean 0.35 0.32    

   SD 0.725 0.705    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 4.00    

 

  Change n 315 325    

   Mean -0.11 -0.10    

   SD 0.758 0.749    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a 0.02 (-0.08, 0.12)     

   Ls Meanb -0.12 -0.14 0.02 (-0.06, 0.10) 0.685  

   SEb 0.030 0.030    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   95% CIb -0.18, -0.06 -0.20, -0.08    

   Ls Meanc -0.11 -0.11 0.00 (-0.09, 0.10) 0.980  

   SEc 0.045 0.045    

   95% CIc -0.20, -0.02 -0.20, -0.02    

 

 Day 6 Actual n 369 361    

   Mean 0.25 0.29    

   SD 0.657 0.677    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 4.00    

 

  Change n 298 284    

   Mean -0.18 -0.17    

   SD 0.839 0.879    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

   Effect Size (95% CI)a -0.05 (-0.15, 0.05)     

   Ls Meanb -0.20 -0.16 -0.04 (-0.12, 0.04) 0.340  

   SEb 0.031 0.031    

   95% CIb -0.26, -0.14 -0.23, -0.10    

   Ls Meanc -0.20 -0.19 -0.01 (-0.12, 0.09) 0.810  

   SEc 0.048 0.049    

   95% CIc -0.29, -0.10 -0.28, -0.09    

 

 Day 15 Actual n 338 324    

   Mean 0.16 0.08    

   SD 0.515 0.369    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 263 253    

   Mean -0.22 -0.35    

   SD 0.807 0.820    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Effect Size (95% CI)a 0.13 (0.02, 0.23)     

   Ls Meanb -0.28 -0.39 0.10 (0.02, 0.19) 0.017  

   SEb 0.032 0.033    

   95% CIb -0.35, -0.22 -0.45, -0.32    

   Ls Meanc -0.27 -0.37 0.10 (0.03, 0.18) 0.009  

   SEc 0.036 0.037    

   95% CIc -0.34, -0.20 -0.44, -0.30    

 

 Day 29 Actual n 283 268    

   Mean 0.09 0.08    

   SD 0.355 0.320    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 233 226    

   Mean -0.30 -0.37    

   SD 0.813 0.812    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a 0.07 (-0.03, 0.18)     

   Ls Meanb -0.34 -0.40 0.06 (-0.03, 0.15) 0.174  

   SEb 0.032 0.033    

   95% CIb -0.40, -0.28 -0.46, -0.33    

   Ls Meanc -0.34 -0.38 0.04 (-0.03, 0.10) 0.251  

   SEc 0.028 0.029    

   95% CIc -0.40, -0.29 -0.43, -0.32    

 

Sore Throat Overall  Effect Size (95% CI)a 0.02 (-0.02, 0.05)     

   Ls Meanb -0.48 -0.49 0.01 (-0.01, 0.04) 0.350  

 

 Baseline Actual n 347 354    

   Mean 0.60 0.62    

   SD 0.799 0.830    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Day 3 Actual n 399 403    

   Mean 0.36 0.32    

   SD 0.673 0.639    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 314 325    

   Mean -0.21 -0.33    

   SD 0.806 0.808    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a 0.08 (-0.01, 0.16)     

   Ls Meanb -0.26 -0.32 0.06 (-0.01, 0.13) 0.079  

   SEb 0.026 0.026    

   95% CIb -0.31, -0.21 -0.37, -0.27    

   Ls Meanc -0.26 -0.34 0.08 (-0.01, 0.17) 0.099  

   SEc 0.043 0.043    

   95% CIc -0.35, -0.17 -0.42, -0.25    

 

 Day 6 Actual n 369 361    

   Mean 0.24 0.19    

   SD 0.595 0.512    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

  Change n 297 284    

   Mean -0.36 -0.44    

   SD 0.819 0.898    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.02 (-0.06, 0.11)     

   Ls Meanb -0.42 -0.44 0.02 (-0.05, 0.09) 0.610  

   SEb 0.027 0.027    

   95% CIb -0.47, -0.37 -0.49, -0.39    

   Ls Meanc -0.42 -0.46 0.03 (-0.05, 0.12) 0.459  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SEc 0.039 0.039    

   95% CIc -0.50, -0.35 -0.53, -0.38    

 

 Day 15 Actual n 338 324    

   Mean 0.10 0.09    

   SD 0.398 0.332    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 262 253    

   Mean -0.47 -0.55    

   SD 0.847 0.842    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 1.00    

   Effect Size (95% CI)a 0.02 (-0.07, 0.12)     

   Ls Meanb -0.53 -0.55 0.02 (-0.05, 0.09) 0.598  

   SEb 0.028 0.028    

   95% CIb -0.58, -0.47 -0.60, -0.49    

   Ls Meanc -0.51 -0.53 0.02 (-0.04, 0.08) 0.515  

   SEc 0.029 0.030    

   95% CIc -0.57, -0.46 -0.59, -0.47    

 

 Day 29 Actual n 283 268    

   Mean 0.05 0.10    

   SD 0.287 0.348    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 232 226    

   Mean -0.52 -0.51    

   SD 0.832 0.801    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a -0.06 (-0.15, 0.03)     

   Ls Meanb -0.58 -0.53 -0.05 (-0.12, 0.03) 0.206  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SEb 0.028 0.029    

   95% CIb -0.64, -0.52 -0.59, -0.48    

   Ls Meanc -0.56 -0.52 -0.04 (-0.10, 0.02) 0.195  

   SEc 0.026 0.027    

   95% CIc -0.61, -0.51 -0.58, -0.47    

 

Vomiting Overall  Effect Size (95% CI)a -0.01 (-0.03, 0.01)     

   Ls Meanb -0.10 -0.09 0.00 (-0.01, 0.01) 0.400  

 

 Baseline Actual n 348 354    

   Mean 0.14 0.08    

   SD 0.534 0.374    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

 Day 3 Actual n 399 403    

   Mean 0.05 0.04    

   SD 0.292 0.261    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 315 325    

   Mean -0.08 -0.03    

   SD 0.498 0.363    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.02 (-0.05, 0.08)     

   Ls Meanb -0.06 -0.06 0.01 (-0.02, 0.04) 0.604  

   SEb 0.011 0.011    

   95% CIb -0.08, -0.04 -0.08, -0.04    

   Ls Meanc -0.07 -0.07 0.00 (-0.04, 0.04) 0.966  

   SEc 0.020 0.020    

   95% CIc -0.11, -0.03 -0.11, -0.04    

 

 Day 6 Actual n 369 361    

   Mean 0.03 0.03    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   SD 0.225 0.240    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 298 284    

   Mean -0.10 -0.04    

   SD 0.545 0.443    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.02 (-0.08, 0.05)     

   Ls Meanb -0.08 -0.07 -0.01 (-0.04, 0.02) 0.626  

   SEb 0.011 0.011    

   95% CIb -0.10, -0.05 -0.09, -0.05    

   Ls Meanc -0.08 -0.08 -0.01 (-0.05, 0.03) 0.744  

   SEc 0.019 0.019    

   95% CIc -0.12, -0.05 -0.11, -0.04    

 

 Day 15 Actual n 338 324    

   Mean 0.01 0.01    

   SD 0.133 0.111    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 263 253    

   Mean -0.14 -0.06    

   SD 0.566 0.315    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 1.00 0.00    

   Effect Size (95% CI)a 0.01 (-0.06, 0.07)     

   Ls Meanb -0.10 -0.11 0.00 (-0.03, 0.03) 0.864  

   SEb 0.012 0.012    

   95% CIb -0.13, -0.08 -0.13, -0.08    

   Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.03) 0.211  

   SEc 0.008 0.009    

   95% CIc -0.12, -0.08 -0.13, -0.10    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. > 

5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

 Day 29 Actual n 283 268    

   Mean 0.00 0.00    

   SD 0.000 0.000    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 0.00 0.00    

 

  Change n 233 226    

   Mean -0.16 -0.07    

   SD 0.594 0.332    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 0.00 0.00    

   Effect Size (95% CI)a -0.01 (-0.08, 0.06)     

   Ls Meanb -0.12 -0.12 0.00 (-0.04, 0.03) 0.811  

   SEb 0.012 0.012    

   95% CIb -0.14, -0.10 -0.14, -0.09    

   Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

   SEc 0.000 0.000    

   95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 1.12 

Primary Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 185 (54.73) 208 (59.77) OR: 0.81 (0.60, 1.10) 0.181a  

No Event 153 (45.27) 140 (40.23) RR: 0.92 (0.81, 1.04) 0.181  

Total 338  348  ARR: 0.05 (-0.02, 0.12) 0.180  

Missing 2  1   0.560b  
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Table 1.13 

Primary Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Number of Participants with event, n (%) 295 (65.3) 289 (64.1)  

Number of Participants censored, n (%) 157 (34.7) 162 (35.9)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 19.0)  

Median (95% CI) 28.0 (26.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% CI) 66.19 (61.57, 70.39) 64.93 (60.28, 69.18)  

Stratified Log-Rank P-valuea 0.208   

 

Hazard Ratio (95% CI)b 1.09 (0.93, 1.28)   

P-valueb 0.297   

 

Absolute Risk Reduction (95% CI)c -0.01 (-0.07, 0.05)   
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Table 1.14 

Primary Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

n 48 42    

Mean 2.9 2.6    

SD 3.66 3.05    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.5 -0.5 (-1.0, 0.0) 0.428  

Q3 3.0 3.0    

Max 24.0 17.0    
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Table 1.16.1 

Primary Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADFAHI Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 26 (5.99) 22 (5.20) OR: 1.16 (0.65, 2.08) 0.621a  

No Event 408 (94.01) 401 (94.80) RR: 1.15 (0.66, 1.99) 0.621  

Total 434  423  ARR: -0.01 (-0.04, 0.02) 0.620  

Missing 18  28   0.863b  
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Table 1.16.2 

Primary Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADFAHI Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 36 (8.13) 29 (6.70) OR: 1.23 (0.74, 2.05) 0.424a  

No Event 407 (91.87) 404 (93.30) RR: 1.21 (0.76, 1.94) 0.424  

Total 443  433  ARR: -0.01 (-0.05, 0.02) 0.422  

Missing 9  18   0.758b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.17 

Primary Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADQS Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Worst Clinical Status  n % n % Results p-value  

1 Event 1 (0.22) 3 (0.67) OR: 0.34 (0.03, 3.25) 0.323a  

No Event 451 (99.78) 448 (99.33) RR: 0.34 (0.04, 3.22) 0.346  

Total 452 (0.00) 451 (0.00) ARR: 0.00 (-0.01, 0.00) 0.322  

Missing 0  0   0.499b  

 

2 Event 15 (3.32) 33 (7.32) OR: 0.44 (0.23, 0.81) 0.007a  

No Event 437 (96.68) 418 (92.68) RR: 0.45 (0.25, 0.82) 0.009  

Total 452 (0.00) 451 (0.00) ARR: -0.04 (-0.07, -0.01) 0.007  

Missing 0  0   0.225b  

 

3 Event 5 (1.11) 6 (1.33) OR: 0.84 (0.25, 2.77) 0.771a  

No Event 447 (98.89) 445 (98.67) RR: 0.84 (0.26, 2.72) 0.771  

Total 452 (0.00) 451 (0.00) ARR: 0.00 (-0.02, 0.01) 0.771  

Missing 0  0   0.717b  

 

4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 452 (100.0) 451 (100.0) RR: NE (NE, NE) NE  

Total 452 (0.00) 451 (0.00) ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

5 Event 2 (0.44) 1 (0.22) OR: 2.01 (0.18, 21.91) 0.556a  

No Event 450 (99.56) 450 (99.78) RR: 2.01 (0.19, 21.70) 0.565  

Total 452 (0.00) 451 (0.00) ARR: 0.00 (-0.01, 0.01) 0.559  

Missing 0  0   0.080b  
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Table 1.18.1 

Primary Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 56 (12.39) 67 (14.86) OR: 0.81 (0.55, 1.19) 0.278a  

  Disease under study (including COVID-19 complications) 24 (5.31) 45 (9.98) RR: 0.83 (0.60, 1.16) 0.279  

  Adverse event (unrelated to COVID-19) 5 (1.11) 5 (1.11) ARR: 0.02 (-0.02, 0.07) 0.279  

  Admission for only isolation purpose 36 (7.96) 22 (4.88)  0.061b  

  Other 0 (0.00) 1 (0.22)    

No Event 396 (87.61) 384 (85.14)    

Total 452  451     
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Table 1.18.2 

Primary Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 62 (13.72) 72 (15.96) OR: 0.84 (0.58, 1.21) 0.341a  

  Disease under study (including COVID-19 complications) 24 (5.31) 45 (9.98) RR: 0.86 (0.63, 1.18) 0.342  

  Adverse event (unrelated to COVID-19) 14 (3.10) 11 (2.44) ARR: 0.02 (-0.02, 0.07) 0.341  

  Admission for only isolation purpose 36 (7.96) 22 (4.88)  0.087b  

  Other 0 (0.00) 3 (0.67)    

No Event 390 (86.28) 379 (84.04)    

Total 452  451     
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Table 1.19.1 

Primary Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 8 (1.77) 11 (2.44) OR: 0.73 (0.29, 1.82) 0.490a  

  Disease under study (including COVID-19 complications) 5 (1.11) 11 (2.44) RR: 0.73 (0.30, 1.79) 0.492  

  Adverse event (unrelated to COVID-19) 3 (0.66) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.491  

No Event 444 (98.23) 440 (97.56)  0.111b  

Total 452  451     
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Table 1.19.2 

Primary Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 9 (1.99) 12 (2.66) OR: 0.75 (0.31, 1.79) 0.509a  

  Disease under study (including COVID-19 complications) 5 (1.11) 11 (2.44) RR: 0.75 (0.32, 1.76) 0.511  

  Adverse event (unrelated to COVID-19) 4 (0.88) 1 (0.22) ARR: 0.01 (-0.01, 0.03) 0.510  

No Event 443 (98.01) 439 (97.34)  0.137b  

Total 452  451     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.20.1 

Primary Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 56 (12.39) 67 (14.86) OR: 0.81 (0.55, 1.19) 0.278a  

  Inpatient hospital setting 50 (11.06) 50 (11.09) RR: 0.83 (0.60, 1.16) 0.279  

  Temporary facility for managing severe COVID 19 7 (1.55) 7 (1.55) ARR: 0.02 (-0.02, 0.07) 0.279  

  ER admission greater > 24 hours 2 (0.44) 4 (0.89)  0.061b  

  Acute hospital care at home 1 (0.22) 7 (1.55)    

  ICU 8 (1.77) 11 (2.44)    

No Event 396 (87.61) 384 (85.14)    

Total 452  451     
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Table 1.20.2 

Primary Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

 n % n % Results p-value  

Event 62 (13.72) 72 (15.96) OR: 0.84 (0.58, 1.21) 0.341a  

  Inpatient hospital setting 57 (12.61) 55 (12.20) RR: 0.86 (0.63, 1.18) 0.342  

  Temporary facility for managing severe COVID 19 7 (1.55) 7 (1.55) ARR: 0.02 (-0.02, 0.07) 0.341  

  ER admission greater > 24 hours 2 (0.44) 5 (1.11)  0.087b  

  Acute hospital care at home 1 (0.22) 7 (1.55)    

  ICU 9 (1.99) 12 (2.66)    

No Event 390 (86.28) 379 (84.04)    

Total 452  451     
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Table 1.21 

Primary Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

n 24 45    

Mean 14.5 12.4    

SD 9.80 8.62    

Min 3.0 3.0    

Q1 7.5 8.0    

Median 12.5 10.0 1.5 (-2.0, 5.0) 0.376  

Q3 19.0 15.0    

Max 47.0 53.0    
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Table 1.22 

Primary Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

n 9 13    

Mean 8.6 12.1    

SD 5.83 12.82    

Min 2.0 3.0    

Q1 6.0 6.0    

Median 8.0 9.0 -1.5 (-6.0, 3.0) 0.375  

Q3 8.0 12.0    

Max 23.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.1 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 12 (3.07) 33 (8.42) OR: 0.35 (0.18, 0.68) 0.001a  

No Event 379 (96.93) 359 (91.58) RR: 0.36 (0.19, 0.70) 0.002  

Total 391  392  ARR: 0.05 (0.02, 0.09) 0.001  

Missing 2  2   0.202b  

      0.011c  
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Table 2.0.1 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 12 (20.69) 8 (14.29) OR: 1.55 (0.59, 4.06) 0.366a  

No Event 46 (79.31) 48 (85.71) RR: 1.45 (0.64, 3.28) 0.372  

Total 58  56  ARR: -0.06 (-0.21, 0.08) 0.368  

Missing 1  1   0.074b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.2 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 16 (3.74) 39 (8.92) OR: 0.40 (0.22, 0.72) 0.002a  

No Event 412 (96.26) 398 (91.08) RR: 0.42 (0.24, 0.74) 0.003  

Total 428  437  ARR: 0.05 (0.02, 0.08) 0.002  

Missing 3  3   0.070b  

      0.032c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.2 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 8 (38.10) 2 (18.18) OR: 2.21 (0.44, 11.16) 0.300a  

No Event 13 (61.90) 9 (81.82) RR: 1.84 (0.55, 6.08) 0.320  

Total 21  11  ARR: -0.19 (-0.55, 0.17) 0.302  

Missing 0  0   0.031b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.3 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 21 (4.77) 40 (9.03) OR: 0.51 (0.29, 0.87) 0.013a  

No Event 419 (95.23) 403 (90.97) RR: 0.53 (0.32, 0.88) 0.014  

Total 440  443  ARR: 0.04 (0.01, 0.08) 0.012  

Missing 3  3   0.141b  

      0.294c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.3 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

No Event 6 (66.67) 4 (80.00) RR: 1.60 (0.15, 16.83) 0.695  

Total 9  5  ARR: -0.12 (-0.65, 0.42) 0.668  

Missing 0  0   0.025b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.4 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 15 (7.04) 25 (10.68) OR: 0.66 (0.34, 1.27) 0.202a  

No Event 198 (92.96) 209 (89.32) RR: 0.68 (0.37, 1.25) 0.210  

Total 213  234  ARR: 0.03 (-0.02, 0.09) 0.204  

Missing 0  1   0.011b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.4 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 9 (3.81) 16 (7.48) OR: 0.51 (0.22, 1.18) 0.112a  

No Event 227 (96.19) 198 (92.52) RR: 0.53 (0.24, 1.17) 0.118  

Total 236  214  ARR: 0.03 (-0.01, 0.08) 0.114  

Missing 3  2   0.981b  

      0.641c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.00) 14 (12.17) OR: 0.15 (0.03, 0.68) 0.006a  

No Event 98 (98.00) 101 (87.83) RR: 0.16 (0.03, 0.74) 0.020  

Total 100  115  ARR: 0.10 (0.03, 0.16) 0.003  

Missing 0  0   0.241b  

      0.208c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 5 (16.67) 3 (14.29) OR: 1.04 (0.23, 4.85) 0.955a  

No Event 25 (83.33) 18 (85.71) RR: 1.04 (0.26, 4.16) 0.956  

Total 30  21  ARR: -0.01 (-0.21, 0.20) 0.955  

Missing 0  0   0.076b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 1 (5.00) OR: <.01 (NE, NE) 0.380a  

No Event 15 (100.00) 19 (95.00) RR: <.01 (NE, NE) NE  

Total 15  20  ARR: 0.05 (-0.05, 0.15) 0.301  

Missing 1  0   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 20 (95.24) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 21  21  ARR: 0.10 (-0.08, 0.29) 0.269  

Missing 0  0   0.354b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 16 (5.65) 20 (7.38) OR: 0.76 (0.39, 1.49) 0.420a  

No Event 267 (94.35) 251 (92.62) RR: 0.77 (0.41, 1.45) 0.421  

Total 283  271  ARR: 0.02 (-0.02, 0.06) 0.423  

Missing 2  3   0.202b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.6 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.51) 25 (10.59) OR: 0.31 (0.14, 0.71) 0.004a  

No Event 220 (96.49) 211 (89.41) RR: 0.33 (0.15, 0.73) 0.006  

Total 228  236  ARR: 0.07 (0.02, 0.12) 0.003  

Missing 2  2   0.185b  

      0.038c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.6 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 16 (7.24) 16 (7.55) OR: 0.97 (0.47, 1.97) 0.923a  

No Event 205 (92.76) 196 (92.45) RR: 0.97 (0.50, 1.86) 0.923  

Total 221  212  ARR: 0.00 (-0.05, 0.05) 0.924  

Missing 1  1   0.159b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.7 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 2 (3.17) 2 (5.13) OR: 0.73 (0.10, 5.47) 0.761a  

No Event 61 (96.83) 37 (94.87) RR: 0.74 (0.11, 4.89) 0.759  

Total 63  39  ARR: 0.01 (-0.07, 0.10) 0.768  

Missing 1  1   0.710b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.7 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 12 (6.42) 13 (6.84) OR: 0.94 (0.42, 2.11) 0.887a  

No Event 175 (93.58) 177 (93.16) RR: 0.95 (0.45, 2.00) 0.887  

Total 187  190  ARR: 0.00 (-0.05, 0.05) 0.888  

Missing 0  1   0.304b  

      0.305c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.7 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 10 (5.03) 26 (11.87) OR: 0.40 (0.19, 0.86) 0.017a  

No Event 189 (94.97) 193 (88.13) RR: 0.43 (0.21, 0.89) 0.023  

Total 199  219  ARR: 0.07 (0.01, 0.12) 0.014  

Missing 2  1   0.093b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.8 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 11 (4.12) 29 (10.98) OR: 0.35 (0.17, 0.71) 0.003a  

No Event 256 (95.88) 235 (89.02) RR: 0.37 (0.19, 0.73) 0.004  

Total 267  264  ARR: 0.07 (0.02, 0.11) 0.003  

Missing 1  1   0.917b  

      0.035c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.8 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 13 (7.14) 12 (6.52) OR: 1.10 (0.49, 2.48) 0.811a  

No Event 169 (92.86) 172 (93.48) RR: 1.10 (0.52, 2.33) 0.811  

Total 182  184  ARR: -0.01 (-0.06, 0.05) 0.811  

Missing 2  2   0.091b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.9 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.13) 8 (9.30) OR: 0.22 (0.05, 1.04) 0.038a  

No Event 92 (97.87) 78 (90.70) RR: 0.23 (0.05, 1.05) 0.058  

Total 94  86  ARR: 0.07 (0.00, 0.14) 0.040  

Missing 1  0   0.536b  

      0.170c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.9 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 22 (6.20) 33 (9.12) OR: 0.66 (0.38, 1.15) 0.142a  

No Event 333 (93.80) 329 (90.88) RR: 0.68 (0.40, 1.14) 0.145  

Total 355  362  ARR: 0.03 (-0.01, 0.07) 0.140  

Missing 2  3   0.343b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.10 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 2 (2.13) 8 (9.30) OR: 0.22 (0.05, 1.04) 0.038a  

No Event 92 (97.87) 78 (90.70) RR: 0.23 (0.05, 1.05) 0.058  

Total 94  86  ARR: 0.07 (0.00, 0.14) 0.040  

Missing 1  0   0.536b  

      0.182c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.10 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 4 (4.71) 9 (11.39) OR: 0.38 (0.11, 1.29) 0.113a  

No Event 81 (95.29) 70 (88.61) RR: 0.41 (0.13, 1.29) 0.126  

Total 85  79  ARR: 0.07 (-0.02, 0.15) 0.113  

Missing 0  1   0.557b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.10 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 5 (5.68) 12 (12.12) OR: 0.44 (0.15, 1.30) 0.128a  

No Event 83 (94.32) 87 (87.88) RR: 0.47 (0.17, 1.28) 0.139  

Total 88  99  ARR: 0.06 (-0.02, 0.15) 0.118  

Missing 0  0   0.446b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.10 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 13 (7.14) 12 (6.52) OR: 1.10 (0.49, 2.48) 0.811a  

No Event 169 (92.86) 172 (93.48) RR: 1.10 (0.52, 2.33) 0.811  

Total 182  184  ARR: -0.01 (-0.06, 0.05) 0.811  

Missing 2  2   0.091b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.11 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 23 (5.72) 36 (8.93) OR: 0.62 (0.36, 1.07) 0.080a  

No Event 379 (94.28) 367 (91.07) RR: 0.64 (0.39, 1.06) 0.084  

Total 402  403  ARR: 0.03 (0.00, 0.07) 0.081  

Missing 3  3   0.018b  

      0.247c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.11 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.13) 5 (11.11) OR: 0.18 (0.02, 1.57) 0.085a  

No Event 46 (97.87) 40 (88.89) RR: 0.20 (0.02, 1.57) 0.125  

Total 47  45  ARR: 0.09 (-0.01, 0.19) 0.082  

Missing 0  0   0.411b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.12 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 10 (4.20) 26 (11.06) OR: 0.35 (0.17, 0.75) 0.005a  

No Event 228 (95.80) 209 (88.94) RR: 0.38 (0.19, 0.77) 0.007  

Total 238  235  ARR: 0.07 (0.02, 0.12) 0.005  

Missing 1  1   NEb  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.14 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 21 (5.28) 36 (9.07) OR: 0.56 (0.32, 0.98) 0.038a  

No Event 377 (94.72) 361 (90.93) RR: 0.58 (0.35, 0.98) 0.042  

Total 398  397  ARR: 0.04 (0.00, 0.07) 0.038  

Missing 3  3   0.022b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.14 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (5.88) 5 (9.80) OR: 0.61 (0.14, 2.62) 0.462a  

No Event 48 (94.12) 46 (90.20) RR: 0.62 (0.17, 2.26) 0.468  

Total 51  51  ARR: 0.04 (-0.07, 0.15) 0.492  

Missing 0  0   0.011b  

      0.971c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.15 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 21 (6.84) 29 (9.51) OR: 0.69 (0.38, 1.24) 0.219a  

No Event 286 (93.16) 276 (90.49) RR: 0.71 (0.41, 1.23) 0.222  

Total 307  305  ARR: 0.03 (-0.02, 0.07) 0.217  

Missing 1  2   0.291b  

      0.950c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.15 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 2 (2.60) 3 (3.90) OR: 0.65 (0.11, 3.93) 0.633a  

No Event 75 (97.40) 74 (96.10) RR: 0.66 (0.12, 3.61) 0.633  

Total 77  77  ARR: 0.01 (-0.04, 0.07) 0.638  

Missing 1  0   0.473b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.16 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 21 (6.07) 30 (9.12) OR: 0.64 (0.36, 1.14) 0.129a  

No Event 325 (93.93) 299 (90.88) RR: 0.66 (0.38, 1.14) 0.133  

Total 346  329  ARR: 0.03 (-0.01, 0.07) 0.129  

Missing 2  2   0.131b  

      0.601c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.16 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (5.71) 2 (5.13) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 33 (94.29) 37 (94.87) RR: 0.81 (0.12, 5.28) 0.825  

Total 35  39  ARR: 0.01 (-0.09, 0.12) 0.825  

Missing 0  0   0.216b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.21 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 14 (6.57) 27 (11.84) OR: 0.53 (0.27, 1.04) 0.062a  

No Event 199 (93.43) 201 (88.16) RR: 0.55 (0.29, 1.04) 0.068  

Total 213  228  ARR: 0.05 (0.00, 0.11) 0.058  

Missing 2  1   0.099b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.23 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 8 (3.62) 13 (6.22) OR: 0.57 (0.23, 1.40) 0.216a  

No Event 213 (96.38) 196 (93.78) RR: 0.59 (0.25, 1.38) 0.222  

Total 221  209  ARR: 0.03 (-0.02, 0.07) 0.219  

Missing 1  2   0.260b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.24 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 4 (6.67) 1 (1.49) OR: 4.64 (0.49, 43.99) 0.133a  

No Event 56 (93.33) 66 (98.51) RR: 4.64 (0.50, 42.87) 0.176  

Total 60  67  ARR: -0.05 (-0.12, 0.02) 0.143  

Missing 0  1   0.095b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.24 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 20 (5.26) 40 (10.70) OR: 0.47 (0.27, 0.82) 0.006a  

No Event 360 (94.74) 334 (89.30) RR: 0.50 (0.30, 0.83) 0.008  

Total 380  374  ARR: 0.05 (0.02, 0.09) 0.006  

Missing 3  2   0.072b  

      0.021c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.25 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.04) 16 (6.96) OR: 0.42 (0.17, 1.03) 0.053a  

No Event 223 (96.96) 214 (93.04) RR: 0.43 (0.18, 1.04) 0.060  

Total 230  230  ARR: 0.04 (0.00, 0.08) 0.051  

Missing 1  1   0.739b  

      0.441c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.25 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 17 (7.76) 25 (11.47) OR: 0.65 (0.34, 1.24) 0.189a  

No Event 202 (92.24) 193 (88.53) RR: 0.68 (0.37, 1.22) 0.195  

Total 219  218  ARR: 0.04 (-0.02, 0.09) 0.190  

Missing 2  2   0.007b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.26 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 11 (3.07) 28 (7.89) OR: 0.37 (0.18, 0.75) 0.005a  

No Event 347 (96.93) 327 (92.11) RR: 0.39 (0.20, 0.77) 0.006  

Total 358  355  ARR: 0.05 (0.02, 0.08) 0.004  

Missing 2  1   0.351b  

      0.065c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.26 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 13 (14.29) 13 (13.98) OR: 1.02 (0.45, 2.34) 0.957a  

No Event 78 (85.71) 80 (86.02) RR: 1.02 (0.49, 2.13) 0.958  

Total 91  93  ARR: 0.00 (-0.10, 0.10) 0.957  

Missing 1  2   0.064b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.27 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 17 (4.16) 31 (7.40) OR: 0.54 (0.30, 1.00) 0.045a  

No Event 392 (95.84) 388 (92.60) RR: 0.56 (0.32, 1.00) 0.049  

Total 409  419  ARR: 0.03 (0.00, 0.06) 0.044  

Missing 3  2   0.230b  

      0.646c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.0.27 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 7 (17.50) 10 (34.48) OR: 0.41 (0.13, 1.26) 0.120a  

No Event 33 (82.50) 19 (65.52) RR: 0.49 (0.19, 1.26) 0.139  

Total 40  29  ARR: 0.17 (-0.04, 0.38) 0.121  

Missing 0  1   0.104b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.1 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 12 (3.07) 33 (8.42) OR: 0.35 (0.18, 0.68) 0.001a  

No Event 379 (96.93) 359 (91.58) RR: 0.36 (0.19, 0.70) 0.002  

Total 391  392  ARR: 0.05 (0.02, 0.09) 0.001  

Missing 2  2   0.202b  

      0.035c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.1 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 10 (17.24) 8 (14.29) OR: 1.25 (0.46, 3.37) 0.661a  

No Event 48 (82.76) 48 (85.71) RR: 1.21 (0.52, 2.84) 0.662  

Total 58  56  ARR: -0.03 (-0.17, 0.11) 0.663  

Missing 1  1   0.076b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.2 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 16 (3.74) 39 (8.92) OR: 0.40 (0.22, 0.72) 0.002a  

No Event 412 (96.26) 398 (91.08) RR: 0.42 (0.24, 0.74) 0.003  

Total 428  437  ARR: 0.05 (0.02, 0.08) 0.002  

Missing 3  3   0.070b  

      0.106c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.2 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (28.57) 2 (18.18) OR: 1.49 (0.28, 7.92) 0.615a  

No Event 15 (71.43) 9 (81.82) RR: 1.38 (0.40, 4.77) 0.614  

Total 21  11  ARR: -0.08 (-0.43, 0.26) 0.628  

Missing 0  0   0.037b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.3 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 20 (4.55) 40 (9.03) OR: 0.48 (0.28, 0.84) 0.008a  

No Event 420 (95.45) 403 (90.97) RR: 0.50 (0.30, 0.85) 0.010  

Total 440  443  ARR: 0.04 (0.01, 0.08) 0.008  

Missing 3  3   0.104b  

      0.531c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.3 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

Missing 0  0   0.064b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.4 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 13 (6.10) 25 (10.68) OR: 0.57 (0.29, 1.13) 0.096a  

No Event 200 (93.90) 209 (89.32) RR: 0.59 (0.31, 1.12) 0.104  

Total 213  234  ARR: 0.04 (-0.01, 0.10) 0.096  

Missing 0  1   0.011b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.4 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 9 (3.81) 16 (7.48) OR: 0.51 (0.22, 1.18) 0.112a  

No Event 227 (96.19) 198 (92.52) RR: 0.53 (0.24, 1.17) 0.118  

Total 236  214  ARR: 0.03 (-0.01, 0.08) 0.114  

Missing 3  2   0.981b  

      0.854c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.00) 14 (12.17) OR: 0.15 (0.03, 0.68) 0.006a  

No Event 98 (98.00) 101 (87.83) RR: 0.16 (0.03, 0.74) 0.020  

Total 100  115  ARR: 0.10 (0.03, 0.16) 0.003  

Missing 0  0   0.241b  

      0.262c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 5 (16.67) 3 (14.29) OR: 1.04 (0.23, 4.85) 0.955a  

No Event 25 (83.33) 18 (85.71) RR: 1.04 (0.26, 4.16) 0.956  

Total 30  21  ARR: -0.01 (-0.21, 0.20) 0.955  

Missing 0  0   0.076b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 1 (5.00) OR: <.01 (NE, NE) 0.380a  

No Event 15 (100.00) 19 (95.00) RR: <.01 (NE, NE) NE  

Total 15  20  ARR: 0.05 (-0.05, 0.15) 0.301  

Missing 1  0   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 20 (95.24) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 21  21  ARR: 0.10 (-0.08, 0.29) 0.269  

Missing 0  0   0.354b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 14 (4.95) 20 (7.38) OR: 0.66 (0.33, 1.33) 0.238a  

No Event 269 (95.05) 251 (92.62) RR: 0.67 (0.35, 1.30) 0.242  

Total 283  271  ARR: 0.02 (-0.02, 0.06) 0.242  

Missing 2  3   0.210b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.6 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.51) 25 (10.59) OR: 0.31 (0.14, 0.71) 0.004a  

No Event 220 (96.49) 211 (89.41) RR: 0.33 (0.15, 0.73) 0.006  

Total 228  236  ARR: 0.07 (0.02, 0.12) 0.003  

Missing 2  2   0.185b  

      0.075c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.6 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 14 (6.33) 16 (7.55) OR: 0.84 (0.40, 1.75) 0.634a  

No Event 207 (93.67) 196 (92.45) RR: 0.85 (0.43, 1.67) 0.634  

Total 221  212  ARR: 0.01 (-0.04, 0.06) 0.639  

Missing 1  1   0.166b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.7 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 2 (3.17) 2 (5.13) OR: 0.73 (0.10, 5.47) 0.761a  

No Event 61 (96.83) 37 (94.87) RR: 0.74 (0.11, 4.89) 0.759  

Total 63  39  ARR: 0.01 (-0.07, 0.10) 0.768  

Missing 1  1   0.710b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.7 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 10 (5.35) 13 (6.84) OR: 0.78 (0.34, 1.81) 0.560a  

No Event 177 (94.65) 177 (93.16) RR: 0.79 (0.36, 1.74) 0.560  

Total 187  190  ARR: 0.01 (-0.03, 0.06) 0.563  

Missing 0  1   0.297b  

      0.504c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.7 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 10 (5.03) 26 (11.87) OR: 0.40 (0.19, 0.86) 0.017a  

No Event 189 (94.97) 193 (88.13) RR: 0.43 (0.21, 0.89) 0.023  

Total 199  219  ARR: 0.07 (0.01, 0.12) 0.014  

Missing 2  1   0.093b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.8 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 10 (3.75) 29 (10.98) OR: 0.32 (0.15, 0.66) 0.001a  

No Event 257 (96.25) 235 (89.02) RR: 0.34 (0.17, 0.69) 0.003  

Total 267  264  ARR: 0.07 (0.03, 0.12) 0.001  

Missing 1  1   0.987b  

      0.037c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.8 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 12 (6.59) 12 (6.52) OR: 1.01 (0.44, 2.31) 0.975a  

No Event 170 (93.41) 172 (93.48) RR: 1.01 (0.47, 2.19) 0.975  

Total 182  184  ARR: 0.00 (-0.05, 0.05) 0.975  

Missing 2  2   0.104b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.9 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.13) 8 (9.30) OR: 0.22 (0.05, 1.04) 0.038a  

No Event 92 (97.87) 78 (90.70) RR: 0.23 (0.05, 1.05) 0.058  

Total 94  86  ARR: 0.07 (0.00, 0.14) 0.040  

Missing 1  0   0.536b  

      0.216c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.9 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 20 (5.63) 33 (9.12) OR: 0.60 (0.33, 1.06) 0.075a  

No Event 335 (94.37) 329 (90.88) RR: 0.62 (0.36, 1.06) 0.078  

Total 355  362  ARR: 0.03 (0.00, 0.07) 0.073  

Missing 2  3   0.397b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.10 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 2 (2.13) 8 (9.30) OR: 0.22 (0.05, 1.04) 0.038a  

No Event 92 (97.87) 78 (90.70) RR: 0.23 (0.05, 1.05) 0.058  

Total 94  86  ARR: 0.07 (0.00, 0.14) 0.040  

Missing 1  0   0.536b  

      0.189c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.10 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 3 (3.53) 9 (11.39) OR: 0.28 (0.07, 1.09) 0.054a  

No Event 82 (96.47) 70 (88.61) RR: 0.31 (0.08, 1.10) 0.071  

Total 85  79  ARR: 0.08 (0.00, 0.16) 0.054  

Missing 0  1   0.611b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.10 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 5 (5.68) 12 (12.12) OR: 0.44 (0.15, 1.30) 0.128a  

No Event 83 (94.32) 87 (87.88) RR: 0.47 (0.17, 1.28) 0.139  

Total 88  99  ARR: 0.06 (-0.02, 0.15) 0.118  

Missing 0  0   0.446b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.10 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 12 (6.59) 12 (6.52) OR: 1.01 (0.44, 2.31) 0.975a  

No Event 170 (93.41) 172 (93.48) RR: 1.01 (0.47, 2.19) 0.975  

Total 182  184  ARR: 0.00 (-0.05, 0.05) 0.975  

Missing 2  2   0.104b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.11 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 21 (5.22) 36 (8.93) OR: 0.56 (0.32, 0.98) 0.040a  

No Event 381 (94.78) 367 (91.07) RR: 0.59 (0.35, 0.98) 0.043  

Total 402  403  ARR: 0.04 (0.00, 0.07) 0.040  

Missing 3  3   0.019b  

      0.289c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.11 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.13) 5 (11.11) OR: 0.18 (0.02, 1.57) 0.085a  

No Event 46 (97.87) 40 (88.89) RR: 0.20 (0.02, 1.57) 0.125  

Total 47  45  ARR: 0.09 (-0.01, 0.19) 0.082  

Missing 0  0   0.411b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.12 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 9 (3.78) 26 (11.06) OR: 0.32 (0.14, 0.69) 0.003a  

No Event 229 (96.22) 209 (88.94) RR: 0.34 (0.16, 0.71) 0.004  

Total 238  235  ARR: 0.07 (0.03, 0.12) 0.002  

Missing 1  1   NEb  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.14 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 19 (4.77) 36 (9.07) OR: 0.51 (0.29, 0.89) 0.017a  

No Event 379 (95.23) 361 (90.93) RR: 0.53 (0.31, 0.90) 0.020  

Total 398  397  ARR: 0.04 (0.01, 0.08) 0.017  

Missing 3  3   0.023b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.14 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (5.88) 5 (9.80) OR: 0.61 (0.14, 2.62) 0.462a  

No Event 48 (94.12) 46 (90.20) RR: 0.62 (0.17, 2.26) 0.468  

Total 51  51  ARR: 0.04 (-0.07, 0.15) 0.492  

Missing 0  0   0.011b  

      0.869c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.15 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 20 (6.51) 29 (9.51) OR: 0.66 (0.36, 1.19) 0.167a  

No Event 287 (93.49) 276 (90.49) RR: 0.68 (0.39, 1.18) 0.170  

Total 307  305  ARR: 0.03 (-0.01, 0.07) 0.165  

Missing 1  2   0.360b  

      0.993c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.15 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 2 (2.60) 3 (3.90) OR: 0.65 (0.11, 3.93) 0.633a  

No Event 75 (97.40) 74 (96.10) RR: 0.66 (0.12, 3.61) 0.633  

Total 77  77  ARR: 0.01 (-0.04, 0.07) 0.638  

Missing 1  0   0.473b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.16 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 20 (5.78) 30 (9.12) OR: 0.61 (0.34, 1.09) 0.095a  

No Event 326 (94.22) 299 (90.88) RR: 0.63 (0.36, 1.09) 0.099  

Total 346  329  ARR: 0.03 (-0.01, 0.07) 0.095  

Missing 2  2   0.167b  

      0.567c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.16 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (5.71) 2 (5.13) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 33 (94.29) 37 (94.87) RR: 0.81 (0.12, 5.28) 0.825  

Total 35  39  ARR: 0.01 (-0.09, 0.12) 0.825  

Missing 0  0   0.216b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.21 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 13 (6.10) 27 (11.84) OR: 0.49 (0.25, 0.97) 0.039a  

No Event 200 (93.90) 201 (88.16) RR: 0.51 (0.27, 0.99) 0.045  

Total 213  228  ARR: 0.06 (0.00, 0.11) 0.035  

Missing 2  1   0.056b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.23 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 7 (3.17) 13 (6.22) OR: 0.49 (0.19, 1.26) 0.133a  

No Event 214 (96.83) 196 (93.78) RR: 0.51 (0.21, 1.25) 0.141  

Total 221  209  ARR: 0.03 (-0.01, 0.07) 0.135  

Missing 1  2   0.432b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.24 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 3 (5.00) 1 (1.49) OR: 3.37 (0.32, 35.05) 0.277a  

No Event 57 (95.00) 66 (98.51) RR: 3.37 (0.32, 34.90) 0.309  

Total 60  67  ARR: -0.03 (-0.10, 0.03) 0.282  

Missing 0  1   0.155b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.24 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 19 (5.00) 40 (10.70) OR: 0.45 (0.25, 0.78) 0.004a  

No Event 361 (95.00) 334 (89.30) RR: 0.47 (0.28, 0.79) 0.005  

Total 380  374  ARR: 0.06 (0.02, 0.10) 0.004  

Missing 3  2   0.114b  

      0.051c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.25 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.04) 16 (6.96) OR: 0.42 (0.17, 1.03) 0.053a  

No Event 223 (96.96) 214 (93.04) RR: 0.43 (0.18, 1.04) 0.060  

Total 230  230  ARR: 0.04 (0.00, 0.08) 0.051  

Missing 1  1   0.739b  

      0.600c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.25 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 15 (6.85) 25 (11.47) OR: 0.57 (0.29, 1.11) 0.095a  

No Event 204 (93.15) 193 (88.53) RR: 0.60 (0.32, 1.11) 0.101  

Total 219  218  ARR: 0.05 (-0.01, 0.10) 0.095  

Missing 2  2   0.006b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.26 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 11 (3.07) 28 (7.89) OR: 0.37 (0.18, 0.75) 0.005a  

No Event 347 (96.93) 327 (92.11) RR: 0.39 (0.20, 0.77) 0.006  

Total 358  355  ARR: 0.05 (0.02, 0.08) 0.004  

Missing 2  1   0.351b  

      0.145c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.26 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 11 (12.09) 13 (13.98) OR: 0.85 (0.36, 2.00) 0.703a  

No Event 80 (87.91) 80 (86.02) RR: 0.86 (0.40, 1.87) 0.705  

Total 91  93  ARR: 0.02 (-0.08, 0.12) 0.702  

Missing 1  2   0.061b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.27 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 16 (3.91) 31 (7.40) OR: 0.51 (0.28, 0.95) 0.030a  

No Event 393 (96.09) 388 (92.60) RR: 0.53 (0.29, 0.95) 0.033  

Total 409  419  ARR: 0.03 (0.00, 0.07) 0.029  

Missing 3  2   0.170b  

      0.531c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.1.27 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 6 (15.00) 10 (34.48) OR: 0.34 (0.11, 1.12) 0.076a  

No Event 34 (85.00) 19 (65.52) RR: 0.43 (0.16, 1.15) 0.093  

Total 40  29  ARR: 0.19 (-0.02, 0.40) 0.076  

Missing 0  1   0.170b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.1 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 65 Number of Participants with event, n (%) 12 (3.1) 33 (8.4)  

Number of Participants censored, n (%) 381 (96.9) 361 (91.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.05 (1.67, 5.11) 8.38 (5.91, 11.38)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95% CI)b 0.36 (0.19, 0.70)   

P-valueb 0.002   

 

 P-valuec 0.037   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.02, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.1 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 65 Number of Participants with event, n (%) 10 (16.9) 8 (14.0)  

Number of Participants censored, n (%) 49 (83.1) 49 (86.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (6.0, NE) NE (6.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

17.02 (8.69, 27.71) 14.04 (6.51, 24.38)  

Stratified Log-Rank P-valuea 0.656   

 

 Hazard Ratio (95% CI)b 1.24 (0.49, 3.14)   

P-valueb 0.656   

 

 Absolute Risk Reduction (95% CI)d -0.03 (-0.17, 0.11)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.2 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 75 Number of Participants with event, n (%) 16 (3.7) 39 (8.9)  

Number of Participants censored, n (%) 415 (96.3) 401 (91.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.71 (2.21, 5.81) 8.87 (6.45, 11.76)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95% CI)b 0.41 (0.23, 0.74)   

P-valueb 0.003   

 

 P-valuec 0.123   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.02, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.2 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 75 Number of Participants with event, n (%) 6 (28.6) 2 (18.2)  

Number of Participants censored, n (%) 15 (71.4) 9 (81.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 8.0 (1.0, NE) NE (5.0, NE)  

Median (95% CI) NE (8.0, NE) NE (6.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

28.57 (11.27, 48.73) 18.18 (2.49, 45.54)  

Stratified Log-Rank P-valuea 0.628   

 

 Hazard Ratio (95% CI)b 1.49 (0.28, 7.89)   

P-valueb 0.641   

 

 Absolute Risk Reduction (95% CI)d -0.10 (-0.38, 0.24)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.3 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 80 Number of Participants with event, n (%) 20 (4.5) 40 (9.0)  

Number of Participants censored, n (%) 423 (95.5) 406 (91.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.52 (2.85, 6.74) 8.98 (6.55, 11.86)  

Stratified Log-Rank P-valuea 0.009   

 

 Hazard Ratio (95% CI)b 0.50 (0.29, 0.85)   

P-valueb 0.011   

 

 P-valuec 0.513   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.01, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.3 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 80 Number of Participants with event, n (%) 2 (22.2) 1 (20.0)  

Number of Participants censored, n (%) 7 (77.8) 4 (80.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (1.0, NE) NE (5.0, NE)  

Median (95% CI) NE (1.0, NE) NE (5.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (5.0, NE)  

Min, Max 1, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

22.22 (2.80, 53.11) 20.00 (0.43, 62.11)  

Stratified Log-Rank P-valuea 0.897   

 

 Hazard Ratio (95% CI)b 1.17 (0.11, 12.98)   

P-valueb 0.897   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.43, 0.48)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.4 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Male Number of Participants with event, n (%) 13 (6.1) 25 (10.6)  

Number of Participants censored, n (%) 200 (93.9) 210 (89.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.10 (3.41, 9.87) 10.65 (7.11, 14.99)  

Stratified Log-Rank P-valuea 0.106   

 

 Hazard Ratio (95% CI)b 0.58 (0.29, 1.13)   

P-valueb 0.109   

 

 P-valuec 0.854   

 

 Absolute Risk Reduction (95% CI)d 0.05 (-0.01, 0.10)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.4 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Female Number of Participants with event, n (%) 9 (3.8) 16 (7.4)  

Number of Participants censored, n (%) 230 (96.2) 200 (92.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.77 (1.85, 6.75) 7.41 (4.41, 11.42)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.53 (0.23, 1.19)   

P-valueb 0.125   

 

 Absolute Risk Reduction (95% CI)d 0.04 (-0.01, 0.08)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

American Indian or Alaska Native Number of Participants with event, n (%) 2 (2.0) 14 (12.2)  

Number of Participants censored, n (%) 98 (98.0) 101 (87.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.00 (0.38, 6.39) 12.17 (6.98, 18.90)  

Stratified Log-Rank P-valuea 0.006   

 

 Hazard Ratio (95% CI)b 0.16 (0.04, 0.72)   

P-valueb 0.017   

 

 P-valuec 0.378   

 

 Absolute Risk Reduction (95% CI)d 0.10 (0.04, 0.18)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Asian Number of Participants with event, n (%) 5 (16.7) 3 (14.3)  

Number of Participants censored, n (%) 25 (83.3) 18 (85.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (4.0, NE) NE (2.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

16.67 (5.94, 32.08) 14.29 (3.40, 32.62)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 1.07 (0.25, 4.47)   

P-valueb 0.929   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.23, 0.21)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Black or African American Number of Participants with event, n (%) 0 (0.0) 1 (5.0)  

Number of Participants censored, n (%) 16 (100.0) 19 (95.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 6, 29 6, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

0.00 (NE, NE) 5.00 (0.31, 21.07)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.00 (0.00, NE)   

P-valueb 0.998   

 

 Absolute Risk Reduction (95% CI)d 0.05 (-0.15, 0.24)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Native Hawaiian or Other Pacific Islanders Number of Participants with event, n (%) 1 (4.8) 3 (14.3)  

Number of Participants censored, n (%) 20 (95.2) 18 (85.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (2.0, NE) NE (2.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.76 (0.30, 20.20) 14.29 (3.40, 32.62)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.30 (0.03, 3.02)   

P-valueb 0.310   

 

 Absolute Risk Reduction (95% CI)d 0.10 (-0.11, 0.31)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

White Number of Participants with event, n (%) 14 (4.9) 20 (7.3)  

Number of Participants censored, n (%) 271 (95.1) 254 (92.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.91 (2.81, 7.87) 7.31 (4.62, 10.80)  

Stratified Log-Rank P-valuea 0.250   

 

 Hazard Ratio (95% CI)b 0.67 (0.34, 1.33)   

P-valueb 0.254   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.02, 0.07)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.6 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Hispanic Number of Participants with event, n (%) 8 (3.5) 25 (10.5)  

Number of Participants censored, n (%) 222 (96.5) 213 (89.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.48 (1.63, 6.45) 10.52 (7.02, 14.82)  

Stratified Log-Rank P-valuea 0.004   

 

 Hazard Ratio (95% CI)b 0.33 (0.15, 0.73)   

P-valueb 0.006   

 

 P-valuec 0.090   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.03, 0.12)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.6 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Not Hispanic Number of Participants with event, n (%) 14 (6.3) 16 (7.5)  

Number of Participants censored, n (%) 208 (93.7) 197 (92.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.31 (3.61, 10.04) 7.51 (4.47, 11.57)  

Stratified Log-Rank P-valuea 0.645   

 

 Hazard Ratio (95% CI)b 0.84 (0.41, 1.74)   

P-valueb 0.646   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.04, 0.06)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.7 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

US Number of Participants with event, n (%) 2 (3.1) 2 (5.0)  

Number of Participants censored, n (%) 62 (96.9) 38 (95.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.13 (0.58, 9.72) 5.00 (0.88, 15.00)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.73 (0.10, 5.34)   

P-valueb 0.757   

 

 P-valuec 0.542   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.07, 0.14)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.7 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Europe Number of Participants with event, n (%) 10 (5.3) 13 (6.8)  

Number of Participants censored, n (%) 177 (94.7) 178 (93.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.35 (2.73, 9.23) 6.81 (3.81, 10.98)  

Stratified Log-Rank P-valuea 0.581   

 

 Hazard Ratio (95% CI)b 0.79 (0.35, 1.81)   

P-valueb 0.581   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.04, 0.07)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.7 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Other Number of Participants with event, n (%) 10 (5.0) 26 (11.8)  

Number of Participants censored, n (%) 191 (95.0) 194 (88.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.98 (2.54, 8.61) 11.83 (7.98, 16.50)  

Stratified Log-Rank P-valuea 0.020   

 

 Hazard Ratio (95% CI)b 0.43 (0.21, 0.89)   

P-valueb 0.023   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.02, 0.12)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.8 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≤ 5 days Number of Participants with event, n (%) 10 (3.7) 29 (10.9)  

Number of Participants censored, n (%) 258 (96.3) 236 (89.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.73 (1.91, 6.51) 10.94 (7.54, 15.05)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95% CI)b 0.33 (0.16, 0.68)   

P-valueb 0.003   

 

 P-valuec 0.039   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.03, 0.12)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.8 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset > 5 days Number of Participants with event, n (%) 12 (6.5) 12 (6.5)  

Number of Participants censored, n (%) 172 (93.5) 174 (93.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.53 (3.56, 10.73) 6.46 (3.52, 10.62)  

Stratified Log-Rank P-valuea 0.938   

 

 Hazard Ratio (95% CI)b 1.03 (0.46, 2.30)   

P-valueb 0.937   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.05, 0.05)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.9 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≤ 3 days Number of Participants with event, n (%) 2 (2.1) 8 (9.3)  

Number of Participants censored, n (%) 93 (97.9) 78 (90.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.11 (0.40, 6.71) 9.30 (4.32, 16.60)  

Stratified Log-Rank P-valuea 0.039   

 

 Hazard Ratio (95% CI)b 0.22 (0.05, 1.06)   

P-valueb 0.059   

 

 P-valuec 0.228   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.01, 0.15)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.9 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset > 3 days Number of Participants with event, n (%) 20 (5.6) 33 (9.0)  

Number of Participants censored, n (%) 337 (94.4) 332 (91.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.61 (3.54, 8.33) 9.05 (6.38, 12.27)  

Stratified Log-Rank P-valuea 0.085   

 

 Hazard Ratio (95% CI)b 0.62 (0.35, 1.07)   

P-valueb 0.087   

 

 Absolute Risk Reduction (95% CI)d 0.03 (0.00, 0.07)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.10 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset < 25% Number of Participants with event, n (%) 2 (2.1) 8 (9.3)  

Number of Participants censored, n (%) 93 (97.9) 78 (90.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.11 (0.40, 6.71) 9.30 (4.32, 16.60)  

Stratified Log-Rank P-valuea 0.039   

 

 Hazard Ratio (95% CI)b 0.22 (0.05, 1.06)   

P-valueb 0.059   

 

 P-valuec 0.205   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.01, 0.15)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.10 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset 25-50% Number of Participants with event, n (%) 3 (3.5) 9 (11.3)  

Number of Participants censored, n (%) 82 (96.5) 71 (88.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.53 (0.94, 9.13) 11.25 (5.50, 19.29)  

Stratified Log-Rank P-valuea 0.063   

 

 Hazard Ratio (95% CI)b 0.31 (0.08, 1.14)   

P-valueb 0.078   

 

 Absolute Risk Reduction (95% CI)d 0.08 (0.00, 0.17)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.10 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset 50-75% Number of Participants with event, n (%) 5 (5.7) 12 (12.1)  

Number of Participants censored, n (%) 83 (94.3) 87 (87.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.68 (2.09, 11.91) 12.12 (6.61, 19.42)  

Stratified Log-Rank P-valuea 0.123   

 

 Hazard Ratio (95% CI)b 0.45 (0.16, 1.27)   

P-valueb 0.132   

 

 Absolute Risk Reduction (95% CI)d 0.06 (-0.02, 0.15)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.10 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≥ 75% Number of Participants with event, n (%) 12 (6.5) 12 (6.5)  

Number of Participants censored, n (%) 172 (93.5) 174 (93.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.53 (3.56, 10.73) 6.46 (3.52, 10.62)  

Stratified Log-Rank P-valuea 0.938   

 

 Hazard Ratio (95% CI)b 1.03 (0.46, 2.30)   

P-valueb 0.937   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.05, 0.05)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.11 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

High risk Number of Participants with event, n (%) 21 (5.2) 36 (8.9)  

Number of Participants censored, n (%) 384 (94.8) 370 (91.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.19 (3.32, 7.65) 8.87 (6.36, 11.90)  

Stratified Log-Rank P-valuea 0.045   

 

 Hazard Ratio (95% CI)b 0.58 (0.34, 0.99)   

P-valueb 0.047   

 

 P-valuec 0.314   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.00, 0.07)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.11 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Low risk Number of Participants with event, n (%) 1 (2.1) 5 (11.1)  

Number of Participants censored, n (%) 46 (97.9) 40 (88.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.13 (0.17, 9.88) 11.11 (4.02, 22.27)  

Stratified Log-Rank P-valuea 0.088   

 

 Hazard Ratio (95% CI)b 0.19 (0.02, 1.61)   

P-valueb 0.127   

 

 Absolute Risk Reduction (95% CI)d 0.09 (-0.02, 0.22)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.12 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

High risk + time from symptom onset ≤ 5 days Number of Participants with event, n (%) 9 (3.8) 26 (11.0)  

Number of Participants censored, n (%) 230 (96.2) 210 (89.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.77 (1.85, 6.75) 11.02 (7.42, 15.40)  

Stratified Log-Rank P-valuea 0.003   

 

 Hazard Ratio (95% CI)b 0.33 (0.16, 0.71)   

P-valueb 0.004   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.03, 0.12)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.14 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

At least one co-morbidity Number of Participants with event, n (%) 19 (4.7) 36 (9.0)  

Number of Participants censored, n (%) 382 (95.3) 364 (91.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.74 (2.96, 7.14) 9.01 (6.46, 12.07)  

Stratified Log-Rank P-valuea 0.019   

 

 Hazard Ratio (95% CI)b 0.52 (0.30, 0.91)   

P-valueb 0.022   

 

 P-valuec 0.772   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.01, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.14 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

No co-morbidity Number of Participants with event, n (%) 3 (5.9) 5 (9.8)  

Number of Participants censored, n (%) 48 (94.1) 46 (90.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.88 (1.51, 14.73) 9.80 (3.56, 19.85)  

Stratified Log-Rank P-valuea 0.458   

 

 Hazard Ratio (95% CI)b 0.57 (0.13, 2.53)   

P-valueb 0.460   

 

 Absolute Risk Reduction (95% CI)d 0.04 (-0.08, 0.16)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.15 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline Vitamin D < 30 ng/mL Number of Participants with event, n (%) 20 (6.5) 29 (9.4)  

Number of Participants censored, n (%) 288 (93.5) 278 (90.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.50 (4.10, 9.62) 9.45 (6.51, 13.05)  

Stratified Log-Rank P-valuea 0.194   

 

 Hazard Ratio (95% CI)b 0.69 (0.39, 1.21)   

P-valueb 0.196   

 

 P-valuec 0.973   

 

 Absolute Risk Reduction (95% CI)d 0.03 (-0.01, 0.07)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.15 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline Vitamin D ≥ 30 ng/mL Number of Participants with event, n (%) 2 (2.6) 3 (3.9)  

Number of Participants censored, n (%) 76 (97.4) 74 (96.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.56 (0.48, 8.08) 3.90 (1.03, 10.02)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.63 (0.10, 3.85)   

P-valueb 0.618   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.05, 0.09)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.16 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline zinc < 100 ug/dL Number of Participants with event, n (%) 20 (5.7) 30 (9.1)  

Number of Participants censored, n (%) 328 (94.3) 301 (90.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.75 (3.63, 8.54) 9.07 (6.28, 12.47)  

Stratified Log-Rank P-valuea 0.110   

 

 Hazard Ratio (95% CI)b 0.63 (0.36, 1.11)   

P-valueb 0.113   

 

 P-valuec 0.581   

 

 Absolute Risk Reduction (95% CI)d 0.03 (-0.01, 0.07)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.16 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline zinc ≥ 100 ug/dL Number of Participants with event, n (%) 2 (5.7) 2 (5.1)  

Number of Participants censored, n (%) 33 (94.3) 37 (94.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.71 (0.99, 16.93) 5.13 (0.90, 15.35)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.76 (0.11, 5.37)   

P-valueb 0.780   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.14, 0.12)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.21 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Adjunctive therapy Number of Participants with event, n (%) 13 (6.0) 27 (11.8)  

Number of Participants censored, n (%) 202 (94.0) 202 (88.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.05 (3.38, 9.79) 11.80 (8.02, 16.37)  

Stratified Log-Rank P-valuea 0.040   

 

 Hazard Ratio (95% CI)b 0.51 (0.26, 0.98)   

P-valueb 0.044   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d 0.06 (0.00, 0.11)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.23 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

None Number of Participants with event, n (%) 7 (3.2) 13 (6.2)  

Number of Participants censored, n (%) 215 (96.8) 198 (93.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.15 (1.40, 6.09) 6.17 (3.45, 9.98)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.51 (0.20, 1.29)   

P-valueb 0.156   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d 0.03 (-0.01, 0.07)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.24 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Positive baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 3 (5.0) 1 (1.5)  

Number of Participants censored, n (%) 57 (95.0) 67 (98.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.00 (1.30, 12.66) 1.47 (0.12, 7.05)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 3.34 (0.35, 32.31)   

P-valueb 0.297   

 

 P-valuec 0.087   

 

 Absolute Risk Reduction (95% CI)d -0.04 (-0.12, 0.03)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.24 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Negative baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 19 (5.0) 40 (10.6)  

Number of Participants censored, n (%) 364 (95.0) 336 (89.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.96 (3.09, 7.47) 10.65 (7.78, 14.01)  

Stratified Log-Rank P-valuea 0.004   

 

 Hazard Ratio (95% CI)b 0.46 (0.27, 0.79)   

P-valueb 0.005   

 

 Absolute Risk Reduction (95% CI)d 0.06 (0.02, 0.10)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.25 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 2 Number of Participants with event, n (%) 7 (3.0) 16 (6.9)  

Number of Participants censored, n (%) 224 (97.0) 215 (93.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.03 (1.34, 5.86) 6.93 (4.12, 10.69)  

Stratified Log-Rank P-valuea 0.057   

 

 Hazard Ratio (95% CI)b 0.43 (0.18, 1.05)   

P-valueb 0.064   

 

 P-valuec 0.579   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.00, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.25 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 2 Number of Participants with event, n (%) 15 (6.8) 25 (11.4)  

Number of Participants censored, n (%) 206 (93.2) 195 (88.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.80 (3.97, 10.63) 11.38 (7.60, 15.99)  

Stratified Log-Rank P-valuea 0.102   

 

 Hazard Ratio (95% CI)b 0.59 (0.31, 1.12)   

P-valueb 0.106   

 

 Absolute Risk Reduction (95% CI)d 0.05 (-0.01, 0.10)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.26 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 3 Number of Participants with event, n (%) 11 (3.1) 28 (7.9)  

Number of Participants censored, n (%) 349 (96.9) 328 (92.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.06 (1.62, 5.23) 7.87 (5.37, 10.97)  

Stratified Log-Rank P-valuea 0.005   

 

 Hazard Ratio (95% CI)b 0.38 (0.19, 0.77)   

P-valueb 0.007   

 

 P-valuec 0.118   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.02, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.26 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 3 Number of Participants with event, n (%) 11 (12.0) 13 (13.7)  

Number of Participants censored, n (%) 81 (88.0) 82 (86.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

11.98 (6.33, 19.57) 13.72 (7.69, 21.48)  

Stratified Log-Rank P-valuea 0.755   

 

 Hazard Ratio (95% CI)b 0.88 (0.39, 1.97)   

P-valueb 0.756   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.08, 0.12)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.27 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 4 Number of Participants with event, n (%) 16 (3.9) 31 (7.4)  

Number of Participants censored, n (%) 396 (96.1) 390 (92.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.88 (2.31, 6.07) 7.36 (5.13, 10.12)  

Stratified Log-Rank P-valuea 0.033   

 

 Hazard Ratio (95% CI)b 0.52 (0.29, 0.96)   

P-valueb 0.036   

 

 P-valuec 0.724   

 

 Absolute Risk Reduction (95% CI)d 0.03 (0.00, 0.07)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.3.27 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 4 Number of Participants with event, n (%) 6 (15.0) 10 (33.3)  

Number of Participants censored, n (%) 34 (85.0) 20 (66.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (7.0, NE) 8.0 (3.0, NE)  

Median (95% CI) NE (NE, NE) NE (9.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

15.00 (6.00, 27.83) 33.79 (17.44, 50.96)  

Stratified Log-Rank P-valuea 0.084   

 

 Hazard Ratio (95% CI)b 0.42 (0.15, 1.15)   

P-valueb 0.092   

 

 Absolute Risk Reduction (95% CI)d 0.18 (-0.02, 0.39)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.1 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 14 (3.68) 35 (9.21) OR: 0.38 (0.20, 0.71) 0.002a  

No Event 366 (96.32) 345 (90.79) RR: 0.40 (0.22, 0.73) 0.003  

Total 380  380  ARR: 0.06 (0.02, 0.09) 0.002  

Missing 13  14   0.145b  

      0.028c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.1 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 13 (22.41) 10 (18.18) OR: 1.29 (0.52, 3.18) 0.582a  

No Event 45 (77.59) 45 (81.82) RR: 1.23 (0.59, 2.58) 0.586  

Total 58  55  ARR: -0.04 (-0.19, 0.11) 0.585  

Missing 1  2   0.051b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.2 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 18 (4.32) 43 (10.14) OR: 0.40 (0.23, 0.71) 0.001a  

No Event 399 (95.68) 381 (89.86) RR: 0.42 (0.25, 0.73) 0.002  

Total 417  424  ARR: 0.06 (0.02, 0.09) 0.001  

Missing 14  16   0.041b  

      0.017c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.2 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 9 (42.86) 2 (18.18) OR: 2.61 (0.50, 13.64) 0.227a  

No Event 12 (57.14) 9 (81.82) RR: 1.99 (0.62, 6.43) 0.250  

Total 21  11  ARR: -0.22 (-0.58, 0.13) 0.216  

Missing 0  0   0.048b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.3 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 24 (5.59) 44 (10.23) OR: 0.52 (0.31, 0.87) 0.012a  

No Event 405 (94.41) 386 (89.77) RR: 0.55 (0.34, 0.88) 0.014  

Total 429  430  ARR: 0.05 (0.01, 0.08) 0.012  

Missing 14  16   0.130b  

      0.303c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.3 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

No Event 6 (66.67) 4 (80.00) RR: 1.60 (0.15, 16.83) 0.695  

Total 9  5  ARR: -0.12 (-0.65, 0.42) 0.668  

Missing 0  0   0.025b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.4 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 16 (7.77) 28 (12.44) OR: 0.61 (0.32, 1.16) 0.129a  

No Event 190 (92.23) 197 (87.56) RR: 0.64 (0.35, 1.15) 0.135  

Total 206  225  ARR: 0.04 (-0.01, 0.10) 0.127  

Missing 7  10   0.021b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.4 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 11 (4.74) 17 (8.10) OR: 0.58 (0.27, 1.28) 0.178a  

No Event 221 (95.26) 193 (91.90) RR: 0.61 (0.29, 1.26) 0.181  

Total 232  210  ARR: 0.03 (-0.01, 0.08) 0.180  

Missing 7  6   0.954b  

      0.927c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.13) 14 (12.73) OR: 0.15 (0.03, 0.69) 0.007a  

No Event 92 (97.87) 96 (87.27) RR: 0.16 (0.03, 0.76) 0.022  

Total 94  110  ARR: 0.10 (0.03, 0.17) 0.003  

Missing 6  5   0.263b  

      0.227c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 6 (20.00) 3 (15.00) OR: 1.20 (0.28, 5.18) 0.804a  

No Event 24 (80.00) 17 (85.00) RR: 1.17 (0.31, 4.46) 0.813  

Total 30  20  ARR: -0.03 (-0.25, 0.20) 0.808  

Missing 0  1   0.036b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.67) 1 (5.88) OR: 1.04 (0.05, 20.11) 0.982a  

No Event 14 (93.33) 16 (94.12) RR: 1.04 (0.04, 24.19) 0.982  

Total 15  17  ARR: 0.00 (-0.17, 0.16) 0.981  

Missing 1  3   0.194b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 20 (95.24) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 21  21  ARR: 0.10 (-0.08, 0.29) 0.269  

Missing 0  0   0.354b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 17 (6.12) 24 (8.99) OR: 0.67 (0.35, 1.27) 0.212a  

No Event 261 (93.88) 243 (91.01) RR: 0.69 (0.38, 1.24) 0.215  

Total 278  267  ARR: 0.03 (-0.02, 0.07) 0.214  

Missing 7  7   0.302b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.6 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.65) 26 (11.30) OR: 0.30 (0.13, 0.68) 0.003a  

No Event 211 (96.35) 204 (88.70) RR: 0.32 (0.15, 0.71) 0.005  

Total 219  230  ARR: 0.08 (0.03, 0.12) 0.002  

Missing 11  8   0.278b  

      0.031c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.6 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 19 (8.68) 19 (9.27) OR: 0.94 (0.49, 1.81) 0.852a  

No Event 200 (91.32) 186 (90.73) RR: 0.95 (0.52, 1.71) 0.852  

Total 219  205  ARR: 0.01 (-0.05, 0.06) 0.854  

Missing 3  8   0.105b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.7 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 3 (4.84) 2 (5.71) OR: 1.08 (0.17, 6.66) 0.935a  

No Event 59 (95.16) 33 (94.29) RR: 1.07 (0.20, 5.63) 0.935  

Total 62  35  ARR: 0.00 (-0.10, 0.09) 0.936  

Missing 2  5   0.427b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.7 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 13 (7.03) 16 (8.56) OR: 0.81 (0.38, 1.73) 0.586a  

No Event 172 (92.97) 171 (91.44) RR: 0.82 (0.41, 1.65) 0.586  

Total 185  187  ARR: 0.02 (-0.04, 0.07) 0.588  

Missing 2  4   0.325b  

      0.443c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.7 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 11 (5.76) 27 (12.68) OR: 0.43 (0.21, 0.90) 0.022a  

No Event 180 (94.24) 186 (87.32) RR: 0.46 (0.23, 0.92) 0.028  

Total 191  213  ARR: 0.07 (0.01, 0.12) 0.018  

Missing 10  7   0.101b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.8 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 12 (4.65) 31 (12.02) OR: 0.36 (0.18, 0.71) 0.003a  

No Event 246 (95.35) 227 (87.98) RR: 0.39 (0.20, 0.74) 0.004  

Total 258  258  ARR: 0.07 (0.03, 0.12) 0.002  

Missing 10  7   0.899b  

      0.036c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.8 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 15 (8.33) 14 (7.91) OR: 1.06 (0.50, 2.26) 0.877a  

No Event 165 (91.67) 163 (92.09) RR: 1.06 (0.53, 2.12) 0.877  

Total 180  177  ARR: 0.00 (-0.06, 0.05) 0.878  

Missing 4  9   0.099b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.9 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.25) 8 (9.64) OR: 0.22 (0.05, 1.06) 0.041a  

No Event 87 (97.75) 75 (90.36) RR: 0.24 (0.05, 1.07) 0.061  

Total 89  83  ARR: 0.07 (0.00, 0.14) 0.042  

Missing 6  3   0.532b  

      0.176c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.9 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 25 (7.16) 37 (10.51) OR: 0.66 (0.39, 1.12) 0.118a  

No Event 324 (92.84) 315 (89.49) RR: 0.68 (0.42, 1.11) 0.121  

Total 349  352  ARR: 0.03 (-0.01, 0.08) 0.117  

Missing 8  13   0.347b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.10 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 2 (2.25) 8 (9.64) OR: 0.22 (0.05, 1.06) 0.041a  

No Event 87 (97.75) 75 (90.36) RR: 0.24 (0.05, 1.07) 0.061  

Total 89  83  ARR: 0.07 (0.00, 0.14) 0.042  

Missing 6  3   0.532b  

      0.176c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.10 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 4 (4.82) 10 (12.82) OR: 0.34 (0.10, 1.14) 0.071a  

No Event 79 (95.18) 68 (87.18) RR: 0.37 (0.12, 1.14) 0.084  

Total 83  78  ARR: 0.08 (-0.01, 0.17) 0.070  

Missing 2  2   0.579b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.10 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 6 (6.98) 13 (13.40) OR: 0.49 (0.18, 1.34) 0.156a  

No Event 80 (93.02) 84 (86.60) RR: 0.52 (0.21, 1.31) 0.165  

Total 86  97  ARR: 0.06 (-0.02, 0.15) 0.146  

Missing 2  2   0.498b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.10 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 15 (8.33) 14 (7.91) OR: 1.06 (0.50, 2.26) 0.877a  

No Event 165 (91.67) 163 (92.09) RR: 1.06 (0.53, 2.12) 0.877  

Total 180  177  ARR: 0.00 (-0.06, 0.05) 0.878  

Missing 4  9   0.099b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.11 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 26 (6.65) 40 (10.26) OR: 0.63 (0.37, 1.04) 0.070a  

No Event 365 (93.35) 350 (89.74) RR: 0.65 (0.40, 1.04) 0.074  

Total 391  390  ARR: 0.04 (0.00, 0.08) 0.070  

Missing 14  16   0.020b  

      0.242c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.11 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.13) 5 (11.11) OR: 0.18 (0.02, 1.57) 0.085a  

No Event 46 (97.87) 40 (88.89) RR: 0.20 (0.02, 1.57) 0.125  

Total 47  45  ARR: 0.09 (-0.01, 0.19) 0.082  

Missing 0  0   0.411b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.12 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 11 (4.80) 28 (12.23) OR: 0.36 (0.18, 0.75) 0.004a  

No Event 218 (95.20) 201 (87.77) RR: 0.39 (0.20, 0.77) 0.007  

Total 229  229  ARR: 0.07 (0.02, 0.12) 0.004  

Missing 10  7   NEb  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.14 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 24 (6.20) 40 (10.42) OR: 0.57 (0.34, 0.96) 0.034a  

No Event 363 (93.80) 344 (89.58) RR: 0.59 (0.36, 0.97) 0.037  

Total 387  384  ARR: 0.04 (0.00, 0.08) 0.034  

Missing 14  16   0.025b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.14 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (5.88) 5 (9.80) OR: 0.61 (0.14, 2.62) 0.462a  

No Event 48 (94.12) 46 (90.20) RR: 0.62 (0.17, 2.26) 0.468  

Total 51  51  ARR: 0.04 (-0.07, 0.15) 0.492  

Missing 0  0   0.011b  

      0.989c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.15 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 22 (7.36) 33 (11.07) OR: 0.63 (0.35, 1.10) 0.105a  

No Event 277 (92.64) 265 (88.93) RR: 0.65 (0.39, 1.10) 0.108  

Total 299  298  ARR: 0.04 (-0.01, 0.08) 0.103  

Missing 9  9   0.329b  

      0.619c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.15 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (4.00) 3 (4.05) OR: 0.92 (0.18, 4.76) 0.924a  

No Event 72 (96.00) 71 (95.95) RR: 0.93 (0.20, 4.35) 0.923  

Total 75  74  ARR: 0.00 (-0.06, 0.07) 0.924  

Missing 3  3   0.727b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.16 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 23 (6.85) 34 (10.59) OR: 0.61 (0.35, 1.06) 0.081a  

No Event 313 (93.15) 287 (89.41) RR: 0.64 (0.38, 1.06) 0.084  

Total 336  321  ARR: 0.04 (0.00, 0.08) 0.080  

Missing 12  10   0.172b  

      0.593c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.16 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (5.71) 2 (5.26) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 33 (94.29) 36 (94.74) RR: 0.81 (0.12, 5.28) 0.825  

Total 35  38  ARR: 0.01 (-0.10, 0.12) 0.825  

Missing 0  1   0.216b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.21 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 16 (7.73) 29 (13.18) OR: 0.55 (0.29, 1.05) 0.070a  

No Event 191 (92.27) 191 (86.82) RR: 0.58 (0.32, 1.06) 0.076  

Total 207  220  ARR: 0.05 (0.00, 0.11) 0.066  

Missing 8  9   0.209b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.23 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 9 (4.15) 14 (6.86) OR: 0.60 (0.25, 1.41) 0.232a  

No Event 208 (95.85) 190 (93.14) RR: 0.61 (0.27, 1.38) 0.237  

Total 217  204  ARR: 0.03 (-0.02, 0.07) 0.235  

Missing 5  7   0.145b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.24 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 4 (6.78) 1 (1.54) OR: 4.62 (0.49, 43.82) 0.135a  

No Event 55 (93.22) 64 (98.46) RR: 4.62 (0.50, 42.82) 0.178  

Total 59  65  ARR: -0.05 (-0.13, 0.02) 0.144  

Missing 1  3   0.096b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.24 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 23 (6.22) 44 (12.12) OR: 0.49 (0.29, 0.82) 0.006a  

No Event 347 (93.78) 319 (87.88) RR: 0.52 (0.32, 0.84) 0.007  

Total 370  363  ARR: 0.06 (0.02, 0.10) 0.006  

Missing 13  13   0.073b  

      0.023c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.25 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.11) 17 (7.69) OR: 0.38 (0.16, 0.94) 0.032a  

No Event 218 (96.89) 204 (92.31) RR: 0.40 (0.17, 0.95) 0.039  

Total 225  221  ARR: 0.05 (0.00, 0.09) 0.031  

Missing 6  10   0.599b  

      0.293c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.25 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 20 (9.39) 28 (13.08) OR: 0.69 (0.38, 1.26) 0.224a  

No Event 193 (90.61) 186 (86.92) RR: 0.71 (0.41, 1.24) 0.230  

Total 213  214  ARR: 0.04 (-0.02, 0.10) 0.224  

Missing 8  6   0.006b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.26 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 12 (3.45) 30 (8.75) OR: 0.37 (0.19, 0.74) 0.004a  

No Event 336 (96.55) 313 (91.25) RR: 0.39 (0.21, 0.76) 0.005  

Total 348  343  ARR: 0.05 (0.02, 0.09) 0.003  

Missing 12  13   0.373b  

      0.054c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.26 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 15 (16.67) 15 (16.30) OR: 1.03 (0.47, 2.25) 0.940a  

No Event 75 (83.33) 77 (83.70) RR: 1.03 (0.52, 2.03) 0.941  

Total 90  92  ARR: 0.00 (-0.11, 0.10) 0.940  

Missing 2  3   0.039b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.27 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 19 (4.77) 35 (8.60) OR: 0.53 (0.30, 0.95) 0.030a  

No Event 379 (95.23) 372 (91.40) RR: 0.56 (0.32, 0.95) 0.033  

Total 398  407  ARR: 0.04 (0.00, 0.07) 0.029  

Missing 14  14   0.282b  

      0.789c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.5.27 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 8 (20.00) 10 (35.71) OR: 0.43 (0.14, 1.33) 0.144a  

No Event 32 (80.00) 18 (64.29) RR: 0.52 (0.21, 1.31) 0.163  

Total 40  28  ARR: 0.16 (-0.06, 0.39) 0.144  

Missing 0  2   0.085b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.1 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 14 (3.56) 35 (8.88) OR: 0.38 (0.20, 0.72) 0.002a  

No Event 379 (96.44) 359 (91.12) RR: 0.40 (0.22, 0.73) 0.003  

Total 393  394  ARR: 0.05 (0.02, 0.09) 0.002  

Missing 0  0   0.129b  

      0.112c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.1 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 10 (16.95) 10 (17.54) OR: 0.96 (0.37, 2.45) 0.927a  

No Event 49 (83.05) 47 (82.46) RR: 0.96 (0.43, 2.14) 0.928  

Total 59  57  ARR: 0.01 (-0.13, 0.15) 0.928  

Missing 0  0   0.031b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.2 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 18 (4.18) 43 (9.77) OR: 0.40 (0.23, 0.71) 0.001a  

No Event 413 (95.82) 397 (90.23) RR: 0.43 (0.25, 0.73) 0.002  

Total 431  440  ARR: 0.06 (0.02, 0.09) 0.001  

Missing 0  0   0.034b  

      0.108c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.2 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (28.57) 2 (18.18) OR: 1.49 (0.28, 7.92) 0.615a  

No Event 15 (71.43) 9 (81.82) RR: 1.38 (0.40, 4.77) 0.614  

Total 21  11  ARR: -0.08 (-0.43, 0.26) 0.628  

Missing 0  0   0.037b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.3 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 22 (4.97) 44 (9.87) OR: 0.48 (0.28, 0.81) 0.005a  

No Event 421 (95.03) 402 (90.13) RR: 0.50 (0.31, 0.83) 0.007  

Total 443  446  ARR: 0.05 (0.01, 0.08) 0.005  

Missing 0  0   0.057b  

      0.528c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.3 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

Missing 0  0   0.064b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.4 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 14 (6.57) 28 (11.91) OR: 0.54 (0.28, 1.05) 0.064a  

No Event 199 (93.43) 207 (88.09) RR: 0.57 (0.31, 1.05) 0.070  

Total 213  235  ARR: 0.05 (0.00, 0.11) 0.063  

Missing 0  0   0.014b  

      0.974c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.4 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 10 (4.18) 17 (7.87) OR: 0.53 (0.24, 1.19) 0.118a  

No Event 229 (95.82) 199 (92.13) RR: 0.55 (0.26, 1.18) 0.123  

Total 239  216  ARR: 0.03 (-0.01, 0.08) 0.121  

Missing 0  0   0.875b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.00) 14 (12.17) OR: 0.15 (0.03, 0.68) 0.006a  

No Event 98 (98.00) 101 (87.83) RR: 0.16 (0.03, 0.74) 0.020  

Total 100  115  ARR: 0.10 (0.03, 0.16) 0.003  

Missing 0  0   0.241b  

      0.226c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 6 (20.00) 3 (14.29) OR: 1.27 (0.29, 5.52) 0.745a  

No Event 24 (80.00) 18 (85.71) RR: 1.24 (0.32, 4.80) 0.757  

Total 30  21  ARR: -0.04 (-0.25, 0.18) 0.748  

Missing 0  0   0.042b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

No Event 15 (93.75) 19 (95.00) RR: 1.25 (0.07, 21.21) 0.875  

Total 16  20  ARR: -0.01 (-0.17, 0.14) 0.875  

Missing 0  0   0.150b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 20 (95.24) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 21  21  ARR: 0.10 (-0.08, 0.29) 0.269  

Missing 0  0   0.354b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 14 (4.91) 24 (8.76) OR: 0.55 (0.28, 1.07) 0.075a  

No Event 271 (95.09) 250 (91.24) RR: 0.57 (0.30, 1.07) 0.079  

Total 285  274  ARR: 0.04 (0.00, 0.08) 0.076  

Missing 0  0   0.237b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.6 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.48) 26 (10.92) OR: 0.30 (0.13, 0.67) 0.002a  

No Event 222 (96.52) 212 (89.08) RR: 0.32 (0.14, 0.70) 0.004  

Total 230  238  ARR: 0.07 (0.03, 0.12) 0.002  

Missing 0  0   0.246b  

      0.066c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.6 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 16 (7.21) 19 (8.92) OR: 0.81 (0.41, 1.61) 0.541a  

No Event 206 (92.79) 194 (91.08) RR: 0.82 (0.44, 1.53) 0.542  

Total 222  213  ARR: 0.02 (-0.04, 0.07) 0.548  

Missing 0  0   0.075b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.7 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 3 (4.69) 2 (5.00) OR: 1.21 (0.20, 7.41) 0.837a  

No Event 61 (95.31) 38 (95.00) RR: 1.19 (0.23, 6.27) 0.836  

Total 64  40  ARR: -0.01 (-0.10, 0.08) 0.838  

Missing 0  0   0.421b  

      0.621c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.7 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 10 (5.35) 16 (8.38) OR: 0.63 (0.28, 1.41) 0.252a  

No Event 177 (94.65) 175 (91.62) RR: 0.65 (0.31, 1.37) 0.255  

Total 187  191  ARR: 0.03 (-0.02, 0.08) 0.254  

Missing 0  0   0.252b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.7 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 11 (5.47) 27 (12.27) OR: 0.42 (0.20, 0.88) 0.019a  

No Event 190 (94.53) 193 (87.73) RR: 0.45 (0.22, 0.90) 0.024  

Total 201  220  ARR: 0.07 (0.01, 0.12) 0.016  

Missing 0  0   0.087b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.8 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 10 (3.73) 31 (11.70) OR: 0.29 (0.14, 0.61) 0.001a  

No Event 258 (96.27) 234 (88.30) RR: 0.32 (0.16, 0.64) 0.001  

Total 268  265  ARR: 0.08 (0.03, 0.12) <.001  

Missing 0  0   0.960b  

      0.020c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.8 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 14 (7.61) 14 (7.53) OR: 1.01 (0.47, 2.18) 0.970a  

No Event 170 (92.39) 172 (92.47) RR: 1.01 (0.50, 2.06) 0.970  

Total 184  186  ARR: 0.00 (-0.06, 0.05) 0.970  

Missing 0  0   0.106b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.9 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.11) 8 (9.30) OR: 0.21 (0.04, 1.03) 0.036a  

No Event 93 (97.89) 78 (90.70) RR: 0.23 (0.05, 1.04) 0.056  

Total 95  86  ARR: 0.07 (0.00, 0.14) 0.039  

Missing 0  0   0.538b  

      0.218c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.9 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 22 (6.16) 37 (10.14) OR: 0.59 (0.34, 1.01) 0.053a  

No Event 335 (93.84) 328 (89.86) RR: 0.61 (0.37, 1.01) 0.056  

Total 357  365  ARR: 0.04 (0.00, 0.08) 0.052  

Missing 0  0   0.078b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.10 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 2 (2.11) 8 (9.30) OR: 0.21 (0.04, 1.03) 0.036a  

No Event 93 (97.89) 78 (90.70) RR: 0.23 (0.05, 1.04) 0.056  

Total 95  86  ARR: 0.07 (0.00, 0.14) 0.039  

Missing 0  0   0.538b  

      0.128c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.10 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 3 (3.53) 10 (12.50) OR: 0.25 (0.07, 0.96) 0.033a  

No Event 82 (96.47) 70 (87.50) RR: 0.28 (0.08, 0.99) 0.048  

Total 85  80  ARR: 0.09 (0.01, 0.17) 0.032  

Missing 0  0   0.630b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.10 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 5 (5.68) 13 (13.13) OR: 0.40 (0.14, 1.17) 0.086a  

No Event 83 (94.32) 86 (86.87) RR: 0.43 (0.16, 1.17) 0.098  

Total 88  99  ARR: 0.07 (-0.01, 0.16) 0.076  

Missing 0  0   0.405b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.10 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 14 (7.61) 14 (7.53) OR: 1.01 (0.47, 2.18) 0.970a  

No Event 170 (92.39) 172 (92.47) RR: 1.01 (0.50, 2.06) 0.970  

Total 184  186  ARR: 0.00 (-0.06, 0.05) 0.970  

Missing 0  0   0.106b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.11 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 23 (5.68) 40 (9.85) OR: 0.55 (0.33, 0.94) 0.027a  

No Event 382 (94.32) 366 (90.15) RR: 0.58 (0.35, 0.95) 0.029  

Total 405  406  ARR: 0.04 (0.00, 0.08) 0.027  

Missing 0  0   0.010b  

      0.296c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.11 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.13) 5 (11.11) OR: 0.18 (0.02, 1.57) 0.085a  

No Event 46 (97.87) 40 (88.89) RR: 0.20 (0.02, 1.57) 0.125  

Total 47  45  ARR: 0.09 (-0.01, 0.19) 0.082  

Missing 0  0   0.411b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.12 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 9 (3.77) 28 (11.86) OR: 0.29 (0.13, 0.63) 0.001a  

No Event 230 (96.23) 208 (88.14) RR: 0.32 (0.15, 0.66) 0.002  

Total 239  236  ARR: 0.08 (0.03, 0.13) 0.001  

Missing 0  0   NEb  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.14 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 21 (5.24) 40 (10.00) OR: 0.50 (0.29, 0.86) 0.011a  

No Event 380 (94.76) 360 (90.00) RR: 0.52 (0.31, 0.87) 0.013  

Total 401  400  ARR: 0.05 (0.01, 0.08) 0.011  

Missing 0  0   0.012b  

      0.858c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.14 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (5.88) 5 (9.80) OR: 0.61 (0.14, 2.62) 0.462a  

No Event 48 (94.12) 46 (90.20) RR: 0.62 (0.17, 2.26) 0.468  

Total 51  51  ARR: 0.04 (-0.07, 0.15) 0.492  

Missing 0  0   0.011b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.15 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 21 (6.82) 33 (10.75) OR: 0.60 (0.34, 1.06) 0.080a  

No Event 287 (93.18) 274 (89.25) RR: 0.63 (0.37, 1.06) 0.083  

Total 308  307  ARR: 0.04 (0.00, 0.08) 0.078  

Missing 0  0   0.373b  

      0.946c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.15 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 2 (2.56) 3 (3.90) OR: 0.64 (0.11, 3.88) 0.622a  

No Event 76 (97.44) 74 (96.10) RR: 0.65 (0.12, 3.56) 0.622  

Total 78  77  ARR: 0.01 (-0.04, 0.07) 0.628  

Missing 0  0   0.465b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.16 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 21 (6.03) 34 (10.27) OR: 0.56 (0.31, 0.98) 0.041a  

No Event 327 (93.97) 297 (89.73) RR: 0.58 (0.34, 0.99) 0.044  

Total 348  331  ARR: 0.04 (0.00, 0.08) 0.041  

Missing 0  0   0.171b  

      0.511c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.16 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (5.71) 2 (5.13) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 33 (94.29) 37 (94.87) RR: 0.81 (0.12, 5.28) 0.825  

Total 35  39  ARR: 0.01 (-0.09, 0.12) 0.825  

Missing 0  0   0.216b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.21 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 14 (6.51) 29 (12.66) OR: 0.48 (0.25, 0.94) 0.030a  

No Event 201 (93.49) 200 (87.34) RR: 0.51 (0.27, 0.95) 0.035  

Total 215  229  ARR: 0.06 (0.01, 0.12) 0.027  

Missing 0  0   0.073b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.23 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 8 (3.60) 14 (6.64) OR: 0.53 (0.22, 1.29) 0.154a  

No Event 214 (96.40) 197 (93.36) RR: 0.55 (0.24, 1.27) 0.161  

Total 222  211  ARR: 0.03 (-0.01, 0.07) 0.157  

Missing 0  0   0.239b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.24 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 3 (5.00) 1 (1.47) OR: 3.41 (0.33, 35.23) 0.270a  

No Event 57 (95.00) 67 (98.53) RR: 3.41 (0.33, 34.86) 0.302  

Total 60  68  ARR: -0.03 (-0.10, 0.03) 0.278  

Missing 0  0   0.152b  

      0.047c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.24 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 21 (5.48) 44 (11.70) OR: 0.44 (0.26, 0.76) 0.002a  

No Event 362 (94.52) 332 (88.30) RR: 0.47 (0.29, 0.78) 0.003  

Total 383  376  ARR: 0.06 (0.02, 0.10) 0.002  

Missing 0  0   0.068b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.25 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.03) 17 (7.36) OR: 0.39 (0.16, 0.96) 0.035a  

No Event 224 (96.97) 214 (92.64) RR: 0.41 (0.17, 0.97) 0.042  

Total 231  231  ARR: 0.04 (0.00, 0.08) 0.034  

Missing 0  0   0.627b  

      0.505c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.25 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 17 (7.69) 28 (12.73) OR: 0.57 (0.31, 1.08) 0.080a  

No Event 204 (92.31) 192 (87.27) RR: 0.60 (0.34, 1.08) 0.087  

Total 221  220  ARR: 0.05 (-0.01, 0.11) 0.081  

Missing 0  0   0.002b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.26 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 12 (3.33) 30 (8.43) OR: 0.38 (0.19, 0.75) 0.004a  

No Event 348 (96.67) 326 (91.57) RR: 0.40 (0.21, 0.76) 0.005  

Total 360  356  ARR: 0.05 (0.02, 0.09) 0.004  

Missing 0  0   0.342b  

      0.162c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.26 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 12 (13.04) 15 (15.79) OR: 0.80 (0.35, 1.82) 0.599a  

No Event 80 (86.96) 80 (84.21) RR: 0.82 (0.40, 1.72) 0.605  

Total 92  95  ARR: 0.03 (-0.07, 0.13) 0.598  

Missing 0  0   0.020b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.27 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 17 (4.13) 35 (8.31) OR: 0.48 (0.26, 0.86) 0.013a  

No Event 395 (95.87) 386 (91.69) RR: 0.50 (0.28, 0.87) 0.015  

Total 412  421  ARR: 0.04 (0.01, 0.07) 0.012  

Missing 0  0   0.142b  

      0.862c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.7.27 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 7 (17.50) 10 (33.33) OR: 0.43 (0.14, 1.33) 0.145a  

No Event 33 (82.50) 20 (66.67) RR: 0.51 (0.20, 1.31) 0.164  

Total 40  30  ARR: 0.16 (-0.05, 0.36) 0.146  

Missing 0  0   0.084b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.1 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 65 Number of Participants with event, n (%) 14 (3.6) 35 (8.9)  

Number of Participants censored, n (%) 379 (96.4) 359 (91.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.56 (2.04, 5.74) 8.89 (6.34, 11.96)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95%CI)b 0.40 (0.21, 0.74)   

P-valueb 0.003   

 

 P-valuec 0.106   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.02, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.1 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 65 Number of Participants with event, n (%) 10 (16.9) 10 (17.5)  

Number of Participants censored, n (%) 49 (83.1) 47 (82.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (6.0, NE) NE (6.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

17.02 (8.69, 27.71) 17.58 (8.98, 28.55)  

Stratified Log-Rank P-valuea 0.949   

 

 Hazard Ratio (95%CI)b 0.96 (0.40, 2.32)   

P-valueb 0.931   

 

 Absolute Risk Reduction (95%CI)d 0.01 (-0.14, 0.15)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.2 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 75 Number of Participants with event, n (%) 18 (4.2) 43 (9.8)  

Number of Participants censored, n (%) 413 (95.8) 397 (90.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.18 (2.57, 6.37) 9.78 (7.23, 12.78)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95%CI)b 0.42 (0.24, 0.73)   

P-valueb 0.002   

 

 P-valuec 0.112   

 

 Absolute Risk Reduction (95%CI)d 0.06 (0.02, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.2 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 75 Number of Participants with event, n (%) 6 (28.6) 2 (18.2)  

Number of Participants censored, n (%) 15 (71.4) 9 (81.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 8.0 (1.0, NE) NE (5.0, NE)  

Median (95% CI) NE (8.0, NE) NE (6.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 5, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

28.57 (11.27, 48.73) 18.18 (2.49, 45.54)  

Stratified Log-Rank P-valuea 0.525   

 

 Hazard Ratio (95%CI)b 1.49 (0.28, 7.89)   

P-valueb 0.641   

 

 Absolute Risk Reduction (95%CI)d -0.10 (-0.38, 0.24)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.3 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 80 Number of Participants with event, n (%) 22 (5.0) 44 (9.9)  

Number of Participants censored, n (%) 421 (95.0) 402 (90.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.97 (3.21, 7.27) 9.87 (7.32, 12.86)  

Stratified Log-Rank P-valuea 0.006   

 

 Hazard Ratio (95%CI)b 0.50 (0.30, 0.83)   

P-valueb 0.007   

 

 P-valuec 0.504   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.01, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.3 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 80 Number of Participants with event, n (%) 2 (22.2) 1 (20.0)  

Number of Participants censored, n (%) 7 (77.8) 4 (80.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (1.0, NE) NE (5.0, NE)  

Median (95% CI) NE (1.0, NE) NE (5.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (5.0, NE)  

Min, Max 1, 169 5, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

22.22 (2.80, 53.11) 20.00 (0.43, 62.11)  

Stratified Log-Rank P-valuea 0.928   

 

 Hazard Ratio (95%CI)b 1.17 (0.11, 12.98)   

P-valueb 0.897   

 

 Absolute Risk Reduction (95%CI)d -0.02 (-0.43, 0.48)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.4 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Male Number of Participants with event, n (%) 14 (6.6) 28 (11.9)  

Number of Participants censored, n (%) 199 (93.4) 207 (88.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.57 (3.76, 10.44) 11.92 (8.17, 16.44)  

Stratified Log-Rank P-valuea 0.060   

 

 Hazard Ratio (95%CI)b 0.56 (0.29, 1.06)   

P-valueb 0.074   

 

 P-valuec 0.972   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.00, 0.11)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.4 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Female Number of Participants with event, n (%) 10 (4.2) 17 (7.9)  

Number of Participants censored, n (%) 229 (95.8) 199 (92.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.18 (2.14, 7.28) 7.87 (4.77, 11.96)  

Stratified Log-Rank P-valuea 0.106   

 

 Hazard Ratio (95%CI)b 0.55 (0.25, 1.20)   

P-valueb 0.134   

 

 Absolute Risk Reduction (95%CI)d 0.04 (-0.01, 0.09)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

American Indian or Alaska Native Number of Participants with event, n (%) 2 (2.0) 14 (12.2)  

Number of Participants censored, n (%) 98 (98.0) 101 (87.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.00 (0.38, 6.39) 12.17 (6.98, 18.90)  

Stratified Log-Rank P-valuea 0.005   

 

 Hazard Ratio (95%CI)b 0.16 (0.04, 0.72)   

P-valueb 0.017   

 

 P-valuec 0.279   

 

 Absolute Risk Reduction (95%CI)d 0.10 (0.04, 0.18)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Asian Number of Participants with event, n (%) 6 (20.0) 3 (14.3)  

Number of Participants censored, n (%) 24 (80.0) 18 (85.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (2.0, NE) NE (2.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

20.00 (7.95, 35.95) 14.29 (3.40, 32.62)  

Stratified Log-Rank P-valuea 0.571   

 

 Hazard Ratio (95%CI)b 1.33 (0.33, 5.33)   

P-valueb 0.686   

 

 Absolute Risk Reduction (95%CI)d -0.06 (-0.26, 0.18)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Black or African American Number of Participants with event, n (%) 1 (6.3) 1 (5.0)  

Number of Participants censored, n (%) 15 (93.8) 19 (95.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (2.0, NE) NE (6.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 6, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.25 (0.36, 25.48) 5.00 (0.31, 21.07)  

Stratified Log-Rank P-valuea 0.856   

 

 Hazard Ratio (95%CI)b 1.25 (0.08, 19.98)   

P-valueb 0.875   

 

 Absolute Risk Reduction (95%CI)d -0.01 (-0.25, 0.19)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Native Hawaiian or Other Pacific Islanders Number of Participants with event, n (%) 1 (4.8) 3 (14.3)  

Number of Participants censored, n (%) 20 (95.2) 18 (85.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (2.0, NE) NE (2.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.76 (0.30, 20.20) 14.29 (3.40, 32.62)  

Stratified Log-Rank P-valuea 0.311   

 

 Hazard Ratio (95%CI)b 0.30 (0.03, 3.02)   

P-valueb 0.309   

 

 Absolute Risk Reduction (95%CI)d 0.10 (-0.11, 0.31)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

White Number of Participants with event, n (%) 14 (4.9) 24 (8.8)  

Number of Participants censored, n (%) 271 (95.1) 250 (91.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.91 (2.81, 7.87) 8.77 (5.79, 12.50)  

Stratified Log-Rank P-valuea 0.075   

 

 Hazard Ratio (95%CI)b 0.56 (0.29, 1.08)   

P-valueb 0.081   

 

 Absolute Risk Reduction (95%CI)d 0.04 (0.00, 0.08)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.6 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Hispanic Number of Participants with event, n (%) 8 (3.5) 26 (10.9)  

Number of Participants censored, n (%) 222 (96.5) 212 (89.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.48 (1.63, 6.45) 10.94 (7.37, 15.30)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95%CI)b 0.32 (0.14, 0.70)   

P-valueb 0.004   

 

 P-valuec 0.075   

 

 Absolute Risk Reduction (95%CI)d 0.07 (0.03, 0.12)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.6 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Not Hispanic Number of Participants with event, n (%) 16 (7.2) 19 (8.9)  

Number of Participants censored, n (%) 206 (92.8) 194 (91.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

7.21 (4.29, 11.11) 8.92 (5.57, 13.23)  

Stratified Log-Rank P-valuea 0.530   

 

 Hazard Ratio (95%CI)b 0.82 (0.42, 1.60)   

P-valueb 0.557   

 

 Absolute Risk Reduction (95%CI)d 0.02 (-0.04, 0.07)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.7 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

US Number of Participants with event, n (%) 3 (4.7) 2 (5.0)  

Number of Participants censored, n (%) 61 (95.3) 38 (95.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.69 (1.22, 11.92) 5.00 (0.88, 15.00)  

Stratified Log-Rank P-valuea 0.947   

 

 Hazard Ratio (95%CI)b 1.21 (0.20, 7.44)   

P-valueb 0.836   

 

 P-valuec 0.661   

 

 Absolute Risk Reduction (95%CI)d 0.00 (-0.09, 0.12)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.7 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Europe Number of Participants with event, n (%) 10 (5.3) 16 (8.4)  

Number of Participants censored, n (%) 177 (94.7) 175 (91.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.35 (2.73, 9.23) 8.38 (4.99, 12.86)  

Stratified Log-Rank P-valuea 0.253   

 

 Hazard Ratio (95%CI)b 0.63 (0.29, 1.40)   

P-valueb 0.261   

 

 Absolute Risk Reduction (95%CI)d 0.03 (-0.02, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.7 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Other Number of Participants with event, n (%) 11 (5.5) 27 (12.3)  

Number of Participants censored, n (%) 190 (94.5) 193 (87.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.48 (2.90, 9.23) 12.29 (8.36, 17.02)  

Stratified Log-Rank P-valuea 0.019   

 

 Hazard Ratio (95%CI)b 0.45 (0.22, 0.91)   

P-valueb 0.026   

 

 Absolute Risk Reduction (95%CI)d 0.07 (0.01, 0.12)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.8 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≤ 5 days Number of Participants with event, n (%) 10 (3.7) 31 (11.7)  

Number of Participants censored, n (%) 258 (96.3) 234 (88.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.73 (1.91, 6.51) 11.70 (8.17, 15.90)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95%CI)b 0.31 (0.15, 0.63)   

P-valueb 0.001   

 

 P-valuec 0.022   

 

 Absolute Risk Reduction (95%CI)d 0.08 (0.04, 0.13)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.8 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset > 5 days Number of Participants with event, n (%) 14 (7.6) 14 (7.5)  

Number of Participants censored, n (%) 170 (92.4) 172 (92.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

7.61 (4.36, 12.04) 7.54 (4.32, 11.93)  

Stratified Log-Rank P-valuea 0.938   

 

 Hazard Ratio (95%CI)b 1.04 (0.49, 2.17)   

P-valueb 0.927   

 

 Absolute Risk Reduction (95%CI)d 0.00 (-0.06, 0.06)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.9 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≤ 3 days Number of Participants with event, n (%) 2 (2.1) 8 (9.3)  

Number of Participants censored, n (%) 93 (97.9) 78 (90.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.11 (0.40, 6.71) 9.30 (4.32, 16.60)  

Stratified Log-Rank P-valuea 0.037   

 

 Hazard Ratio (95%CI)b 0.22 (0.05, 1.06)   

P-valueb 0.059   

 

 P-valuec 0.237   

 

 Absolute Risk Reduction (95%CI)d 0.07 (0.01, 0.15)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.9 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset > 3 days Number of Participants with event, n (%) 22 (6.2) 37 (10.1)  

Number of Participants censored, n (%) 335 (93.8) 328 (89.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.16 (3.98, 8.99) 10.14 (7.31, 13.51)  

Stratified Log-Rank P-valuea 0.059   

 

 Hazard Ratio (95%CI)b 0.60 (0.36, 1.02)   

P-valueb 0.060   

 

 Absolute Risk Reduction (95%CI)d 0.04 (0.00, 0.08)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.10 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset < 25% Number of Participants with event, n (%) 2 (2.1) 8 (9.3)  

Number of Participants censored, n (%) 93 (97.9) 78 (90.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.11 (0.40, 6.71) 9.30 (4.32, 16.60)  

Stratified Log-Rank P-valuea 0.037   

 

 Hazard Ratio (95%CI)b 0.22 (0.05, 1.06)   

P-valueb 0.059   

 

 P-valuec 0.139   

 

 Absolute Risk Reduction (95%CI)d 0.07 (0.01, 0.15)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.10 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset 25-50% Number of Participants with event, n (%) 3 (3.5) 10 (12.5)  

Number of Participants censored, n (%) 82 (96.5) 70 (87.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.53 (0.94, 9.13) 12.50 (6.37, 20.79)  

Stratified Log-Rank P-valuea 0.037   

 

 Hazard Ratio (95%CI)b 0.28 (0.08, 1.00)   

P-valueb 0.051   

 

 Absolute Risk Reduction (95%CI)d 0.09 (0.01, 0.18)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.10 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset 50-75% Number of Participants with event, n (%) 5 (5.7) 13 (13.1)  

Number of Participants censored, n (%) 83 (94.3) 86 (86.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.68 (2.09, 11.91) 13.13 (7.36, 20.60)  

Stratified Log-Rank P-valuea 0.083   

 

 Hazard Ratio (95%CI)b 0.41 (0.15, 1.15)   

P-valueb 0.090   

 

 Absolute Risk Reduction (95%CI)d 0.07 (-0.01, 0.16)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.10 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≥ 75% Number of Participants with event, n (%) 14 (7.6) 14 (7.5)  

Number of Participants censored, n (%) 170 (92.4) 172 (92.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

7.61 (4.36, 12.04) 7.54 (4.32, 11.93)  

Stratified Log-Rank P-valuea 0.938   

 

 Hazard Ratio (95%CI)b 1.04 (0.49, 2.17)   

P-valueb 0.927   

 

 Absolute Risk Reduction (95%CI)d 0.00 (-0.06, 0.06)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.11 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

High risk Number of Participants with event, n (%) 23 (5.7) 40 (9.9)  

Number of Participants censored, n (%) 382 (94.3) 366 (90.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.68 (3.71, 8.23) 9.86 (7.20, 13.00)  

Stratified Log-Rank P-valuea 0.031   

 

 Hazard Ratio (95%CI)b 0.57 (0.34, 0.95)   

P-valueb 0.032   

 

 P-valuec 0.319   

 

 Absolute Risk Reduction (95%CI)d 0.04 (0.00, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.11 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Low risk Number of Participants with event, n (%) 1 (2.1) 5 (11.1)  

Number of Participants censored, n (%) 46 (97.9) 40 (88.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.13 (0.17, 9.88) 11.11 (4.02, 22.27)  

Stratified Log-Rank P-valuea 0.086   

 

 Hazard Ratio (95%CI)b 0.19 (0.02, 1.61)   

P-valueb 0.127   

 

 Absolute Risk Reduction (95%CI)d 0.09 (-0.02, 0.22)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.12 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

High risk + time from symptom onset ≤ 5 days Number of Participants with event, n (%) 9 (3.8) 28 (11.9)  

Number of Participants censored, n (%) 230 (96.2) 208 (88.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.77 (1.85, 6.75) 11.86 (8.12, 16.36)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95%CI)b 0.31 (0.15, 0.65)   

P-valueb 0.002   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95%CI)d 0.08 (0.03, 0.13)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.14 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

At least one co-morbidity Number of Participants with event, n (%) 21 (5.2) 40 (10.0)  

Number of Participants censored, n (%) 380 (94.8) 360 (90.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.24 (3.35, 7.73) 10.01 (7.31, 13.19)  

Stratified Log-Rank P-valuea 0.013   

 

 Hazard Ratio (95%CI)b 0.52 (0.31, 0.88)   

P-valueb 0.015   

 

 P-valuec 0.753   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.01, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.14 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

No co-morbidity Number of Participants with event, n (%) 3 (5.9) 5 (9.8)  

Number of Participants censored, n (%) 48 (94.1) 46 (90.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.88 (1.51, 14.73) 9.80 (3.56, 19.85)  

Stratified Log-Rank P-valuea 0.482   

 

 Hazard Ratio (95%CI)b 0.57 (0.13, 2.53)   

P-valueb 0.460   

 

 Absolute Risk Reduction (95%CI)d 0.04 (-0.08, 0.16)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.15 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline Vitamin D < 30 ng/mL Number of Participants with event, n (%) 21 (6.8) 33 (10.7)  

Number of Participants censored, n (%) 287 (93.2) 274 (89.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.82 (4.36, 10.01) 10.76 (7.60, 14.53)  

Stratified Log-Rank P-valuea 0.097   

 

 Hazard Ratio (95%CI)b 0.63 (0.36, 1.09)   

P-valueb 0.096   

 

 P-valuec 0.945   

 

 Absolute Risk Reduction (95%CI)d 0.04 (-0.01, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.15 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline Vitamin D ≥ 30 ng/mL Number of Participants with event, n (%) 2 (2.6) 3 (3.9)  

Number of Participants censored, n (%) 76 (97.4) 74 (96.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.56 (0.48, 8.08) 3.90 (1.03, 10.02)  

Stratified Log-Rank P-valuea 0.637   

 

 Hazard Ratio (95%CI)b 0.63 (0.10, 3.85)   

P-valueb 0.618   

 

 Absolute Risk Reduction (95%CI)d 0.01 (-0.05, 0.09)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.16 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline zinc < 100 ug/dL Number of Participants with event, n (%) 21 (6.0) 34 (10.3)  

Number of Participants censored, n (%) 327 (94.0) 297 (89.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.04 (3.86, 8.88) 10.28 (7.30, 13.84)  

Stratified Log-Rank P-valuea 0.050   

 

 Hazard Ratio (95%CI)b 0.58 (0.34, 1.00)   

P-valueb 0.051   

 

 P-valuec 0.515   

 

 Absolute Risk Reduction (95%CI)d 0.04 (0.00, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.16 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline zinc ≥ 100 ug/dL Number of Participants with event, n (%) 2 (5.7) 2 (5.1)  

Number of Participants censored, n (%) 33 (94.3) 37 (94.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.71 (0.99, 16.93) 5.13 (0.90, 15.35)  

Stratified Log-Rank P-valuea 0.923   

 

 Hazard Ratio (95%CI)b 0.76 (0.11, 5.37)   

P-valueb 0.779   

 

 Absolute Risk Reduction (95%CI)d -0.01 (-0.14, 0.12)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.21 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Adjunctive therapy Number of Participants with event, n (%) 14 (6.5) 29 (12.7)  

Number of Participants censored, n (%) 201 (93.5) 200 (87.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.52 (3.73, 10.36) 12.68 (8.75, 17.36)  

Stratified Log-Rank P-valuea 0.032   

 

 Hazard Ratio (95%CI)b 0.50 (0.27, 0.95)   

P-valueb 0.035   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95%CI)d 0.06 (0.01, 0.12)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.23 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

None Number of Participants with event, n (%) 8 (3.6) 14 (6.6)  

Number of Participants censored, n (%) 214 (96.4) 197 (93.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.60 (1.69, 6.68) 6.64 (3.80, 10.55)  

Stratified Log-Rank P-valuea 0.162   

 

 Hazard Ratio (95%CI)b 0.55 (0.23, 1.30)   

P-valueb 0.173   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95%CI)d 0.03 (-0.01, 0.08)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.24 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Positive baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 3 (5.0) 1 (1.5)  

Number of Participants censored, n (%) 57 (95.0) 67 (98.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.00 (1.30, 12.66) 1.47 (0.12, 7.05)  

Stratified Log-Rank P-valuea 0.253   

 

 Hazard Ratio (95%CI)b 3.34 (0.35, 32.31)   

P-valueb 0.297   

 

 P-valuec 0.089   

 

 Absolute Risk Reduction (95%CI)d -0.04 (-0.12, 0.03)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.24 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Negative baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 21 (5.5) 44 (11.7)  

Number of Participants censored, n (%) 362 (94.5) 332 (88.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.48 (3.51, 8.08) 11.71 (8.70, 15.20)  

Stratified Log-Rank P-valuea 0.003   

 

 Hazard Ratio (95%CI)b 0.46 (0.27, 0.78)   

P-valueb 0.004   

 

 Absolute Risk Reduction (95%CI)d 0.06 (0.02, 0.10)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.25 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 2 Number of Participants with event, n (%) 7 (3.0) 17 (7.4)  

Number of Participants censored, n (%) 224 (97.0) 214 (92.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.03 (1.34, 5.86) 7.36 (4.46, 11.21)  

Stratified Log-Rank P-valuea 0.039   

 

 Hazard Ratio (95%CI)b 0.41 (0.17, 0.98)   

P-valueb 0.045   

 

 P-valuec 0.483   

 

 Absolute Risk Reduction (95%CI)d 0.04 (0.00, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.25 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 2 Number of Participants with event, n (%) 17 (7.7) 28 (12.7)  

Number of Participants censored, n (%) 204 (92.3) 192 (87.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

7.70 (4.66, 11.71) 12.75 (8.74, 17.54)  

Stratified Log-Rank P-valuea 0.093   

 

 Hazard Ratio (95%CI)b 0.60 (0.33, 1.09)   

P-valueb 0.092   

 

 Absolute Risk Reduction (95%CI)d 0.05 (-0.01, 0.11)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.26 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 3 Number of Participants with event, n (%) 12 (3.3) 30 (8.4)  

Number of Participants censored, n (%) 348 (96.7) 326 (91.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.33 (1.82, 5.57) 8.43 (5.83, 11.61)  

Stratified Log-Rank P-valuea 0.004   

 

 Hazard Ratio (95%CI)b 0.39 (0.20, 0.76)   

P-valueb 0.006   

 

 P-valuec 0.139   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.02, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.26 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 3 Number of Participants with event, n (%) 12 (13.0) 15 (15.8)  

Number of Participants censored, n (%) 80 (87.0) 80 (84.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

13.07 (7.13, 20.85) 15.84 (9.31, 23.93)  

Stratified Log-Rank P-valuea 0.655   

 

 Hazard Ratio (95%CI)b 0.83 (0.39, 1.77)   

P-valueb 0.624   

 

 Absolute Risk Reduction (95%CI)d 0.03 (-0.08, 0.13)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.27 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 4 Number of Participants with event, n (%) 17 (4.1) 35 (8.3)  

Number of Participants censored, n (%) 395 (95.9) 386 (91.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.13 (2.50, 6.37) 8.31 (5.92, 11.20)  

Stratified Log-Rank P-valuea 0.015   

 

 Hazard Ratio (95%CI)b 0.49 (0.28, 0.88)   

P-valueb 0.017   

 

 P-valuec 0.991   

 

 Absolute Risk Reduction (95%CI)d 0.04 (0.01, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.9.27 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 4 Number of Participants with event, n (%) 7 (17.5) 10 (33.3)  

Number of Participants censored, n (%) 33 (82.5) 20 (66.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (4.0, NE) 8.0 (3.0, NE)  

Median (95% CI) NE (NE, NE) NE (9.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

17.50 (7.59, 30.78) 33.79 (17.44, 50.96)  

Stratified Log-Rank P-valuea 0.144   

 

 Hazard Ratio (95%CI)b 0.48 (0.18, 1.28)   

P-valueb 0.141   

 

 Absolute Risk Reduction (95%CI)d 0.16 (-0.05, 0.37)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.1 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 3 (0.76) 10 (2.54) OR: 0.29 (0.08, 1.08) 0.051a  

No Event 390 (99.24) 384 (97.46) RR: 0.30 (0.08, 1.08) 0.066  

Total 393  394  ARR: 0.02 (0.00, 0.04) 0.050  

Missing 0  0   0.118b  

      0.071c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.1 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 4 (6.78) 2 (3.51) OR: 1.94 (0.35, 10.86) 0.438a  

No Event 55 (93.22) 55 (96.49) RR: 1.89 (0.37, 9.71) 0.445  

Total 59  57  ARR: -0.03 (-0.11, 0.05) 0.436  

Missing 0  0   0.191b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.2 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 5 (1.16) 12 (2.73) OR: 0.42 (0.15, 1.20) 0.094a  

No Event 426 (98.84) 428 (97.27) RR: 0.42 (0.15, 1.20) 0.105  

Total 431  440  ARR: 0.02 (0.00, 0.03) 0.092  

Missing 0  0   0.026b  

      0.136c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.2 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 2 (9.52) 0 (0.00) OR: NE (NE, NE) 0.418a  

No Event 19 (90.48) 11 (100.00) RR: NE (NE, NE) NE  

Total 21  11  ARR: -0.07 (-0.19, 0.05) 0.244  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.3 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 7 (1.58) 12 (2.69) OR: 0.58 (0.23, 1.49) 0.255a  

No Event 436 (98.42) 434 (97.31) RR: 0.59 (0.23, 1.48) 0.261  

Total 443  446  ARR: 0.01 (-0.01, 0.03) 0.255  

Missing 0  0   0.198b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.3 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.11 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 7 (1.73) 10 (2.46) OR: 0.70 (0.26, 1.86) 0.471a  

No Event 398 (98.27) 396 (97.54) RR: 0.71 (0.27, 1.83) 0.473  

Total 405  406  ARR: 0.01 (-0.01, 0.03) 0.471  

Missing 0  0   0.185b  

      0.239c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.11 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 0 (0.00) 2 (4.44) OR: <.01 (NE, NE) 0.145a  

No Event 47 (100.00) 43 (95.56) RR: <.01 (NE, NE) NE  

Total 47  45  ARR: 0.04 (-0.02, 0.11) 0.146  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.14 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 5 (1.25) 10 (2.50) OR: 0.49 (0.17, 1.46) 0.191a  

No Event 396 (98.75) 390 (97.50) RR: 0.50 (0.17, 1.45) 0.201  

Total 401  400  ARR: 0.01 (-0.01, 0.03) 0.191  

Missing 0  0   0.140b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.14 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (3.92) 2 (3.92) OR: 1.05 (0.16, 7.03) 0.953a  

No Event 49 (96.08) 49 (96.08) RR: 1.05 (0.19, 5.68) 0.953  

Total 51  51  ARR: 0.00 (-0.08, 0.08) 0.958  

Missing 0  0   0.037b  

      0.538c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.15 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 6 (1.95) 10 (3.26) OR: 0.58 (0.21, 1.62) 0.297a  

No Event 302 (98.05) 297 (96.74) RR: 0.59 (0.21, 1.62) 0.302  

Total 308  307  ARR: 0.01 (-0.01, 0.04) 0.293  

Missing 0  0   0.525b  

      0.733c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.15 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 1 (1.28) 1 (1.30) OR: 1.42 (0.09, 23.80) 0.807a  

No Event 77 (98.72) 76 (98.70) RR: 1.41 (0.09, 21.53) 0.806  

Total 78  77  ARR: 0.00 (-0.04, 0.03) 0.808  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.16 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 7 (2.01) 10 (3.02) OR: 0.65 (0.24, 1.73) 0.388a  

No Event 341 (97.99) 321 (96.98) RR: 0.66 (0.25, 1.72) 0.391  

Total 348  331  ARR: 0.01 (-0.01, 0.03) 0.387  

Missing 0  0   0.558b  

      0.445c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.16 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 0 (0.00) 1 (2.56) OR: <.01 (NE, NE) 0.264a  

No Event 35 (100.00) 38 (97.44) RR: <.01 (NE, NE) NE  

Total 35  39  ARR: 0.03 (-0.02, 0.09) 0.272  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.24 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 0 (0.00) 1 (1.47) OR: <.01 (NE, NE) 0.361a  

No Event 60 (100.00) 67 (98.53) RR: <.01 (NE, NE) NE  

Total 60  68  ARR: 0.01 (-0.01, 0.04) 0.322  

Missing 0  0   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.10.24 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 7 (1.83) 11 (2.93) OR: 0.63 (0.24, 1.64) 0.341a  

No Event 376 (98.17) 365 (97.07) RR: 0.64 (0.25, 1.62) 0.345  

Total 383  376  ARR: 0.01 (-0.01, 0.03) 0.342  

Missing 0  0   0.268b  

      0.464c  
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Age < 65 Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.07, 0.00)     

Ls Meanb -0.83 -0.80 -0.04 (-0.08, 0.00) 0.082  

 

  Baseline Actual n 311 308  0.007d  

Mean 1.13 1.07    

SD 1.057 0.973    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 351 356    

Mean 0.60 0.67    

SD 0.879 0.884    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 285 286    

Mean -0.52 -0.38    

SD 1.023 1.004    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.21, -0.01)     

Ls Meanb -0.51 -0.39 -0.11 (-0.21, -0.01) 0.028  

SEb 0.036 0.036    

95% CIb -0.58, -0.44 -0.47, -0.32    

Ls Meanc -0.51 -0.39 -0.12 (-0.25, 0.01) 0.073  

SEc 0.047 0.047    

95% CIc -0.61, -0.42 -0.49, -0.30    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 321    

Mean 0.38 0.42    

SD 0.724 0.787    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 251    

Mean -0.72 -0.63    

SD 1.058 1.017    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.19, 0.01)     

Ls Meanb -0.73 -0.64 -0.09 (-0.19, 0.01) 0.090  

SEb 0.037 0.038    

95% CIb -0.80, -0.66 -0.72, -0.57    

Ls Meanc -0.71 -0.65 -0.07 (-0.19, 0.06) 0.287  

SEc 0.043 0.045    

95% CIc -0.80, -0.63 -0.73, -0.56    

 

  Day 15 Actual n 292 286    

Mean 0.18 0.17    

SD 0.535 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.93 -0.89    

SD 1.121 0.975    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.93 -0.93 0.00 (-0.11, 0.11) 0.957  

SEb 0.039 0.040    

95% CIb -1.01, -0.86 -1.01, -0.85    

Ls Meanc -0.92 -0.91 0.00 (-0.10, 0.09) 0.926  

SEc 0.033 0.033    

95% CIc -0.98, -0.85 -0.98, -0.85    

 

  Day 29 Actual n 251 236    

Mean 0.13 0.14    

SD 0.456 0.450    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 207 199    

Mean -1.00 -0.97    

SD 1.113 1.039    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.96 -0.93 -0.03 (-0.14, 0.08) 0.615  

SEb 0.040 0.040    

95% CIb -1.04, -0.88 -1.01, -0.85    

Ls Meanc -0.99 -0.98 -0.02 (-0.10, 0.07) 0.701  

SEc 0.030 0.031    

95% CIc -1.05, -0.93 -1.04, -0.92    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.04, 0.00)     

Ls Meanb -0.69 -0.67 -0.02 (-0.04, 0.00) 0.097  

 

  Baseline Actual n 311 308  <.001d  

Mean 0.81 0.78    

SD 0.987 0.907    

Min 0.00 0.00    

Median 0.00 0.50    

Max 4.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 0.34 0.33    

SD 0.716 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.45 -0.45    

SD 0.990 0.876    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.01, 0.13)     

Ls Meanb -0.40 -0.46 0.05 (-0.01, 0.12) 0.096  

SEb 0.023 0.023    

95% CIb -0.45, -0.36 -0.50, -0.41    

Ls Meanc -0.44 -0.47 0.03 (-0.07, 0.14) 0.541  

SEc 0.038 0.038    

95% CIc -0.51, -0.36 -0.54, -0.39    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.10 0.22    

SD 0.391 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 252    

Mean -0.69 -0.55    

SD 0.971 0.954    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.21, -0.07)     

Ls Meanb -0.69 -0.56 -0.13 (-0.20, -0.06) <.001  

SEb 0.024 0.024    

95% CIb -0.74, -0.64 -0.61, -0.51    

Ls Meanc -0.68 -0.56 -0.12 (-0.20, -0.05) 0.002  

SEc 0.028 0.029    

95% CIc -0.74, -0.63 -0.61, -0.50    

 

  Day 15 Actual n 292 286    

Mean 0.03 0.04    

SD 0.209 0.269    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.76 -0.70    

SD 1.019 0.914    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.06)     

Ls Meanb -0.75 -0.73 -0.01 (-0.09, 0.06) 0.686  

SEb 0.025 0.026    

95% CIb -0.80, -0.70 -0.78, -0.68    

Ls Meanc -0.74 -0.71 -0.02 (-0.07, 0.02) 0.295  

SEc 0.016 0.016    

95% CIc -0.77, -0.71 -0.75, -0.68    

 

  Day 29 Actual n 251 236    

Mean 0.02 0.03    

SD 0.154 0.183    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 207 199    

Mean -0.84 -0.75    

SD 1.044 0.929    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.09)     

Ls Meanb -0.75 -0.77 0.01 (-0.06, 0.09) 0.736  

SEb 0.026 0.027    

95% CIb -0.81, -0.70 -0.82, -0.71    

Ls Meanc -0.80 -0.79 -0.01 (-0.04, 0.02) 0.509  

SEc 0.012 0.012    

95% CIc -0.83, -0.78 -0.81, -0.77    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.49 -0.50 0.01 (-0.02, 0.04) 0.539  

 

  Baseline Actual n 311 308  0.037d  

Mean 0.77 0.75    

SD 0.866 0.875    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 0.52 0.53    

SD 0.736 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.22 -0.26    

SD 0.829 0.804    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.14)     

Ls Meanb -0.21 -0.25 0.04 (-0.04, 0.12) 0.350  

SEb 0.030 0.030    

95% CIb -0.27, -0.15 -0.31, -0.19    

Ls Meanc -0.23 -0.26 0.03 (-0.07, 0.14) 0.528  

SEc 0.038 0.038    

95% CIc -0.30, -0.15 -0.34, -0.19    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.40 0.40    

SD 0.682 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 252    

Mean -0.30 -0.35    

SD 0.882 0.863    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.32 -0.35 0.04 (-0.05, 0.12) 0.391  

SEb 0.031 0.031    

95% CIb -0.38, -0.26 -0.41, -0.29    

Ls Meanc -0.30 -0.35 0.05 (-0.06, 0.16) 0.343  

SEc 0.039 0.040    

95% CIc -0.38, -0.22 -0.43, -0.27    

 

  Day 15 Actual n 292 286    

Mean 0.16 0.14    

SD 0.444 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.55 -0.58    

SD 0.787 0.829    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.56 -0.59 0.03 (-0.06, 0.12) 0.554  

SEb 0.032 0.033    

95% CIb -0.62, -0.50 -0.65, -0.52    

Ls Meanc -0.55 -0.59 0.04 (-0.03, 0.12) 0.244  

SEc 0.026 0.026    

95% CIc -0.60, -0.50 -0.64, -0.54    

 

  Day 29 Actual n 251 236    

Mean 0.07 0.08    

SD 0.301 0.337    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 207 199    

Mean -0.59 -0.61    

SD 0.842 0.845    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.61 -0.64 0.03 (-0.06, 0.12) 0.506  

SEb 0.033 0.033    

95% CIb -0.67, -0.54 -0.70, -0.57    

Ls Meanc -0.59 -0.61 0.02 (-0.04, 0.08) 0.584  

SEc 0.022 0.022    

95% CIc -0.63, -0.55 -0.65, -0.56    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.08 (-0.14, -0.02)     

Ls Meanb -0.63 -0.56 -0.07 (-0.11, -0.02) 0.005  

 

  Baseline Actual n 311 308  0.006d  

Mean 1.14 1.08    

SD 0.861 0.764    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 1.00 1.05    

SD 0.826 0.848    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 285 286    

Mean -0.13 -0.04    

SD 0.760 0.818    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.04)     

Ls Meanb -0.11 -0.04 -0.07 (-0.18, 0.03) 0.178  

SEb 0.038 0.038    

95% CIb -0.19, -0.04 -0.12, 0.03    

Ls Meanc -0.13 -0.05 -0.08 (-0.20, 0.04) 0.175  

SEc 0.042 0.042    

95% CIc -0.21, -0.04 -0.13, 0.04    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.80 0.92    

SD 0.834 0.891    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 265 252    

Mean -0.34 -0.15    

SD 0.874 0.884    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.26 (-0.39, -0.12)     

Ls Meanb -0.35 -0.14 -0.21 (-0.32, -0.10) <.001  

SEb 0.039 0.039    

95% CIb -0.42, -0.27 -0.21, -0.06    

Ls Meanc -0.33 -0.16 -0.17 (-0.30, -0.04) 0.013  

SEc 0.047 0.048    

95% CIc -0.42, -0.24 -0.26, -0.07    

 

  Day 15 Actual n 292 286    

Mean 0.38 0.39    

SD 0.633 0.633    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.72 -0.70    

SD 0.930 0.842    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.07)     

Ls Meanb -0.75 -0.69 -0.06 (-0.17, 0.05) 0.312  

SEb 0.040 0.041    

95% CIb -0.83, -0.67 -0.77, -0.61    

Ls Meanc -0.72 -0.69 -0.03 (-0.14, 0.08) 0.603  

SEc 0.039 0.040    

95% CIc -0.80, -0.64 -0.77, -0.61    

 

  Day 29 Actual n 251 236    

Mean 0.22 0.18    

SD 0.512 0.438    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 207 199    

Mean -0.90 -0.88    

SD 0.927 0.824    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.19)     

Ls Meanb -0.86 -0.90 0.04 (-0.08, 0.15) 0.508  

SEb 0.041 0.042    

95% CIb -0.94, -0.78 -0.98, -0.82    

Ls Meanc -0.87 -0.92 0.05 (-0.04, 0.14) 0.275  

SEc 0.033 0.034    

95% CIc -0.93, -0.80 -0.99, -0.85    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.02)     

Ls Meanb -0.28 -0.28 0.00 (-0.03, 0.02) 0.749  

 

  Baseline Actual n 311 308  0.448d  

Mean 0.41 0.40    

SD 0.760 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 0.26 0.31    

SD 0.601 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.12 -0.09    

SD 0.776 0.762    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.07)     

Ls Meanb -0.10 -0.09 -0.01 (-0.08, 0.05) 0.688  

SEb 0.023 0.023    

95% CIb -0.14, -0.05 -0.13, -0.04    

Ls Meanc -0.12 -0.10 -0.03 (-0.12, 0.07) 0.581  

SEc 0.034 0.034    

95% CIc -0.19, -0.06 -0.16, -0.03    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.20 0.20    

SD 0.538 0.515    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 252    

Mean -0.20 -0.21    

SD 0.797 0.721    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.19 -0.21 0.02 (-0.05, 0.08) 0.594  

SEb 0.024 0.024    

95% CIb -0.24, -0.15 -0.26, -0.16    

Ls Meanc -0.20 -0.22 0.02 (-0.06, 0.10) 0.614  

SEc 0.030 0.030    

95% CIc -0.26, -0.14 -0.28, -0.16    

 

  Day 15 Actual n 292 286    

Mean 0.09 0.07    

SD 0.356 0.306    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.30 -0.29    

SD 0.775 0.749    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.30 -0.30 0.00 (-0.08, 0.07) 0.890  

SEb 0.025 0.026    

95% CIb -0.35, -0.26 -0.35, -0.25    

Ls Meanc -0.29 -0.31 0.02 (-0.05, 0.08) 0.615  

SEc 0.022 0.023    

95% CIc -0.34, -0.25 -0.35, -0.26    

 

  Day 29 Actual n 251 236    

Mean 0.02 0.02    

SD 0.189 0.144    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 207 199    

Mean -0.31 -0.35    

SD 0.647 0.686    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.34 -0.34 0.00 (-0.08, 0.07) 0.904  

SEb 0.026 0.026    

95% CIb -0.39, -0.29 -0.39, -0.29    

Ls Meanc -0.32 -0.33 0.01 (-0.03, 0.04) 0.697  

SEc 0.012 0.012    

95% CIc -0.35, -0.30 -0.35, -0.31    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.16 -0.16 0.01 (-0.03, 0.04) 0.679  

 

  Baseline Actual n 311 308  0.040d  

Mean 0.35 0.34    

SD 0.737 0.734    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 0.30 0.32    

SD 0.642 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 285 286    

Mean -0.01 -0.01    

SD 0.741 0.749    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb 0.00 -0.02 0.02 (-0.06, 0.09) 0.700  

SEb 0.028 0.028    

95% CIb -0.06, 0.05 -0.07, 0.04    

Ls Meanc 0.00 -0.01 0.01 (-0.09, 0.11) 0.854  

SEc 0.037 0.037    

95% CIc -0.08, 0.07 -0.09, 0.06    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.24 0.30    

SD 0.620 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 265 252    

Mean -0.11 -0.02    

SD 0.791 0.923    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.12 (-0.23, -0.01)     

Ls Meanb -0.09 0.00 -0.09 (-0.17, -0.01) 0.028  

SEb 0.029 0.029    

95% CIb -0.15, -0.03 -0.06, 0.06    

Ls Meanc -0.10 -0.03 -0.06 (-0.18, 0.05) 0.258  

SEc 0.040 0.041    

95% CIc -0.18, -0.02 -0.11, 0.05    

 

  Day 15 Actual n 292 286    

Mean 0.12 0.11    

SD 0.415 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.14 -0.22    

SD 0.631 0.680    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.19)     

Ls Meanb -0.17 -0.22 0.05 (-0.03, 0.14) 0.226  

SEb 0.030 0.031    

95% CIb -0.23, -0.11 -0.28, -0.16    

Ls Meanc -0.16 -0.21 0.05 (-0.02, 0.12) 0.130  

SEc 0.025 0.026    

95% CIc -0.21, -0.11 -0.26, -0.16    

 

  Day 29 Actual n 251 236    

Mean 0.06 0.05    

SD 0.291 0.248    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 207 199    

Mean -0.24 -0.29    

SD 0.742 0.741    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.23 -0.27 0.04 (-0.04, 0.13) 0.306  

SEb 0.031 0.031    

95% CIb -0.29, -0.17 -0.33, -0.21    

Ls Meanc -0.25 -0.27 0.01 (-0.04, 0.07) 0.598  

SEc 0.020 0.020    

95% CIc -0.29, -0.21 -0.31, -0.23    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.03)     

Ls Meanb -0.84 -0.82 -0.02 (-0.07, 0.03) 0.542  

 

  Baseline Actual n 311 308  <.001d  

Mean 1.38 1.38    

SD 1.040 1.015    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 351 356    

Mean 0.98 1.09    

SD 0.980 0.980    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.34 -0.23    

SD 0.950 1.031    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.03)     

Ls Meanb -0.34 -0.25 -0.09 (-0.21, 0.03) 0.146  

SEb 0.043 0.043    

95% CIb -0.43, -0.26 -0.34, -0.17    

Ls Meanc -0.34 -0.24 -0.10 (-0.24, 0.04) 0.144  

SEc 0.050 0.050    

95% CIc -0.44, -0.24 -0.34, -0.14    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.77 0.81    

SD 0.914 0.945    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 265 252    

Mean -0.57 -0.52    

SD 1.028 1.088    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -0.58 -0.53 -0.04 (-0.17, 0.08) 0.486  

SEb 0.044 0.044    

95% CIb -0.66, -0.49 -0.62, -0.44    

Ls Meanc -0.56 -0.54 -0.03 (-0.17, 0.12) 0.717  

SEc 0.052 0.053    

95% CIc -0.67, -0.46 -0.64, -0.43    

 

  Day 15 Actual n 292 286    

Mean 0.34 0.35    

SD 0.631 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -1.01 -1.00    

SD 1.065 1.027    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.11)     

Ls Meanb -1.00 -0.99 -0.01 (-0.14, 0.12) 0.866  

SEb 0.046 0.047    

95% CIb -1.09, -0.91 -1.09, -0.90    

Ls Meanc -1.02 -1.01 -0.01 (-0.12, 0.10) 0.851  

SEc 0.040 0.040    

95% CIc -1.10, -0.94 -1.09, -0.93    

 

  Day 29 Actual n 251 236    

Mean 0.25 0.27    

SD 0.568 0.556    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 207 199    

Mean -1.12 -1.12    

SD 1.070 1.052    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.13)     

Ls Meanb -1.08 -1.09 0.01 (-0.12, 0.14) 0.920  

SEb 0.046 0.047    

95% CIb -1.17, -0.99 -1.18, -1.00    

Ls Meanc -1.13 -1.12 -0.02 (-0.12, 0.09) 0.717  

SEc 0.037 0.038    

95% CIc -1.21, -1.06 -1.19, -1.04    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.04)     

Ls Meanb -0.77 -0.78 0.00 (-0.03, 0.04) 0.800  

 

  Baseline Actual n 311 308  0.174d  

Mean 1.10 1.09    

SD 0.985 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 351 356    

Mean 0.60 0.62    

SD 0.818 0.819    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.48 -0.50    

SD 0.995 1.008    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.47 -0.49 0.02 (-0.08, 0.12) 0.689  

SEb 0.036 0.036    

95% CIb -0.54, -0.40 -0.56, -0.42    

Ls Meanc -0.48 -0.50 0.02 (-0.10, 0.14) 0.771  

SEc 0.044 0.044    

95% CIc -0.57, -0.39 -0.58, -0.41    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 23 of 1392 

Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.44 0.48    

SD 0.784 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 252    

Mean -0.64 -0.62    

SD 1.061 1.017    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.06)     

Ls Meanb -0.65 -0.61 -0.04 (-0.14, 0.06) 0.458  

SEb 0.036 0.037    

95% CIb -0.72, -0.58 -0.69, -0.54    

Ls Meanc -0.63 -0.63 0.00 (-0.12, 0.12) 0.998  

SEc 0.042 0.043    

95% CIc -0.72, -0.55 -0.72, -0.55    

 

  Day 15 Actual n 292 286    

Mean 0.23 0.23    

SD 0.587 0.553    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.88 -0.84    

SD 1.027 0.983    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.86 -0.87 0.01 (-0.10, 0.11) 0.901  

SEb 0.038 0.039    

95% CIb -0.94, -0.79 -0.95, -0.79    

Ls Meanc -0.87 -0.84 -0.02 (-0.12, 0.07) 0.610  

SEc 0.033 0.034    

95% CIc -0.93, -0.80 -0.91, -0.78    

 

  Day 29 Actual n 251 236    

Mean 0.11 0.16    

SD 0.369 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 207 199    

Mean -0.99 -0.92    

SD 1.036 0.945    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.97 -0.92 -0.05 (-0.16, 0.06) 0.362  

SEb 0.039 0.040    

95% CIb -1.05, -0.90 -1.00, -0.84    

Ls Meanc -0.99 -0.91 -0.08 (-0.15, 0.00) 0.043  

SEc 0.027 0.028    

95% CIc -1.05, -0.94 -0.97, -0.86    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.09, -0.02)     

Ls Meanb -0.88 -0.82 -0.06 (-0.10, -0.02) 0.004  

 

  Baseline Actual n 311 308  0.002d  

Mean 1.12 1.15    

SD 1.046 0.998    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 351 356    

Mean 0.56 0.66    

SD 0.832 0.897    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.56 -0.49    

SD 1.000 1.018    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.21, -0.02)     

Ls Meanb -0.57 -0.45 -0.12 (-0.22, -0.02) 0.019  

SEb 0.035 0.036    

95% CIb -0.64, -0.50 -0.52, -0.39    

Ls Meanc -0.59 -0.47 -0.11 (-0.24, 0.02) 0.086  

SEc 0.046 0.046    

95% CIc -0.68, -0.50 -0.56, -0.38    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.36 0.43    

SD 0.697 0.799    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 252    

Mean -0.73 -0.71    

SD 1.004 1.081    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.19, 0.01)     

Ls Meanb -0.78 -0.69 -0.09 (-0.19, 0.01) 0.080  

SEb 0.036 0.037    

95% CIb -0.85, -0.71 -0.76, -0.61    

Ls Meanc -0.76 -0.70 -0.06 (-0.18, 0.06) 0.306  

SEc 0.043 0.044    

95% CIc -0.84, -0.67 -0.78, -0.61    

 

  Day 15 Actual n 292 286    

Mean 0.16 0.21    

SD 0.493 0.541    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.97 -0.94    

SD 1.068 1.034    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.05)     

Ls Meanb -0.99 -0.94 -0.05 (-0.16, 0.05) 0.341  

SEb 0.038 0.039    

95% CIb -1.06, -0.91 -1.01, -0.86    

Ls Meanc -0.99 -0.92 -0.07 (-0.16, 0.02) 0.114  

SEc 0.031 0.032    

95% CIc -1.05, -0.93 -0.99, -0.86    

 

  Day 29 Actual n 251 236    

Mean 0.10 0.17    

SD 0.372 0.476    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 207 199    

Mean -1.03 -0.97    

SD 1.083 1.089    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.22, -0.01)     

Ls Meanb -1.03 -0.92 -0.11 (-0.22, -0.01) 0.040  

SEb 0.039 0.039    

95% CIb -1.11, -0.96 -1.00, -0.84    

Ls Meanc -1.05 -0.96 -0.10 (-0.18, -0.02) 0.020  

SEc 0.029 0.030    

95% CIc -1.11, -1.00 -1.01, -0.90    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.31 -0.30 -0.02 (-0.04, 0.01) 0.177  

 

  Baseline Actual n 311 308  0.092d  

Mean 0.41 0.41    

SD 0.765 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 0.31 0.28    

SD 0.695 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.08 -0.12    

SD 0.800 0.665    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.15)     

Ls Meanb -0.07 -0.12 0.05 (-0.01, 0.11) 0.123  

SEb 0.023 0.023    

95% CIb -0.12, -0.03 -0.17, -0.08    

Ls Meanc -0.08 -0.12 0.04 (-0.06, 0.13) 0.482  

SEc 0.036 0.036    

95% CIc -0.15, -0.01 -0.19, -0.05    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.17 0.23    

SD 0.503 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 252    

Mean -0.20 -0.19    

SD 0.756 0.761    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.03)     

Ls Meanb -0.22 -0.17 -0.05 (-0.11, 0.02) 0.161  

SEb 0.023 0.024    

95% CIb -0.26, -0.17 -0.22, -0.12    

Ls Meanc -0.22 -0.18 -0.04 (-0.13, 0.05) 0.405  

SEc 0.033 0.033    

95% CIc -0.28, -0.16 -0.25, -0.12    

 

  Day 15 Actual n 292 286    

Mean 0.05 0.05    

SD 0.317 0.298    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.35 -0.36    

SD 0.785 0.696    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.11)     

Ls Meanb -0.35 -0.36 0.01 (-0.06, 0.08) 0.745  

SEb 0.024 0.025    

95% CIb -0.40, -0.30 -0.41, -0.31    

Ls Meanc -0.35 -0.36 0.02 (-0.04, 0.07) 0.578  

SEc 0.019 0.020    

95% CIc -0.38, -0.31 -0.40, -0.32    

 

  Day 29 Actual n 251 236    

Mean 0.01 0.03    

SD 0.109 0.233    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 207 199    

Mean -0.40 -0.41    

SD 0.806 0.732    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.39 -0.38 0.00 (-0.07, 0.07) 0.896  

SEb 0.025 0.025    

95% CIb -0.43, -0.34 -0.43, -0.33    

Ls Meanc -0.41 -0.39 -0.02 (-0.06, 0.02) 0.309  

SEc 0.014 0.014    

95% CIc -0.44, -0.39 -0.42, -0.37    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.40 -0.43 0.03 (-0.02, 0.08) 0.260  

 

  Baseline Actual n 311 308  0.001d  

Mean 0.68 0.70    

SD 1.006 1.019    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 0.57 0.67    

SD 0.894 0.951    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.12 -0.07    

SD 1.038 1.072    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.03)     

Ls Meanb -0.12 -0.05 -0.07 (-0.18, 0.03) 0.183  

SEb 0.038 0.038    

95% CIb -0.20, -0.05 -0.13, 0.02    

Ls Meanc -0.14 -0.07 -0.07 (-0.20, 0.07) 0.323  

SEc 0.049 0.049    

95% CIc -0.24, -0.04 -0.17, 0.02    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.47 0.50    

SD 0.837 0.866    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 252    

Mean -0.22 -0.21    

SD 1.147 1.176    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.08)     

Ls Meanb -0.23 -0.20 -0.03 (-0.14, 0.08) 0.590  

SEb 0.038 0.039    

95% CIb -0.31, -0.16 -0.28, -0.13    

Ls Meanc -0.24 -0.22 -0.03 (-0.17, 0.11) 0.696  

SEc 0.049 0.050    

95% CIc -0.34, -0.15 -0.31, -0.12    

 

  Day 15 Actual n 292 286    

Mean 0.22 0.19    

SD 0.616 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.45 -0.51    

SD 1.062 1.141    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.48 -0.52 0.04 (-0.07, 0.15) 0.454  

SEb 0.040 0.041    

95% CIb -0.55, -0.40 -0.60, -0.44    

Ls Meanc -0.47 -0.51 0.05 (-0.06, 0.15) 0.377  

SEc 0.037 0.038    

95% CIc -0.54, -0.40 -0.59, -0.44    

 

  Day 29 Actual n 251 236    

Mean 0.15 0.06    

SD 0.538 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 207 199    

Mean -0.49 -0.60    

SD 0.970 1.058    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.04, 0.26)     

Ls Meanb -0.50 -0.64 0.15 (0.04, 0.26) 0.010  

SEb 0.040 0.041    

95% CIb -0.57, -0.42 -0.72, -0.56    

Ls Meanc -0.51 -0.59 0.08 (0.00, 0.15) 0.057  

SEc 0.028 0.028    

95% CIc -0.57, -0.46 -0.64, -0.53    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.09)     

Ls Meanb -0.38 -0.42 0.04 (0.00, 0.09) 0.078  

 

  Baseline Actual n 311 308  0.023d  

Mean 0.62 0.64    

SD 0.956 0.970    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 0.48 0.56    

SD 0.824 0.882    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.12 -0.12    

SD 0.909 0.990    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.12 -0.10 -0.02 (-0.12, 0.08) 0.681  

SEb 0.035 0.035    

95% CIb -0.18, -0.05 -0.16, -0.03    

Ls Meanc -0.15 -0.12 -0.03 (-0.16, 0.09) 0.611  

SEc 0.045 0.045    

95% CIc -0.23, -0.06 -0.20, -0.03    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 322    

Mean 0.43 0.43    

SD 0.815 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 265 252    

Mean -0.20 -0.23    

SD 1.080 1.130    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.20 -0.22 0.02 (-0.08, 0.12) 0.728  

SEb 0.035 0.036    

95% CIb -0.27, -0.13 -0.29, -0.15    

Ls Meanc -0.22 -0.23 0.01 (-0.12, 0.15) 0.831  

SEc 0.047 0.048    

95% CIc -0.31, -0.13 -0.33, -0.14    

 

  Day 15 Actual n 292 286    

Mean 0.20 0.15    

SD 0.568 0.461    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 233 222    

Mean -0.42 -0.48    

SD 1.014 1.075    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.18)     

Ls Meanb -0.43 -0.50 0.07 (-0.03, 0.17) 0.185  

SEb 0.037 0.038    

95% CIb -0.50, -0.36 -0.57, -0.42    

Ls Meanc -0.43 -0.49 0.06 (-0.03, 0.16) 0.179  

SEc 0.034 0.034    

95% CIc -0.49, -0.36 -0.56, -0.42    

 

  Day 29 Actual n 251 236    

Mean 0.12 0.04    

SD 0.437 0.213    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 207 199    

Mean -0.47 -0.58    

SD 0.959 0.991    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.01, 0.23)     

Ls Meanb -0.47 -0.59 0.12 (0.01, 0.22) 0.027  

SEb 0.037 0.038    

95% CIb -0.54, -0.40 -0.66, -0.51    

Ls Meanc -0.49 -0.57 0.08 (0.01, 0.15) 0.020  

SEc 0.024 0.025    

95% CIc -0.53, -0.44 -0.62, -0.52    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Baseline Actual n 311 308  0.001d  

Mean 0.62 0.66    

SD 0.781 0.764    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 351 356    

Mean 0.41 0.41    

SD 0.652 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.18 -0.29    

SD 0.797 0.737    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.30)     

Ls Meanb -0.21 -0.25 0.04 (-0.03, 0.11) 0.239  

SEb 0.026 0.026    

95% CIb -0.26, -0.16 -0.30, -0.20    

Ls Meanc -0.21 -0.27 0.06 (-0.04, 0.16) 0.243  

SEc 0.035 0.035    

95% CIc -0.28, -0.14 -0.34, -0.20    

 

  Day 6 Actual n 321 322    

Mean 0.28 0.32    

SD 0.567 0.595    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 265 252    

Mean -0.34 -0.33    

SD 0.796 0.747    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.15)     

Ls Meanb -0.37 -0.34 -0.03 (-0.11, 0.04) 0.369  

SEb 0.026 0.027    

95% CIb -0.42, -0.32 -0.39, -0.28    

Ls Meanc -0.35 -0.33 -0.02 (-0.11, 0.07) 0.683  

SEc 0.033 0.034    

95% CIc -0.41, -0.28 -0.39, -0.26    

 

  Day 15 Actual n 292 286    

Mean 0.14 0.14    

SD 0.406 0.391    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 233 222    

Mean -0.48 -0.54    

SD 0.755 0.752    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.23)     

Ls Meanb -0.50 -0.51 0.01 (-0.06, 0.09) 0.757  

SEb 0.028 0.028    

95% CIb -0.55, -0.45 -0.57, -0.46    

Ls Meanc -0.51 -0.52 0.02 (-0.05, 0.09) 0.625  

SEc 0.025 0.026    

95% CIc -0.56, -0.46 -0.57, -0.47    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Actual n 251 236    

Mean 0.09 0.10    

SD 0.335 0.350    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 207 199    

Mean -0.43 -0.57    

SD 0.727 0.741    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (0.02, 0.34)     

Ls Meanb -0.54 -0.55 0.01 (-0.07, 0.09) 0.780  

SEb 0.029 0.029    

95% CIb -0.60, -0.48 -0.61, -0.49    

Ls Meanc -0.50 -0.50 0.00 (-0.05, 0.06) 0.902  

SEc 0.020 0.021    

95% CIc -0.54, -0.46 -0.54, -0.46    

 

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.28 -0.29 0.02 (-0.02, 0.05) 0.292  

 

  Baseline Actual n 311 308  <.001d  

Mean 0.46 0.48    

SD 0.806 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Actual n 351 356    

Mean 0.34 0.34    

SD 0.711 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 285 286    

Mean -0.12 -0.11    

SD 0.763 0.776    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.11 -0.11 0.00 (-0.08, 0.08) 0.992  

SEb 0.030 0.030    

95% CIb -0.17, -0.05 -0.17, -0.05    

Ls Meanc -0.12 -0.11 -0.01 (-0.11, 0.09) 0.847  

SEc 0.038 0.038    

95% CIc -0.19, -0.04 -0.18, -0.03    

 

  Day 6 Actual n 321 322    

Mean 0.21 0.31    

SD 0.597 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 265 252    

Mean -0.23 -0.19    

SD 0.800 0.911    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.01)     

Ls Meanb -0.23 -0.15 -0.08 (-0.16, 0.01) 0.077  

SEb 0.030 0.031    

95% CIb -0.29, -0.17 -0.21, -0.09    

Ls Meanc -0.24 -0.18 -0.06 (-0.17, 0.05) 0.291  

SEc 0.038 0.039    

95% CIc -0.31, -0.16 -0.26, -0.10    

 

  Day 15 Actual n 292 286    

Mean 0.14 0.08    

SD 0.459 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 233 222    

Mean -0.24 -0.38    

SD 0.778 0.814    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (0.01, 0.22)     

Ls Meanb -0.29 -0.38 0.10 (0.01, 0.18) 0.035  

SEb 0.032 0.032    

95% CIb -0.35, -0.23 -0.45, -0.32    

Ls Meanc -0.27 -0.36 0.09 (0.02, 0.17) 0.014  

SEc 0.026 0.027    

95% CIc -0.32, -0.22 -0.42, -0.31    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Actual n 251 236    

Mean 0.08 0.08    

SD 0.330 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 207 199    

Mean -0.32 -0.38    

SD 0.816 0.838    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.16)     

Ls Meanb -0.34 -0.38 0.04 (-0.05, 0.13) 0.352  

SEb 0.032 0.033    

95% CIb -0.40, -0.28 -0.45, -0.32    

Ls Meanc -0.35 -0.36 0.01 (-0.05, 0.08) 0.655  

SEc 0.023 0.023    

95% CIc -0.39, -0.30 -0.41, -0.32    

 

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.05)     

Ls Meanb -0.48 -0.49 0.01 (-0.02, 0.04) 0.357  

 

  Baseline Actual n 311 308  0.370d  

Mean 0.63 0.68    

SD 0.809 0.852    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Actual n 351 356    

Mean 0.37 0.35    

SD 0.679 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.23 -0.36    

SD 0.814 0.833    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.26 -0.30 0.05 (-0.03, 0.12) 0.227  

SEb 0.027 0.027    

95% CIb -0.31, -0.20 -0.35, -0.25    

Ls Meanc -0.26 -0.33 0.07 (-0.03, 0.17) 0.192  

SEc 0.036 0.036    

95% CIc -0.33, -0.19 -0.40, -0.26    

 

  Day 6 Actual n 321 322    

Mean 0.25 0.21    

SD 0.618 0.533    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 265 252    

Mean -0.38 -0.48    

SD 0.850 0.930    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.10)     

Ls Meanb -0.42 -0.43 0.01 (-0.07, 0.08) 0.869  

SEb 0.028 0.028    

95% CIb -0.48, -0.37 -0.49, -0.38    

Ls Meanc -0.42 -0.44 0.02 (-0.07, 0.12) 0.606  

SEc 0.033 0.034    

95% CIc -0.48, -0.35 -0.51, -0.37    

 

  Day 15 Actual n 292 286    

Mean 0.12 0.09    

SD 0.423 0.348    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 233 222    

Mean -0.48 -0.59    

SD 0.866 0.866    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.52 -0.55 0.03 (-0.06, 0.11) 0.542  

SEb 0.029 0.030    

95% CIb -0.58, -0.46 -0.61, -0.49    

Ls Meanc -0.52 -0.55 0.02 (-0.05, 0.09) 0.534  

SEc 0.025 0.026    

95% CIc -0.57, -0.47 -0.60, -0.49    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Actual n 251 236    

Mean 0.06 0.11    

SD 0.305 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 207 199    

Mean -0.54 -0.55    

SD 0.846 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.05)     

Ls Meanb -0.58 -0.53 -0.05 (-0.13, 0.04) 0.284  

SEb 0.030 0.030    

95% CIb -0.64, -0.52 -0.59, -0.47    

Ls Meanc -0.56 -0.53 -0.03 (-0.10, 0.03) 0.282  

SEc 0.023 0.023    

95% CIc -0.61, -0.52 -0.57, -0.48    

 

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.10 -0.09 0.00 (-0.01, 0.00) 0.321  

 

  Baseline Actual n 311 308  0.734d  

Mean 0.14 0.09    

SD 0.540 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Actual n 351 356    

Mean 0.05 0.04    

SD 0.269 0.268    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 286    

Mean -0.09 -0.04    

SD 0.495 0.372    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.06)     

Ls Meanb -0.06 -0.06 0.00 (-0.03, 0.03) 0.883  

SEb 0.011 0.011    

95% CIb -0.09, -0.04 -0.08, -0.04    

Ls Meanc -0.07 -0.06 -0.01 (-0.05, 0.04) 0.774  

SEc 0.015 0.015    

95% CIc -0.10, -0.04 -0.09, -0.03    

 

  Day 6 Actual n 321 322    

Mean 0.03 0.03    

SD 0.215 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 265 252    

Mean -0.10 -0.04    

SD 0.535 0.467    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.04)     

Ls Meanb -0.08 -0.06 -0.02 (-0.05, 0.02) 0.356  

SEb 0.011 0.012    

95% CIb -0.10, -0.05 -0.08, -0.04    

Ls Meanc -0.07 -0.06 -0.02 (-0.06, 0.03) 0.497  

SEc 0.016 0.016    

95% CIc -0.11, -0.04 -0.09, -0.03    

 

  Day 15 Actual n 292 286    

Mean 0.01 0.01    

SD 0.143 0.118    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 233 222    

Mean -0.14 -0.07    

SD 0.571 0.329    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.10 -0.10 0.00 (-0.03, 0.04) 0.815  

SEb 0.012 0.012    

95% CIb -0.12, -0.08 -0.13, -0.08    

Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.03) 0.205  

SEc 0.007 0.008    

95% CIc -0.11, -0.08 -0.12, -0.09    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Actual n 251 236    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 207 199    

Mean -0.16 -0.08    

SD 0.598 0.347    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.07)     

Ls Meanb -0.12 -0.12 0.00 (-0.04, 0.03) 0.932  

SEb 0.013 0.013    

95% CIb -0.14, -0.09 -0.14, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Age ≥ 65 Body Aches Overall  Effect Size (95% 

CI)a 

0.13 (0.01, 0.25)     

Ls Meanb -0.33 -0.45 0.11 (0.00, 0.22) 0.042  

 

  Baseline Actual n 37 46    

Mean 0.78 0.57    

SD 1.004 0.779    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 48 47    

Mean 0.71 0.49    

SD 0.898 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 30 39    

Mean -0.03 -0.08    

SD 0.765 0.807    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.21, 0.38)     

Ls Meanb -0.03 -0.11 0.08 (-0.19, 0.34) 0.577  

SEb 0.100 0.091    

95% CIb -0.23, 0.16 -0.29, 0.07    

Ls Meanc -0.01 -0.10 0.10 (-0.23, 0.42) 0.563  

SEc 0.125 0.110    

95% CIc -0.26, 0.24 -0.32, 0.12    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.50 0.33    

SD 0.899 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 33 32    

Mean -0.24 -0.22    

SD 0.969 0.975    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.20 (-0.11, 0.50)     

Ls Meanb -0.12 -0.29 0.17 (-0.10, 0.44) 0.208  

SEb 0.098 0.097    

95% CIb -0.31, 0.07 -0.48, -0.10    

Ls Meanc -0.13 -0.23 0.10 (-0.29, 0.50) 0.604  

SEc 0.142 0.143    

95% CIc -0.42, 0.15 -0.52, 0.05    

 

  Day 15 Actual n 46 38    

Mean 0.24 0.08    

SD 0.603 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.43 -0.48    

SD 0.858 0.811    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.25 (-0.07, 0.57)     

Ls Meanb -0.34 -0.56 0.22 (-0.06, 0.50) 0.131  

SEb 0.103 0.101    

95% CIb -0.55, -0.14 -0.76, -0.36    

Ls Meanc -0.36 -0.57 0.21 (-0.04, 0.46) 0.092  

SEc 0.090 0.088    

95% CIc -0.54, -0.18 -0.75, -0.39    

 

  Day 29 Actual n 32 32    

Mean 0.22 0.03    

SD 0.553 0.177    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 26 27    

Mean -0.46 -0.52    

SD 1.029 0.753    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.16, 0.48)     

Ls Meanb -0.40 -0.55 0.14 (-0.14, 0.43) 0.324  

SEb 0.105 0.101    

95% CIb -0.61, -0.20 -0.75, -0.35    

Ls Meanc -0.39 -0.60 0.21 (-0.03, 0.46) 0.089  

SEc 0.087 0.090    

95% CIc -0.56, -0.21 -0.78, -0.42    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.16)     

Ls Meanb -0.56 -0.64 0.09 (0.02, 0.15) 0.013  

 

  Baseline Actual n 37 46    

Mean 0.70 0.65    

SD 0.939 0.948    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 47    

Mean 0.34 0.26    

SD 0.700 0.530    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 29 39    

Mean -0.17 -0.44    

SD 0.539 0.882    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.07, 0.34)     

Ls Meanb -0.30 -0.43 0.13 (-0.07, 0.32) 0.199  

SEb 0.074 0.066    

95% CIb -0.45, -0.16 -0.56, -0.30    

Ls Meanc -0.22 -0.41 0.19 (-0.08, 0.46) 0.170  

SEc 0.103 0.089    

95% CIc -0.43, -0.02 -0.59, -0.23    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.15 0.05    

SD 0.505 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 33 32    

Mean -0.45 -0.69    

SD 1.034 1.061    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.05, 0.37)     

Ls Meanb -0.49 -0.64 0.15 (-0.05, 0.35) 0.144  

SEb 0.072 0.071    

95% CIb -0.63, -0.35 -0.78, -0.50    

Ls Meanc -0.49 -0.64 0.15 (-0.10, 0.40) 0.225  

SEc 0.089 0.090    

95% CIc -0.67, -0.31 -0.82, -0.46    

 

  Day 15 Actual n 46 38    

Mean 0.07 0.00    

SD 0.327 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.57 -0.77    

SD 0.898 1.023    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.11, 0.33)     

Ls Meanb -0.61 -0.72 0.11 (-0.10, 0.31) 0.318  

SEb 0.075 0.074    

95% CIb -0.76, -0.47 -0.86, -0.57    

Ls Meanc -0.63 -0.74 0.11 (-0.04, 0.25) 0.151  

SEc 0.052 0.052    

95% CIc -0.74, -0.53 -0.84, -0.63    

 

  Day 29 Actual n 32 32    

Mean 0.06 0.00    

SD 0.354 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 26 27    

Mean -0.65 -0.67    

SD 0.977 1.038    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.17, 0.28)     

Ls Meanb -0.66 -0.72 0.05 (-0.16, 0.26) 0.631  

SEb 0.078 0.076    

95% CIb -0.82, -0.51 -0.86, -0.57    

Ls Meanc -0.63 -0.71 0.08 (-0.07, 0.24) 0.277  

SEc 0.055 0.057    

95% CIc -0.74, -0.52 -0.83, -0.60    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.11 (0.02, 0.20)     

Ls Meanb -0.37 -0.46 0.09 (0.02, 0.17) 0.018  

 

  Baseline Actual n 37 46    

Mean 0.54 0.48    

SD 0.803 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 48 47    

Mean 0.54 0.26    

SD 0.798 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 30 39    

Mean -0.03 -0.26    

SD 0.615 0.785    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.27 (0.01, 0.53)     

Ls Meanb -0.07 -0.29 0.22 (0.01, 0.43) 0.039  

SEb 0.079 0.071    

95% CIb -0.23, 0.08 -0.43, -0.15    

Ls Meanc -0.05 -0.28 0.23 (-0.06, 0.53) 0.116  

SEc 0.112 0.098    

95% CIc -0.27, 0.18 -0.48, -0.08    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.31 0.13    

SD 0.512 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 33 32    

Mean -0.21 -0.47    

SD 0.696 0.718    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.06, 0.47)     

Ls Meanb -0.28 -0.45 0.16 (-0.05, 0.38) 0.129  

SEb 0.077 0.076    

95% CIb -0.43, -0.13 -0.60, -0.30    

Ls Meanc -0.26 -0.44 0.18 (-0.01, 0.37) 0.066  

SEc 0.068 0.069    

95% CIc -0.40, -0.13 -0.58, -0.30    

 

  Day 15 Actual n 46 38    

Mean 0.15 0.05    

SD 0.420 0.226    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.40 -0.52    

SD 0.894 0.996    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.14, 0.41)     

Ls Meanb -0.42 -0.52 0.11 (-0.11, 0.33) 0.339  

SEb 0.081 0.079    

95% CIb -0.57, -0.26 -0.68, -0.37    

Ls Meanc -0.39 -0.49 0.10 (-0.09, 0.29) 0.294  

SEc 0.069 0.068    

95% CIc -0.53, -0.25 -0.63, -0.36    

 

  Day 29 Actual n 32 32    

Mean 0.06 0.09    

SD 0.246 0.296    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 26 27    

Mean -0.38 -0.59    

SD 0.804 1.047    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.16, 0.40)     

Ls Meanb -0.46 -0.56 0.10 (-0.13, 0.32) 0.407  

SEb 0.083 0.081    

95% CIb -0.63, -0.30 -0.72, -0.40    

Ls Meanc -0.48 -0.48 -0.01 (-0.16, 0.15) 0.935  

SEc 0.055 0.056    

95% CIc -0.59, -0.37 -0.59, -0.36    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.17 (0.02, 0.31)     

Ls Meanb -0.55 -0.69 0.14 (0.01, 0.27) 0.032  

 

  Baseline Actual n 37 46    

Mean 1.00 1.20    

SD 0.782 0.885    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 48 47    

Mean 1.02 0.94    

SD 0.812 0.818    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 30 39    

Mean 0.00 -0.28    

SD 0.455 0.944    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.20, 0.49)     

Ls Meanb -0.10 -0.23 0.12 (-0.17, 0.41) 0.408  

SEb 0.109 0.099    

95% CIb -0.32, 0.11 -0.42, -0.03    

Ls Meanc -0.05 -0.23 0.17 (-0.15, 0.50) 0.290  

SEc 0.125 0.109    

95% CIc -0.30, 0.20 -0.44, -0.01    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.75 0.74    

SD 0.838 0.715    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 33 32    

Mean -0.15 -0.59    

SD 0.755 0.946    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.15, 0.55)     

Ls Meanb -0.19 -0.36 0.17 (-0.13, 0.46) 0.269  

SEb 0.108 0.106    

95% CIb -0.40, 0.02 -0.56, -0.15    

Ls Meanc -0.21 -0.49 0.28 (-0.09, 0.65) 0.133  

SEc 0.131 0.131    

95% CIc -0.48, 0.05 -0.76, -0.23    

 

  Day 15 Actual n 46 38    

Mean 0.39 0.32    

SD 0.714 0.525    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.60 -0.97    

SD 0.932 0.875    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.16, 0.58)     

Ls Meanb -0.65 -0.83 0.18 (-0.13, 0.49) 0.268  

SEb 0.113 0.111    

95% CIb -0.87, -0.43 -1.04, -0.61    

Ls Meanc -0.65 -0.84 0.18 (-0.16, 0.52) 0.287  

SEc 0.123 0.120    

95% CIc -0.90, -0.41 -1.08, -0.60    

 

  Day 29 Actual n 32 32    

Mean 0.22 0.19    

SD 0.491 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 26 27    

Mean -0.81 -1.15    

SD 0.849 1.027    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.24, 0.50)     

Ls Meanb -0.85 -0.96 0.11 (-0.20, 0.42) 0.485  

SEb 0.114 0.110    

95% CIb -1.08, -0.63 -1.18, -0.75    

Ls Meanc -0.93 -1.01 0.09 (-0.17, 0.34) 0.498  

SEc 0.090 0.092    

95% CIc -1.11, -0.74 -1.20, -0.83    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.27 -0.28 0.01 (-0.04, 0.05) 0.754  

 

  Baseline Actual n 37 46    

Mean 0.49 0.28    

SD 0.768 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 47 47    

Mean 0.43 0.23    

SD 0.715 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 29 39    

Mean -0.03 -0.05    

SD 0.680 0.944    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.22 (-0.01, 0.46)     

Ls Meanb 0.05 -0.10 0.15 (-0.01, 0.31) 0.063  

SEb 0.061 0.053    

95% CIb -0.07, 0.17 -0.21, 0.00    

Ls Meanc 0.04 -0.10 0.14 (-0.16, 0.44) 0.357  

SEc 0.115 0.100    

95% CIc -0.19, 0.27 -0.30, 0.10    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.19 0.08    

SD 0.491 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 33 32    

Mean -0.30 -0.19    

SD 0.684 0.693    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.24, 0.24)     

Ls Meanb -0.24 -0.24 0.00 (-0.16, 0.16) 0.991  

SEb 0.058 0.058    

95% CIb -0.35, -0.13 -0.36, -0.13    

Ls Meanc -0.22 -0.23 0.01 (-0.16, 0.18) 0.917  

SEc 0.061 0.062    

95% CIc -0.34, -0.09 -0.35, -0.10    

 

  Day 15 Actual n 46 38    

Mean 0.02 0.08    

SD 0.147 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.43 -0.26    

SD 0.774 0.682    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.26, 0.23)     

Ls Meanb -0.34 -0.33 -0.01 (-0.18, 0.16) 0.904  

SEb 0.061 0.060    

95% CIb -0.45, -0.22 -0.44, -0.21    

Ls Meanc -0.35 -0.36 0.01 (-0.09, 0.10) 0.868  

SEc 0.034 0.034    

95% CIc -0.42, -0.28 -0.42, -0.29    

 

  Day 29 Actual n 32 32    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 26 27    

Mean -0.42 -0.30    

SD 0.703 0.669    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.31, 0.21)     

Ls Meanb -0.37 -0.33 -0.04 (-0.21, 0.14) 0.693  

SEb 0.064 0.062    

95% CIb -0.49, -0.24 -0.45, -0.21    

Ls Meanc -0.36 -0.36 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.36, -0.36 -0.36, -0.36    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.20 (0.00, 0.39)     

Ls Meanb 0.04 -0.10 0.13 (0.00, 0.26) 0.050  

 

  Baseline Actual n 37 46    

Mean 0.27 0.20    

SD 0.769 0.582    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 48 47    

Mean 0.33 0.04    

SD 0.781 0.204    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 30 39    

Mean 0.07 -0.13    

SD 0.785 0.522    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.23 (-0.16, 0.61)     

Ls Meanb 0.01 -0.14 0.15 (-0.11, 0.41) 0.251  

SEb 0.097 0.090    

95% CIb -0.18, 0.20 -0.32, 0.03    

Ls Meanc 0.05 -0.13 0.18 (-0.03, 0.40) 0.088  

SEc 0.081 0.071    

95% CIc -0.11, 0.22 -0.27, 0.01    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.21 0.10    

SD 0.617 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 33 32    

Mean 0.00 -0.09    

SD 0.935 0.689    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.31, 0.48)     

Ls Meanb 0.02 -0.03 0.06 (-0.21, 0.32) 0.682  

SEb 0.097 0.094    

95% CIb -0.17, 0.21 -0.22, 0.15    

Ls Meanc 0.03 -0.06 0.09 (-0.18, 0.36) 0.510  

SEc 0.097 0.098    

95% CIc -0.17, 0.22 -0.26, 0.13    

 

  Day 15 Actual n 46 38    

Mean 0.22 0.11    

SD 0.728 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean 0.10 -0.13    

SD 1.062 0.806    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.24 (-0.17, 0.66)     

Ls Meanb 0.06 -0.10 0.16 (-0.12, 0.44) 0.251  

SEb 0.102 0.099    

95% CIb -0.14, 0.26 -0.29, 0.10    

Ls Meanc 0.09 -0.07 0.16 (-0.17, 0.50) 0.327  

SEc 0.121 0.119    

95% CIc -0.15, 0.34 -0.31, 0.17    

 

  Day 29 Actual n 32 32    

Mean 0.13 0.06    

SD 0.492 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 27    

Mean 0.00 -0.22    

SD 0.849 0.698    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.22, 0.59)     

Ls Meanb -0.05 -0.17 0.12 (-0.15, 0.40) 0.379  

SEb 0.101 0.097    

95% CIb -0.24, 0.15 -0.36, 0.02    

Ls Meanc -0.03 -0.18 0.15 (-0.07, 0.36) 0.175  

SEc 0.077 0.080    

95% CIc -0.19, 0.12 -0.34, -0.02    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.08 (-0.24, 0.08)     

Ls Meanb -0.47 -0.40 -0.08 (-0.25, 0.09) 0.357  

 

  Baseline Actual n 37 46    

Mean 1.24 1.24    

SD 1.011 1.058    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 48 47    

Mean 1.17 1.02    

SD 0.996 1.053    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 30 39    

Mean -0.03 -0.13    

SD 0.964 0.864    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.24, 0.47)     

Ls Meanb 0.00 -0.12 0.12 (-0.25, 0.49) 0.525  

SEb 0.138 0.127    

95% CIb -0.28, 0.27 -0.37, 0.13    

Ls Meanc -0.06 -0.21 0.15 (-0.22, 0.52) 0.416  

SEc 0.142 0.124    

95% CIc -0.34, 0.22 -0.46, 0.04    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.90 1.05    

SD 0.994 0.972    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

   Change n 33 32    

Mean -0.21 -0.19    

SD 0.893 0.780    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.53, 0.19)     

Ls Meanb -0.22 -0.04 -0.18 (-0.55, 0.20) 0.356  

SEb 0.137 0.135    

95% CIb -0.49, 0.05 -0.30, 0.22    

Ls Meanc -0.19 -0.18 -0.01 (-0.38, 0.35) 0.939  

SEc 0.130 0.132    

95% CIc -0.45, 0.07 -0.44, 0.09    

 

  Day 15 Actual n 46 38    

Mean 0.59 0.58    

SD 0.884 0.826    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.57 -0.61    

SD 1.104 1.054    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.34, 0.42)     

Ls Meanb -0.52 -0.56 0.04 (-0.35, 0.44) 0.839  

SEb 0.144 0.141    

95% CIb -0.80, -0.24 -0.84, -0.28    

Ls Meanc -0.53 -0.63 0.09 (-0.35, 0.54) 0.682  

SEc 0.162 0.160    

95% CIc -0.86, -0.21 -0.95, -0.31    

 

  Day 29 Actual n 32 32    

Mean 0.34 0.47    

SD 0.602 0.803    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 27    

Mean -0.58 -0.78    

SD 0.945 1.188    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.32, 0.44)     

Ls Meanb -0.66 -0.72 0.06 (-0.33, 0.46) 0.746  

SEb 0.145 0.139    

95% CIb -0.94, -0.37 -1.00, -0.45    

Ls Meanc -0.68 -0.71 0.03 (-0.35, 0.41) 0.876  

SEc 0.135 0.139    

95% CIc -0.95, -0.40 -0.98, -0.43    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.53 -0.57 0.04 (-0.05, 0.12) 0.358  

 

  Baseline Actual n 37 46    

Mean 0.76 0.83    

SD 0.955 0.950    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 48 47    

Mean 0.50 0.36    

SD 0.744 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 30 39    

Mean -0.17 -0.44    

SD 0.834 0.940    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.18 (-0.06, 0.41)     

Ls Meanb -0.20 -0.37 0.17 (-0.06, 0.39) 0.141  

SEb 0.085 0.077    

95% CIb -0.37, -0.03 -0.52, -0.22    

Ls Meanc -0.23 -0.42 0.19 (-0.12, 0.51) 0.226  

SEc 0.121 0.106    

95% CIc -0.47, 0.02 -0.63, -0.21    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.42 0.28    

SD 0.710 0.605    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 33 32    

Mean -0.33 -0.50    

SD 0.957 0.950    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.12, 0.36)     

Ls Meanb -0.37 -0.48 0.12 (-0.11, 0.34) 0.323  

SEb 0.083 0.083    

95% CIb -0.53, -0.20 -0.64, -0.32    

Ls Meanc -0.34 -0.46 0.12 (-0.16, 0.41) 0.385  

SEc 0.102 0.103    

95% CIc -0.54, -0.13 -0.67, -0.26    

 

  Day 15 Actual n 46 38    

Mean 0.11 0.16    

SD 0.379 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.60 -0.55    

SD 0.968 0.961    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.37, 0.14)     

Ls Meanb -0.65 -0.54 -0.11 (-0.35, 0.13) 0.366  

SEb 0.087 0.086    

95% CIb -0.82, -0.48 -0.71, -0.37    

Ls Meanc -0.58 -0.49 -0.09 (-0.29, 0.10) 0.338  

SEc 0.070 0.069    

95% CIc -0.72, -0.44 -0.62, -0.35    

 

  Day 29 Actual n 32 32    

Mean 0.13 0.06    

SD 0.336 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 26 27    

Mean -0.62 -0.85    

SD 0.983 0.949    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.21, 0.30)     

Ls Meanb -0.65 -0.70 0.04 (-0.20, 0.29) 0.740  

SEb 0.090 0.087    

95% CIb -0.83, -0.48 -0.87, -0.53    

Ls Meanc -0.69 -0.78 0.09 (-0.09, 0.27) 0.324  

SEc 0.064 0.066    

95% CIc -0.82, -0.56 -0.91, -0.65    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.09 (-0.04, 0.21)     

Ls Meanb -0.47 -0.55 0.08 (-0.03, 0.20) 0.166  

 

  Baseline Actual n 37 46    

Mean 0.84 0.83    

SD 0.866 0.973    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 48 47    

Mean 0.79 0.47    

SD 0.944 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 30 39    

Mean 0.00 -0.41    

SD 0.830 0.910    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.35 (0.05, 0.65)     

Ls Meanb 0.00 -0.33 0.33 (0.05, 0.60) 0.021  

SEb 0.105 0.096    

95% CIb -0.21, 0.20 -0.52, -0.14    

Ls Meanc -0.02 -0.39 0.37 (0.04, 0.71) 0.029  

SEc 0.128 0.112    

95% CIc -0.27, 0.24 -0.61, -0.17    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.56 0.41    

SD 0.943 0.751    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 33 32    

Mean -0.18 -0.47    

SD 0.683 1.047    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.32 (0.01, 0.62)     

Ls Meanb -0.14 -0.44 0.30 (0.01, 0.58) 0.041  

SEb 0.103 0.102    

95% CIb -0.34, 0.06 -0.64, -0.24    

Ls Meanc -0.16 -0.42 0.26 (-0.11, 0.63) 0.162  

SEc 0.132 0.134    

95% CIc -0.42, 0.11 -0.69, -0.15    

 

  Day 15 Actual n 46 38    

Mean 0.20 0.11    

SD 0.582 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.50 -0.74    

SD 0.777 0.965    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.15, 0.49)     

Ls Meanb -0.53 -0.69 0.16 (-0.14, 0.46) 0.292  

SEb 0.109 0.107    

95% CIb -0.74, -0.32 -0.90, -0.48    

Ls Meanc -0.52 -0.70 0.19 (-0.09, 0.46) 0.176  

SEc 0.100 0.098    

95% CIc -0.72, -0.32 -0.90, -0.51    

 

  Day 29 Actual n 32 32    

Mean 0.16 0.09    

SD 0.448 0.296    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 26 27    

Mean -0.62 -0.78    

SD 0.804 0.974    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.29, 0.35)     

Ls Meanb -0.63 -0.65 0.03 (-0.27, 0.33) 0.858  

SEb 0.110 0.106    

95% CIb -0.84, -0.41 -0.86, -0.45    

Ls Meanc -0.66 -0.76 0.10 (-0.12, 0.32) 0.371  

SEc 0.079 0.082    

95% CIc -0.82, -0.50 -0.92, -0.59    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.03 (-0.03, 0.10)     

Ls Meanb -0.28 -0.31 0.02 (-0.02, 0.06) 0.333  

 

  Baseline Actual n 37 46    

Mean 0.41 0.30    

SD 0.686 0.591    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 48 47    

Mean 0.23 0.19    

SD 0.592 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 30 39    

Mean -0.07 -0.13    

SD 0.785 0.570    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.21 (-0.01, 0.44)     

Ls Meanb -0.04 -0.17 0.14 (0.00, 0.28) 0.059  

SEb 0.054 0.048    

95% CIb -0.14, 0.07 -0.27, -0.08    

Ls Meanc -0.02 -0.14 0.12 (-0.15, 0.39) 0.383  

SEc 0.103 0.090    

95% CIc -0.23, 0.18 -0.32, 0.04    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.17 0.18    

SD 0.476 0.506    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 33 32    

Mean -0.15 -0.22    

SD 0.712 0.553    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.10, 0.35)     

Ls Meanb -0.13 -0.21 0.08 (-0.06, 0.22) 0.278  

SEb 0.052 0.052    

95% CIb -0.23, -0.02 -0.31, -0.10    

Ls Meanc -0.10 -0.20 0.10 (-0.11, 0.32) 0.344  

SEc 0.078 0.079    

95% CIc -0.25, 0.06 -0.36, -0.04    

 

  Day 15 Actual n 46 38    

Mean 0.02 0.00    

SD 0.147 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.37 -0.35    

SD 0.615 0.661    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.20, 0.27)     

Ls Meanb -0.33 -0.36 0.02 (-0.13, 0.17) 0.755  

SEb 0.055 0.054    

95% CIb -0.44, -0.23 -0.46, -0.25    

Ls Meanc -0.35 -0.38 0.03 (-0.03, 0.09) 0.332  

SEc 0.023 0.023    

95% CIc -0.39, -0.30 -0.42, -0.33    

 

  Day 29 Actual n 32 32    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 26 27    

Mean -0.38 -0.30    

SD 0.697 0.609    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.28, 0.21)     

Ls Meanb -0.35 -0.32 -0.02 (-0.18, 0.13) 0.771  

SEb 0.057 0.056    

95% CIb -0.46, -0.23 -0.43, -0.21    

Ls Meanc -0.34 -0.34 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.34, -0.34 -0.34, -0.34    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.07 (-0.16, 0.01)     

Ls Meanb -0.29 -0.22 -0.06 (-0.14, 0.01) 0.100  

 

  Baseline Actual n 37 46    

Mean 0.43 0.50    

SD 0.899 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 48 47    

Mean 0.35 0.32    

SD 0.635 0.695    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 30 39    

Mean -0.10 -0.10    

SD 0.885 0.821    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.26, 0.18)     

Ls Meanb -0.07 -0.04 -0.03 (-0.22, 0.16) 0.751  

SEb 0.071 0.064    

95% CIb -0.21, 0.06 -0.17, 0.08    

Ls Meanc -0.14 -0.10 -0.04 (-0.35, 0.26) 0.791  

SEc 0.117 0.102    

95% CIc -0.38, 0.09 -0.31, 0.10    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 80 of 1392 

Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.15 0.26    

SD 0.412 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 33 32    

Mean -0.27 -0.13    

SD 0.911 0.554    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.36, 0.09)     

Ls Meanb -0.24 -0.13 -0.11 (-0.31, 0.08) 0.241  

SEb 0.070 0.069    

95% CIb -0.38, -0.11 -0.26, 0.01    

Ls Meanc -0.28 -0.12 -0.16 (-0.39, 0.08) 0.184  

SEc 0.084 0.085    

95% CIc -0.44, -0.11 -0.29, 0.05    

 

  Day 15 Actual n 46 38    

Mean 0.07 0.08    

SD 0.250 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.27 -0.29    

SD 0.691 0.739    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.28, 0.19)     

Ls Meanb -0.34 -0.30 -0.04 (-0.24, 0.16) 0.706  

SEb 0.073 0.072    

95% CIb -0.48, -0.20 -0.44, -0.16    

Ls Meanc -0.31 -0.26 -0.05 (-0.18, 0.07) 0.391  

SEc 0.044 0.044    

95% CIc -0.40, -0.22 -0.35, -0.17    

 

  Day 29 Actual n 32 32    

Mean 0.06 0.09    

SD 0.246 0.390    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 26 27    

Mean -0.27 -0.22    

SD 0.604 0.847    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.31, 0.17)     

Ls Meanb -0.35 -0.29 -0.06 (-0.26, 0.14) 0.568  

SEb 0.075 0.072    

95% CIb -0.49, -0.20 -0.43, -0.15    

Ls Meanc -0.27 -0.19 -0.08 (-0.27, 0.11) 0.397  

SEc 0.067 0.069    

95% CIc -0.41, -0.14 -0.33, -0.06    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.11 (-0.22, -0.01)     

Ls Meanb -0.35 -0.25 -0.10 (-0.20, -0.01) 0.039  

 

  Baseline Actual n 37 46    

Mean 0.43 0.59    

SD 0.899 0.956    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 48 47    

Mean 0.35 0.23    

SD 0.668 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 30 39    

Mean -0.10 -0.28    

SD 0.845 1.025    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.16, 0.31)     

Ls Meanb -0.14 -0.21 0.07 (-0.15, 0.29) 0.530  

SEb 0.082 0.075    

95% CIb -0.30, 0.02 -0.36, -0.07    

Ls Meanc -0.18 -0.26 0.07 (-0.21, 0.36) 0.612  

SEc 0.109 0.096    

95% CIc -0.40, 0.03 -0.45, -0.07    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.17 0.31    

SD 0.476 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 33 32    

Mean -0.24 -0.19    

SD 0.936 0.896    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.21 (-0.45, 0.03)     

Ls Meanb -0.26 -0.07 -0.19 (-0.42, 0.03) 0.086  

SEb 0.081 0.080    

95% CIb -0.42, -0.11 -0.23, 0.09    

Ls Meanc -0.30 -0.14 -0.16 (-0.44, 0.12) 0.255  

SEc 0.100 0.102    

95% CIc -0.50, -0.10 -0.34, 0.07    

 

  Day 15 Actual n 46 38    

Mean 0.04 0.08    

SD 0.206 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.37 -0.42    

SD 0.809 1.025    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.34, 0.16)     

Ls Meanb -0.43 -0.34 -0.09 (-0.32, 0.15) 0.470  

SEb 0.085 0.083    

95% CIb -0.59, -0.26 -0.50, -0.18    

Ls Meanc -0.44 -0.35 -0.10 (-0.21, 0.02) 0.095  

SEc 0.041 0.040    

95% CIc -0.52, -0.36 -0.43, -0.27    

 

  Day 29 Actual n 32 32    

Mean 0.00 0.16    

SD 0.000 0.515    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 26 27    

Mean -0.23 -0.30    

SD 0.587 1.137    

Min -2.00 -4.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.49, 0.00)     

Ls Meanb -0.45 -0.22 -0.23 (-0.46, 0.00) 0.054  

SEb 0.085 0.082    

95% CIb -0.62, -0.28 -0.38, -0.06    

Ls Meanc -0.35 -0.15 -0.20 (-0.43, 0.03) 0.088  

SEc 0.081 0.084    

95% CIc -0.52, -0.19 -0.32, 0.01    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.19 (0.10, 0.28)     

Ls Meanb -0.26 -0.39 0.13 (0.06, 0.19) <.001  

 

  Baseline Actual n 36 46    

Mean 0.58 0.30    

SD 0.692 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 48 47    

Mean 0.56 0.17    

SD 0.823 0.380    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 29 39    

Mean 0.00 -0.15    

SD 0.598 0.587    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.55 (0.28, 0.82)     

Ls Meanb 0.09 -0.28 0.37 (0.19, 0.56) <.001  

SEb 0.070 0.062    

95% CIb -0.05, 0.22 -0.41, -0.16    

Ls Meanc 0.05 -0.22 0.27 (0.03, 0.52) 0.031  

SEc 0.094 0.081    

95% CIc -0.13, 0.24 -0.38, -0.06    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.35 0.13    

SD 0.483 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 32 32    

Mean -0.19 -0.28    

SD 0.644 0.683    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.31 (0.04, 0.59)     

Ls Meanb -0.12 -0.33 0.21 (0.02, 0.40) 0.027  

SEb 0.068 0.067    

95% CIb -0.25, 0.02 -0.46, -0.20    

Ls Meanc -0.14 -0.35 0.21 (0.01, 0.41) 0.042  

SEc 0.072 0.072    

95% CIc -0.29, 0.00 -0.50, -0.21    

 

  Day 15 Actual n 46 38    

Mean 0.17 0.03    

SD 0.383 0.162    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 29 31    

Mean -0.31 -0.39    

SD 0.712 0.715    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.05, 0.53)     

Ls Meanb -0.28 -0.44 0.16 (-0.03, 0.36) 0.103  

SEb 0.072 0.070    

95% CIb -0.42, -0.13 -0.57, -0.30    

Ls Meanc -0.24 -0.44 0.20 (0.03, 0.37) 0.025  

SEc 0.062 0.060    

95% CIc -0.36, -0.12 -0.56, -0.32    

 

  Day 29 Actual n 32 32    

Mean 0.09 0.06    

SD 0.296 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 25 27    

Mean -0.44 -0.33    

SD 0.821 0.784    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.25, 0.35)     

Ls Meanb -0.39 -0.42 0.03 (-0.17, 0.24) 0.735  

SEb 0.075 0.071    

95% CIb -0.54, -0.24 -0.56, -0.28    

Ls Meanc -0.36 -0.40 0.04 (-0.13, 0.21) 0.649  

SEc 0.062 0.063    

95% CIc -0.48, -0.24 -0.53, -0.27    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 88 of 1392 

Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.26 (0.08, 0.44)     

Ls Meanb 0.02 -0.16 0.18 (0.05, 0.31) 0.006  

 

  Baseline Actual n 37 46    

Mean 0.43 0.24    

SD 0.867 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 48 47    

Mean 0.44 0.15    

SD 0.823 0.360    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 30 39    

Mean -0.03 -0.05    

SD 0.718 0.510    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.24, 0.56)     

Ls Meanb 0.01 -0.10 0.11 (-0.17, 0.39) 0.430  

SEb 0.105 0.096    

95% CIb -0.19, 0.22 -0.29, 0.09    

Ls Meanc 0.02 -0.08 0.10 (-0.13, 0.33) 0.378  

SEc 0.087 0.076    

95% CIc -0.15, 0.20 -0.23, 0.08    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.48 0.18    

SD 0.945 0.506    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 33 32    

Mean 0.18 -0.06    

SD 1.044 0.564    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 4.00 2.00    

Effect Size (95% 

CI)a 

0.35 (-0.06, 0.76)     

Ls Meanb 0.23 -0.01 0.24 (-0.04, 0.53) 0.093  

SEb 0.104 0.102    

95% CIb 0.03, 0.44 -0.21, 0.19    

Ls Meanc 0.26 -0.05 0.32 (-0.07, 0.70) 0.103  

SEc 0.136 0.138    

95% CIc -0.01, 0.53 -0.33, 0.22    

 

  Day 15 Actual n 46 38    

Mean 0.28 0.11    

SD 0.779 0.509    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.03 -0.10    

SD 0.999 0.831    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.26 (-0.17, 0.69)     

Ls Meanb 0.02 -0.16 0.18 (-0.12, 0.48) 0.232  

SEb 0.109 0.107    

95% CIb -0.19, 0.24 -0.37, 0.05    

Ls Meanc 0.05 -0.13 0.18 (-0.21, 0.56) 0.361  

SEc 0.137 0.136    

95% CIc -0.23, 0.32 -0.40, 0.15    

 

  Day 29 Actual n 32 32    

Mean 0.16 0.06    

SD 0.515 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 27    

Mean -0.15 -0.26    

SD 0.784 0.594    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.27 (-0.16, 0.70)     

Ls Meanb -0.07 -0.26 0.19 (-0.11, 0.49) 0.213  

SEb 0.110 0.105    

95% CIb -0.29, 0.14 -0.47, -0.05    

Ls Meanc -0.11 -0.28 0.17 (-0.04, 0.39) 0.116  

SEc 0.077 0.080    

95% CIc -0.27, 0.04 -0.44, -0.12    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.25 -0.24 -0.01 (-0.07, 0.06) 0.856  

 

  Baseline Actual n 36 46    

Mean 0.39 0.22    

SD 0.688 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 48 47    

Mean 0.31 0.11    

SD 0.624 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 29 39    

Mean 0.00 -0.13    

SD 0.707 0.570    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.28 (0.04, 0.51)     

Ls Meanb -0.03 -0.19 0.16 (0.02, 0.30) 0.021  

SEb 0.053 0.048    

95% CIb -0.13, 0.08 -0.29, -0.10    

Ls Meanc 0.02 -0.15 0.17 (-0.05, 0.39) 0.136  

SEc 0.086 0.075    

95% CIc -0.15, 0.20 -0.30, 0.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.15 0.08    

SD 0.412 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 32 32    

Mean -0.19 -0.19    

SD 0.471 0.535    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.06, 0.42)     

Ls Meanb -0.12 -0.23 0.11 (-0.04, 0.25) 0.148  

SEb 0.052 0.051    

95% CIb -0.23, -0.02 -0.33, -0.13    

Ls Meanc -0.17 -0.23 0.06 (-0.10, 0.22) 0.461  

SEc 0.058 0.058    

95% CIc -0.28, -0.05 -0.34, -0.11    

 

  Day 15 Actual n 46 38    

Mean 0.02 0.03    

SD 0.147 0.162    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 93 of 1392 

Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 29 31    

Mean -0.34 -0.26    

SD 0.670 0.575    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.32, 0.19)     

Ls Meanb -0.31 -0.27 -0.04 (-0.19, 0.11) 0.614  

SEb 0.055 0.053    

95% CIb -0.41, -0.20 -0.37, -0.16    

Ls Meanc -0.31 -0.30 0.00 (-0.10, 0.09) 0.977  

SEc 0.034 0.033    

95% CIc -0.37, -0.24 -0.37, -0.24    

 

  Day 29 Actual n 32 32    

Mean 0.00 0.06    

SD 0.000 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 25 27    

Mean -0.40 -0.22    

SD 0.707 0.577    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.40, 0.11)     

Ls Meanb -0.34 -0.25 -0.09 (-0.24, 0.06) 0.258  

SEb 0.056 0.053    

95% CIb -0.44, -0.23 -0.35, -0.14    

Ls Meanc -0.35 -0.28 -0.08 (-0.18, 0.03) 0.167  

SEc 0.039 0.039    

95% CIc -0.43, -0.28 -0.36, -0.20    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.03 (-0.05, 0.11)     

Ls Meanb -0.07 -0.08 0.01 (-0.02, 0.04) 0.514  

 

  Baseline Actual n 37 46    

Mean 0.14 0.02    

SD 0.481 0.147    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 48 47    

Mean 0.10 0.04    

SD 0.425 0.204    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 30 39    

Mean 0.00 0.03    

SD 0.525 0.280    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.32 (0.10, 0.53)     

Ls Meanb 0.07 -0.04 0.11 (0.03, 0.18) 0.004  

SEb 0.028 0.025    

95% CIb 0.02, 0.13 -0.09, 0.01    

Ls Meanc 0.07 0.01 0.05 (-0.12, 0.22) 0.545  

SEc 0.064 0.056    

95% CIc -0.06, 0.19 -0.10, 0.13    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 48 39    

Mean 0.04 0.00    

SD 0.289 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 33 32    

Mean -0.09 -0.03    

SD 0.631 0.177    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.05, 0.39)     

Ls Meanb -0.03 -0.09 0.06 (-0.02, 0.13) 0.126  

SEb 0.027 0.027    

95% CIb -0.09, 0.02 -0.14, -0.04    

Ls Meanc -0.02 -0.08 0.06 (-0.06, 0.19) 0.308  

SEc 0.044 0.045    

95% CIc -0.11, 0.07 -0.17, 0.01    

 

  Day 15 Actual n 46 38    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 96 of 1392 

Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 31    

Mean -0.17 -0.03    

SD 0.531 0.180    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.25, 0.22)     

Ls Meanb -0.09 -0.09 0.00 (-0.08, 0.07) 0.907  

SEb 0.029 0.028    

95% CIb -0.15, -0.03 -0.14, -0.03    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    

 

  Day 29 Actual n 32 32    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 26 27    

Mean -0.19 -0.04    

SD 0.567 0.192    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.30, 0.17)     

Ls Meanb -0.08 -0.06 -0.02 (-0.10, 0.06) 0.608  

SEb 0.029 0.028    

95% CIb -0.14, -0.02 -0.11, 0.00    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Age < 75 Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.01)     

Ls Meanb -0.80 -0.77 -0.03 (-0.07, 0.01) 0.123  

 

  Baseline Actual n 333 343  0.005d  

Mean 1.12 1.01    

SD 1.056 0.967    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 383 395    

Mean 0.62 0.65    

SD 0.887 0.875    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 303 317    

Mean -0.50 -0.33    

SD 1.022 0.991    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, -0.01)     

Ls Meanb -0.47 -0.36 -0.10 (-0.20, -0.01) 0.037  

SEb 0.035 0.034    

95% CIb -0.53, -0.40 -0.43, -0.30    

Ls Meanc -0.47 -0.36 -0.11 (-0.24, 0.01) 0.081  

SEc 0.046 0.045    

95% CIc -0.56, -0.38 -0.45, -0.27    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 355    

Mean 0.40 0.41    

SD 0.743 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 285 278    

Mean -0.70 -0.58    

SD 1.065 1.019    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.03)     

Ls Meanb -0.69 -0.62 -0.07 (-0.17, 0.03) 0.150  

SEb 0.035 0.036    

95% CIb -0.76, -0.62 -0.68, -0.55    

Ls Meanc -0.67 -0.62 -0.05 (-0.17, 0.06) 0.374  

SEc 0.042 0.043    

95% CIc -0.75, -0.59 -0.70, -0.53    

 

  Day 15 Actual n 323 320    

Mean 0.19 0.16    

SD 0.545 0.467    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.90 -0.84    

SD 1.114 0.968    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.88 -0.90 0.01 (-0.09, 0.12) 0.778  

SEb 0.037 0.037    

95% CIb -0.96, -0.81 -0.97, -0.82    

Ls Meanc -0.86 -0.88 0.02 (-0.07, 0.11) 0.643  

SEc 0.032 0.032    

95% CIc -0.93, -0.80 -0.95, -0.82    

 

  Day 29 Actual n 268 263    

Mean 0.12 0.12    

SD 0.445 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 221 221    

Mean -0.98 -0.91    

SD 1.108 1.021    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.93 -0.90 -0.03 (-0.13, 0.08) 0.581  

SEb 0.038 0.038    

95% CIb -1.00, -0.85 -0.97, -0.82    

Ls Meanc -0.96 -0.95 -0.01 (-0.09, 0.07) 0.852  

SEc 0.028 0.029    

95% CIc -1.01, -0.90 -1.00, -0.89    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 1392 

Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.00)     

Ls Meanb -0.68 -0.67 -0.01 (-0.03, 0.00) 0.139  

 

  Baseline Actual n 333 343  <.001d  

Mean 0.80 0.77    

SD 0.983 0.910    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 382 395    

Mean 0.34 0.32    

SD 0.701 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 302 317    

Mean -0.44 -0.44    

SD 0.975 0.864    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.02, 0.11)     

Ls Meanb -0.40 -0.45 0.04 (-0.02, 0.10) 0.154  

SEb 0.022 0.022    

95% CIb -0.44, -0.36 -0.49, -0.40    

Ls Meanc -0.43 -0.45 0.03 (-0.07, 0.13) 0.607  

SEc 0.036 0.036    

95% CIc -0.50, -0.35 -0.52, -0.38    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.09 0.20    

SD 0.373 0.550    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 279    

Mean -0.68 -0.56    

SD 0.961 0.961    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.19, -0.06)     

Ls Meanb -0.68 -0.56 -0.12 (-0.18, -0.06) <.001  

SEb 0.023 0.023    

95% CIb -0.73, -0.64 -0.61, -0.52    

Ls Meanc -0.68 -0.56 -0.12 (-0.19, -0.04) 0.002  

SEc 0.027 0.027    

95% CIc -0.73, -0.63 -0.61, -0.51    

 

  Day 15 Actual n 323 320    

Mean 0.03 0.03    

SD 0.199 0.254    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.74 -0.70    

SD 1.005 0.920    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.06)     

Ls Meanb -0.74 -0.73 -0.01 (-0.08, 0.06) 0.761  

SEb 0.024 0.024    

95% CIb -0.78, -0.69 -0.77, -0.68    

Ls Meanc -0.73 -0.71 -0.02 (-0.06, 0.02) 0.325  

SEc 0.015 0.015    

95% CIc -0.76, -0.70 -0.74, -0.68    

 

  Day 29 Actual n 268 263    

Mean 0.01 0.02    

SD 0.149 0.173    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 221 221    

Mean -0.82 -0.74    

SD 1.032 0.935    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.09)     

Ls Meanb -0.74 -0.76 0.01 (-0.06, 0.08) 0.749  

SEb 0.025 0.025    

95% CIb -0.79, -0.70 -0.81, -0.71    

Ls Meanc -0.79 -0.78 -0.01 (-0.04, 0.02) 0.565  

SEc 0.011 0.011    

95% CIc -0.81, -0.77 -0.80, -0.76    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.05)     

Ls Meanb -0.48 -0.50 0.02 (-0.02, 0.05) 0.321  

 

  Baseline Actual n 333 343  0.037d  

Mean 0.76 0.72    

SD 0.861 0.876    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.53 0.50    

SD 0.744 0.749    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 303 317    

Mean -0.20 -0.25    

SD 0.825 0.801    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.16)     

Ls Meanb -0.19 -0.25 0.06 (-0.02, 0.14) 0.167  

SEb 0.029 0.028    

95% CIb -0.25, -0.13 -0.30, -0.19    

Ls Meanc -0.21 -0.26 0.05 (-0.05, 0.15) 0.333  

SEc 0.037 0.036    

95% CIc -0.28, -0.13 -0.33, -0.19    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.39 0.38    

SD 0.665 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 279    

Mean -0.29 -0.35    

SD 0.875 0.847    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.04, 0.15)     

Ls Meanb -0.31 -0.36 0.05 (-0.03, 0.13) 0.257  

SEb 0.029 0.029    

95% CIb -0.37, -0.25 -0.42, -0.30    

Ls Meanc -0.30 -0.36 0.06 (-0.04, 0.16) 0.234  

SEc 0.036 0.037    

95% CIc -0.37, -0.22 -0.43, -0.29    

 

  Day 15 Actual n 323 320    

Mean 0.15 0.13    

SD 0.433 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.54 -0.57    

SD 0.786 0.850    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.55 -0.58 0.03 (-0.06, 0.11) 0.514  

SEb 0.031 0.031    

95% CIb -0.61, -0.49 -0.64, -0.52    

Ls Meanc -0.54 -0.58 0.04 (-0.02, 0.11) 0.207  

SEc 0.025 0.025    

95% CIc -0.58, -0.49 -0.63, -0.53    

 

  Day 29 Actual n 268 263    

Mean 0.07 0.08    

SD 0.292 0.335    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 221 221    

Mean -0.57 -0.60    

SD 0.837 0.872    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.59 -0.63 0.03 (-0.05, 0.12) 0.446  

SEb 0.031 0.031    

95% CIb -0.65, -0.53 -0.69, -0.56    

Ls Meanc -0.58 -0.59 0.01 (-0.05, 0.07) 0.730  

SEc 0.021 0.021    

95% CIc -0.62, -0.54 -0.63, -0.55    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.07 (-0.12, -0.02)     

Ls Meanb -0.63 -0.57 -0.06 (-0.10, -0.01) 0.012  

 

  Baseline Actual n 333 343  0.002d  

Mean 1.13 1.10    

SD 0.855 0.776    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.99 1.05    

SD 0.823 0.845    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 303 317    

Mean -0.12 -0.06    

SD 0.747 0.821    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.04)     

Ls Meanb -0.12 -0.05 -0.07 (-0.17, 0.03) 0.195  

SEb 0.036 0.036    

95% CIb -0.19, -0.05 -0.12, 0.02    

Ls Meanc -0.12 -0.06 -0.07 (-0.18, 0.04) 0.234  

SEc 0.041 0.040    

95% CIc -0.20, -0.04 -0.13, 0.02    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.79 0.91    

SD 0.822 0.875    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 285 279    

Mean -0.33 -0.19    

SD 0.867 0.886    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.36, -0.11)     

Ls Meanb -0.34 -0.15 -0.19 (-0.29, -0.09) <.001  

SEb 0.037 0.037    

95% CIb -0.42, -0.27 -0.22, -0.08    

Ls Meanc -0.33 -0.19 -0.14 (-0.27, -0.02) 0.024  

SEc 0.045 0.045    

95% CIc -0.42, -0.24 -0.28, -0.10    

 

  Day 15 Actual n 323 320    

Mean 0.37 0.39    

SD 0.634 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.71 -0.73    

SD 0.925 0.851    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.08)     

Ls Meanb -0.75 -0.70 -0.05 (-0.15, 0.06) 0.411  

SEb 0.039 0.039    

95% CIb -0.82, -0.67 -0.78, -0.62    

Ls Meanc -0.72 -0.70 -0.02 (-0.13, 0.08) 0.687  

SEc 0.038 0.038    

95% CIc -0.80, -0.65 -0.78, -0.63    

 

  Day 29 Actual n 268 263    

Mean 0.21 0.19    

SD 0.500 0.436    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 221 221    

Mean -0.89 -0.90    

SD 0.913 0.845    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.19)     

Ls Meanb -0.87 -0.91 0.04 (-0.07, 0.15) 0.440  

SEb 0.039 0.039    

95% CIb -0.94, -0.79 -0.98, -0.83    

Ls Meanc -0.88 -0.92 0.05 (-0.04, 0.13) 0.298  

SEc 0.032 0.032    

95% CIc -0.94, -0.81 -0.99, -0.86    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.27 -0.27 0.00 (-0.02, 0.02) 0.884  

 

  Baseline Actual n 333 343  0.217d  

Mean 0.41 0.39    

SD 0.757 0.708    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 382 395    

Mean 0.28 0.30    

SD 0.617 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 302 317    

Mean -0.11 -0.09    

SD 0.775 0.789    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.08)     

Ls Meanb -0.08 -0.08 0.00 (-0.07, 0.06) 0.877  

SEb 0.022 0.022    

95% CIb -0.13, -0.04 -0.12, -0.04    

Ls Meanc -0.11 -0.09 -0.02 (-0.11, 0.07) 0.694  

SEc 0.033 0.032    

95% CIc -0.17, -0.04 -0.16, -0.03    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.20 0.18    

SD 0.540 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 279    

Mean -0.20 -0.22    

SD 0.785 0.719    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.12)     

Ls Meanb -0.19 -0.21 0.03 (-0.04, 0.09) 0.414  

SEb 0.023 0.023    

95% CIb -0.23, -0.14 -0.26, -0.17    

Ls Meanc -0.20 -0.23 0.03 (-0.05, 0.11) 0.443  

SEc 0.028 0.028    

95% CIc -0.25, -0.14 -0.28, -0.17    

 

  Day 15 Actual n 323 320    

Mean 0.08 0.07    

SD 0.343 0.313    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.31 -0.29    

SD 0.773 0.744    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.30 -0.30 0.00 (-0.07, 0.06) 0.929  

SEb 0.024 0.024    

95% CIb -0.35, -0.25 -0.35, -0.25    

Ls Meanc -0.29 -0.31 0.02 (-0.04, 0.07) 0.552  

SEc 0.021 0.021    

95% CIc -0.33, -0.25 -0.35, -0.27    

 

  Day 29 Actual n 268 263    

Mean 0.02 0.02    

SD 0.183 0.137    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 221 221    

Mean -0.30 -0.35    

SD 0.633 0.688    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.34 -0.33 0.00 (-0.07, 0.07) 0.952  

SEb 0.025 0.025    

95% CIb -0.38, -0.29 -0.38, -0.28    

Ls Meanc -0.32 -0.33 0.01 (-0.02, 0.04) 0.620  

SEc 0.011 0.011    

95% CIc -0.34, -0.30 -0.35, -0.31    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.16 -0.17 0.01 (-0.02, 0.04) 0.410  

 

  Baseline Actual n 333 343  <.001d  

Mean 0.35 0.34    

SD 0.752 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.30 0.29    

SD 0.644 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 303 317    

Mean -0.01 -0.03    

SD 0.741 0.733    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.01 -0.04 0.03 (-0.05, 0.10) 0.480  

SEb 0.027 0.026    

95% CIb -0.06, 0.04 -0.09, 0.01    

Ls Meanc -0.01 -0.03 0.02 (-0.07, 0.12) 0.643  

SEc 0.035 0.034    

95% CIc -0.08, 0.06 -0.10, 0.04    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.23 0.28    

SD 0.605 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 285 279    

Mean -0.12 -0.03    

SD 0.790 0.907    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.11 (-0.22, -0.01)     

Ls Meanb -0.10 -0.01 -0.08 (-0.16, -0.01) 0.029  

SEb 0.027 0.027    

95% CIb -0.15, -0.04 -0.07, 0.04    

Ls Meanc -0.10 -0.04 -0.06 (-0.17, 0.04) 0.229  

SEc 0.038 0.038    

95% CIc -0.18, -0.03 -0.12, 0.03    

 

  Day 15 Actual n 323 320    

Mean 0.12 0.10    

SD 0.440 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.14 -0.22    

SD 0.668 0.682    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.02, 0.19)     

Ls Meanb -0.16 -0.23 0.06 (-0.02, 0.14) 0.120  

SEb 0.029 0.029    

95% CIb -0.22, -0.11 -0.28, -0.17    

Ls Meanc -0.15 -0.21 0.07 (0.00, 0.13) 0.062  

SEc 0.025 0.025    

95% CIc -0.20, -0.10 -0.26, -0.16    

 

  Day 29 Actual n 268 263    

Mean 0.05 0.05    

SD 0.282 0.265    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 221 221    

Mean -0.24 -0.29    

SD 0.744 0.742    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.17)     

Ls Meanb -0.23 -0.27 0.05 (-0.04, 0.13) 0.268  

SEb 0.029 0.029    

95% CIb -0.28, -0.17 -0.33, -0.21    

Ls Meanc -0.25 -0.27 0.02 (-0.04, 0.07) 0.559  

SEc 0.019 0.019    

95% CIc -0.29, -0.21 -0.30, -0.23    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.82 -0.79 -0.03 (-0.08, 0.02) 0.230  

 

  Baseline Actual n 333 343  <.001d  

Mean 1.36 1.36    

SD 1.036 1.025    

Min 0.00 0.00    

Median 1.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 383 395    

Mean 1.00 1.08    

SD 0.985 0.993    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 303 317    

Mean -0.32 -0.21    

SD 0.952 1.015    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.32 -0.24 -0.08 (-0.19, 0.04) 0.177  

SEb 0.042 0.041    

95% CIb -0.40, -0.23 -0.32, -0.16    

Ls Meanc -0.32 -0.23 -0.09 (-0.22, 0.04) 0.187  

SEc 0.049 0.048    

95% CIc -0.41, -0.22 -0.32, -0.13    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.76 0.83    

SD 0.916 0.952    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 4.00    

 

   Change n 285 279    

Mean -0.55 -0.48    

SD 1.018 1.062    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.05)     

Ls Meanb -0.56 -0.49 -0.07 (-0.18, 0.05) 0.268  

SEb 0.042 0.042    

95% CIb -0.64, -0.48 -0.58, -0.41    

Ls Meanc -0.55 -0.50 -0.04 (-0.18, 0.09) 0.539  

SEc 0.049 0.050    

95% CIc -0.64, -0.45 -0.60, -0.41    

 

  Day 15 Actual n 323 320    

Mean 0.35 0.38    

SD 0.640 0.674    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.98 -0.95    

SD 1.054 1.031    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.97 -0.96 -0.02 (-0.14, 0.11) 0.786  

SEb 0.044 0.045    

95% CIb -1.06, -0.89 -1.04, -0.87    

Ls Meanc -0.99 -0.97 -0.02 (-0.13, 0.09) 0.746  

SEc 0.039 0.040    

95% CIc -1.06, -0.91 -1.05, -0.89    

 

  Day 29 Actual n 268 263    

Mean 0.24 0.30    

SD 0.558 0.595    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 221 221    

Mean -1.08 -1.08    

SD 1.059 1.070    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -1.05 -1.05 0.00 (-0.13, 0.12) 0.965  

SEb 0.045 0.045    

95% CIb -1.14, -0.97 -1.14, -0.96    

Ls Meanc -1.10 -1.07 -0.03 (-0.14, 0.07) 0.506  

SEc 0.037 0.037    

95% CIc -1.18, -1.03 -1.14, -1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.04)     

Ls Meanb -0.76 -0.76 0.01 (-0.03, 0.04) 0.738  

 

  Baseline Actual n 333 343  0.208d  

Mean 1.09 1.07    

SD 0.989 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 383 395    

Mean 0.59 0.59    

SD 0.813 0.812    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 303 317    

Mean -0.47 -0.49    

SD 0.993 1.005    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.46 -0.48 0.03 (-0.07, 0.12) 0.582  

SEb 0.034 0.033    

95% CIb -0.52, -0.39 -0.55, -0.42    

Ls Meanc -0.47 -0.49 0.02 (-0.10, 0.14) 0.712  

SEc 0.043 0.042    

95% CIc -0.55, -0.39 -0.57, -0.41    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.43 0.46    

SD 0.780 0.713    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 279    

Mean -0.64 -0.60    

SD 1.062 1.002    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.06)     

Ls Meanb -0.64 -0.60 -0.04 (-0.13, 0.06) 0.458  

SEb 0.035 0.035    

95% CIb -0.71, -0.57 -0.67, -0.53    

Ls Meanc -0.62 -0.62 0.00 (-0.11, 0.11) 0.997  

SEc 0.040 0.041    

95% CIc -0.70, -0.54 -0.70, -0.54    

 

  Day 15 Actual n 323 320    

Mean 0.22 0.23    

SD 0.571 0.542    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.87 -0.81    

SD 1.027 0.985    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.85 -0.85 -0.01 (-0.11, 0.09) 0.881  

SEb 0.036 0.037    

95% CIb -0.93, -0.78 -0.92, -0.77    

Ls Meanc -0.85 -0.81 -0.04 (-0.12, 0.05) 0.400  

SEc 0.031 0.032    

95% CIc -0.91, -0.79 -0.88, -0.75    

 

  Day 29 Actual n 268 263    

Mean 0.11 0.15    

SD 0.366 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 221 221    

Mean -0.97 -0.90    

SD 1.040 0.941    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.95 -0.90 -0.05 (-0.15, 0.06) 0.357  

SEb 0.038 0.038    

95% CIb -1.03, -0.88 -0.98, -0.83    

Ls Meanc -0.97 -0.91 -0.07 (-0.14, 0.00) 0.063  

SEc 0.026 0.026    

95% CIc -1.02, -0.92 -0.96, -0.85    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.09, -0.01)     

Ls Meanb -0.85 -0.80 -0.05 (-0.09, -0.01) 0.010  

 

  Baseline Actual n 333 343  0.102d  

Mean 1.11 1.12    

SD 1.036 0.999    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 383 395    

Mean 0.59 0.65    

SD 0.851 0.882    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 303 317    

Mean -0.53 -0.47    

SD 1.009 1.011    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.18, 0.00)     

Ls Meanb -0.53 -0.44 -0.09 (-0.19, 0.00) 0.058  

SEb 0.034 0.034    

95% CIb -0.60, -0.46 -0.50, -0.37    

Ls Meanc -0.55 -0.46 -0.08 (-0.21, 0.04) 0.180  

SEc 0.045 0.044    

95% CIc -0.63, -0.46 -0.55, -0.38    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.37 0.42    

SD 0.724 0.792    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 285 279    

Mean -0.70 -0.68    

SD 0.996 1.084    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.16, 0.03)     

Ls Meanb -0.73 -0.66 -0.07 (-0.17, 0.03) 0.157  

SEb 0.035 0.035    

95% CIb -0.80, -0.67 -0.73, -0.60    

Ls Meanc -0.72 -0.67 -0.05 (-0.16, 0.07) 0.447  

SEc 0.042 0.042    

95% CIc -0.80, -0.64 -0.76, -0.59    

 

  Day 15 Actual n 323 320    

Mean 0.16 0.20    

SD 0.506 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.93 -0.91    

SD 1.054 1.026    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.95 -0.91 -0.03 (-0.13, 0.07) 0.539  

SEb 0.037 0.037    

95% CIb -1.02, -0.88 -0.99, -0.84    

Ls Meanc -0.94 -0.90 -0.04 (-0.13, 0.04) 0.318  

SEc 0.031 0.031    

95% CIc -1.00, -0.88 -0.96, -0.84    

 

  Day 29 Actual n 268 263    

Mean 0.10 0.16    

SD 0.369 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 221 221    

Mean -1.00 -0.94    

SD 1.068 1.075    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.21, 0.00)     

Ls Meanb -1.00 -0.89 -0.11 (-0.21, 0.00) 0.042  

SEb 0.037 0.037    

95% CIb -1.07, -0.93 -0.97, -0.82    

Ls Meanc -1.02 -0.93 -0.08 (-0.16, -0.01) 0.033  

SEc 0.028 0.028    

95% CIc -1.07, -0.96 -0.99, -0.88    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.31 -0.30 -0.01 (-0.03, 0.01) 0.260  

 

  Baseline Actual n 333 343  0.864d  

Mean 0.42 0.40    

SD 0.759 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.31 0.27    

SD 0.693 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 303 317    

Mean -0.08 -0.12    

SD 0.802 0.661    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (0.00, 0.16)     

Ls Meanb -0.07 -0.13 0.06 (0.00, 0.12) 0.048  

SEb 0.022 0.021    

95% CIb -0.11, -0.02 -0.17, -0.09    

Ls Meanc -0.08 -0.12 0.05 (-0.05, 0.14) 0.334  

SEc 0.035 0.034    

95% CIc -0.15, -0.01 -0.19, -0.06    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.17 0.23    

SD 0.503 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 279    

Mean -0.20 -0.20    

SD 0.760 0.746    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.14, 0.03)     

Ls Meanb -0.21 -0.18 -0.04 (-0.10, 0.02) 0.231  

SEb 0.022 0.022    

95% CIb -0.26, -0.17 -0.22, -0.13    

Ls Meanc -0.22 -0.19 -0.03 (-0.11, 0.06) 0.534  

SEc 0.031 0.032    

95% CIc -0.28, -0.16 -0.25, -0.13    

 

  Day 15 Actual n 323 320    

Mean 0.04 0.04    

SD 0.302 0.282    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.35 -0.37    

SD 0.773 0.695    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.10)     

Ls Meanb -0.35 -0.37 0.01 (-0.05, 0.08) 0.737  

SEb 0.023 0.023    

95% CIb -0.40, -0.31 -0.41, -0.32    

Ls Meanc -0.35 -0.37 0.02 (-0.03, 0.06) 0.535  

SEc 0.018 0.018    

95% CIc -0.39, -0.32 -0.40, -0.33    

 

  Day 29 Actual n 268 263    

Mean 0.01 0.03    

SD 0.105 0.221    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 221 221    

Mean -0.40 -0.40    

SD 0.795 0.723    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.38 -0.38 -0.01 (-0.07, 0.06) 0.861  

SEb 0.024 0.024    

95% CIb -0.43, -0.34 -0.43, -0.33    

Ls Meanc -0.41 -0.39 -0.02 (-0.05, 0.02) 0.333  

SEc 0.013 0.013    

95% CIc -0.44, -0.39 -0.42, -0.37    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.07)     

Ls Meanb -0.39 -0.42 0.02 (-0.02, 0.07) 0.323  

 

  Baseline Actual n 333 343  0.036d  

Mean 0.66 0.67    

SD 0.998 1.005    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.55 0.63    

SD 0.878 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 303 317    

Mean -0.12 -0.07    

SD 1.028 1.050    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.04)     

Ls Meanb -0.12 -0.06 -0.06 (-0.15, 0.04) 0.262  

SEb 0.036 0.035    

95% CIb -0.19, -0.04 -0.13, 0.01    

Ls Meanc -0.14 -0.08 -0.06 (-0.18, 0.07) 0.397  

SEc 0.047 0.046    

95% CIc -0.23, -0.04 -0.17, 0.01    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.44 0.48    

SD 0.809 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 279    

Mean -0.22 -0.19    

SD 1.121 1.131    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.23 -0.20 -0.03 (-0.13, 0.07) 0.574  

SEb 0.036 0.036    

95% CIb -0.30, -0.16 -0.27, -0.13    

Ls Meanc -0.24 -0.21 -0.03 (-0.16, 0.10) 0.612  

SEc 0.046 0.047    

95% CIc -0.33, -0.15 -0.30, -0.12    

 

  Day 15 Actual n 323 320    

Mean 0.21 0.18    

SD 0.594 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.44 -0.49    

SD 1.043 1.108    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.46 -0.50 0.04 (-0.07, 0.14) 0.483  

SEb 0.038 0.038    

95% CIb -0.54, -0.39 -0.57, -0.43    

Ls Meanc -0.45 -0.50 0.04 (-0.05, 0.14) 0.373  

SEc 0.034 0.034    

95% CIc -0.52, -0.39 -0.56, -0.43    

 

  Day 29 Actual n 268 263    

Mean 0.15 0.06    

SD 0.527 0.289    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 221 221    

Mean -0.48 -0.57    

SD 0.951 1.049    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.03, 0.24)     

Ls Meanb -0.48 -0.61 0.13 (0.03, 0.24) 0.015  

SEb 0.038 0.038    

95% CIb -0.56, -0.41 -0.69, -0.54    

Ls Meanc -0.49 -0.56 0.07 (0.00, 0.15) 0.063  

SEc 0.027 0.027    

95% CIc -0.54, -0.44 -0.61, -0.51    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.37 -0.40 0.03 (-0.01, 0.07) 0.189  

 

  Baseline Actual n 333 343  0.951d  

Mean 0.60 0.62    

SD 0.950 0.959    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.46 0.52    

SD 0.811 0.862    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 303 317    

Mean -0.12 -0.12    

SD 0.902 0.973    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.08)     

Ls Meanb -0.11 -0.10 -0.01 (-0.10, 0.08) 0.818  

SEb 0.033 0.033    

95% CIb -0.18, -0.05 -0.17, -0.04    

Ls Meanc -0.14 -0.12 -0.02 (-0.14, 0.10) 0.725  

SEc 0.043 0.042    

95% CIc -0.23, -0.06 -0.20, -0.04    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.40 0.42    

SD 0.787 0.806    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 285 279    

Mean -0.20 -0.21    

SD 1.061 1.090    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.20 -0.20 0.00 (-0.10, 0.09) 0.948  

SEb 0.033 0.033    

95% CIb -0.27, -0.13 -0.26, -0.13    

Ls Meanc -0.22 -0.22 -0.01 (-0.13, 0.12) 0.930  

SEc 0.044 0.045    

95% CIc -0.31, -0.14 -0.31, -0.13    

 

  Day 15 Actual n 323 320    

Mean 0.18 0.14    

SD 0.545 0.443    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.41 -0.46    

SD 1.001 1.051    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.16)     

Ls Meanb -0.42 -0.48 0.06 (-0.04, 0.16) 0.227  

SEb 0.035 0.035    

95% CIb -0.49, -0.35 -0.55, -0.41    

Ls Meanc -0.42 -0.48 0.06 (-0.03, 0.14) 0.184  

SEc 0.031 0.031    

95% CIc -0.48, -0.36 -0.54, -0.42    

 

  Day 29 Actual n 268 263    

Mean 0.11 0.05    

SD 0.423 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 221 221    

Mean -0.45 -0.54    

SD 0.941 0.988    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.20)     

Ls Meanb -0.46 -0.55 0.09 (-0.01, 0.19) 0.072  

SEb 0.035 0.035    

95% CIb -0.53, -0.39 -0.62, -0.48    

Ls Meanc -0.47 -0.53 0.07 (0.00, 0.13) 0.050  

SEc 0.024 0.024    

95% CIc -0.51, -0.42 -0.58, -0.49    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.03)     

Ls Meanb -0.45 -0.44 0.00 (-0.03, 0.03) 0.923  

 

  Baseline Actual n 332 343  <.001d  

Mean 0.63 0.62    

SD 0.776 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.43 0.38    

SD 0.679 0.620    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 302 317    

Mean -0.18 -0.27    

SD 0.794 0.722    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (0.01, 0.19)     

Ls Meanb -0.18 -0.26 0.08 (0.01, 0.15) 0.027  

SEb 0.025 0.025    

95% CIb -0.23, -0.13 -0.30, -0.21    

Ls Meanc -0.19 -0.27 0.08 (-0.01, 0.17) 0.088  

SEc 0.034 0.033    

95% CIc -0.25, -0.12 -0.33, -0.20    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.28 0.29    

SD 0.558 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 284 279    

Mean -0.34 -0.32    

SD 0.784 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.06)     

Ls Meanb -0.36 -0.34 -0.02 (-0.09, 0.05) 0.524  

SEb 0.025 0.025    

95% CIb -0.41, -0.31 -0.39, -0.29    

Ls Meanc -0.34 -0.33 -0.01 (-0.09, 0.08) 0.900  

SEc 0.031 0.032    

95% CIc -0.40, -0.28 -0.39, -0.27    

 

  Day 15 Actual n 323 320    

Mean 0.14 0.13    

SD 0.397 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 250 249    

Mean -0.49 -0.51    

SD 0.751 0.741    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.10)     

Ls Meanb -0.49 -0.50 0.01 (-0.07, 0.08) 0.872  

SEb 0.027 0.027    

95% CIb -0.54, -0.44 -0.55, -0.44    

Ls Meanc -0.50 -0.52 0.02 (-0.05, 0.09) 0.547  

SEc 0.024 0.024    

95% CIc -0.54, -0.45 -0.56, -0.47    

 

  Day 29 Actual n 268 263    

Mean 0.08 0.10    

SD 0.325 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 220 221    

Mean -0.45 -0.53    

SD 0.729 0.742    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.10)     

Ls Meanb -0.53 -0.53 0.00 (-0.07, 0.08) 0.917  

SEb 0.027 0.027    

95% CIb -0.58, -0.47 -0.58, -0.48    

Ls Meanc -0.50 -0.49 -0.01 (-0.06, 0.05) 0.854  

SEc 0.019 0.019    

95% CIc -0.53, -0.46 -0.53, -0.45    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.26 -0.29 0.02 (-0.01, 0.06) 0.128  

 

  Baseline Actual n 333 343  <.001d  

Mean 0.46 0.46    

SD 0.815 0.811    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.34 0.32    

SD 0.714 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 303 317    

Mean -0.11 -0.10    

SD 0.768 0.750    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.11)     

Ls Meanb -0.10 -0.11 0.01 (-0.07, 0.09) 0.797  

SEb 0.028 0.028    

95% CIb -0.16, -0.05 -0.17, -0.06    

Ls Meanc -0.11 -0.11 0.00 (-0.10, 0.09) 0.932  

SEc 0.036 0.035    

95% CIc -0.18, -0.04 -0.17, -0.04    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.23 0.30    

SD 0.625 0.681    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 285 279    

Mean -0.21 -0.17    

SD 0.831 0.884    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.02)     

Ls Meanb -0.20 -0.14 -0.06 (-0.14, 0.02) 0.113  

SEb 0.029 0.029    

95% CIb -0.26, -0.15 -0.20, -0.08    

Ls Meanc -0.22 -0.17 -0.05 (-0.15, 0.06) 0.372  

SEc 0.037 0.038    

95% CIc -0.29, -0.14 -0.24, -0.09    

 

  Day 15 Actual n 323 320    

Mean 0.14 0.07    

SD 0.478 0.329    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.23 -0.37    

SD 0.801 0.792    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.02, 0.23)     

Ls Meanb -0.27 -0.37 0.10 (0.02, 0.19) 0.017  

SEb 0.030 0.030    

95% CIb -0.33, -0.21 -0.43, -0.31    

Ls Meanc -0.25 -0.35 0.10 (0.03, 0.17) 0.006  

SEc 0.026 0.026    

95% CIc -0.30, -0.20 -0.40, -0.30    

 

  Day 29 Actual n 268 263    

Mean 0.08 0.08    

SD 0.320 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 221 221    

Mean -0.32 -0.37    

SD 0.815 0.819    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.33 -0.37 0.05 (-0.04, 0.13) 0.292  

SEb 0.031 0.031    

95% CIb -0.39, -0.27 -0.43, -0.31    

Ls Meanc -0.34 -0.36 0.02 (-0.04, 0.07) 0.583  

SEc 0.021 0.021    

95% CIc -0.38, -0.30 -0.40, -0.31    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.05)     

Ls Meanb -0.46 -0.47 0.01 (-0.01, 0.04) 0.314  

 

  Baseline Actual n 332 343  0.613d  

Mean 0.62 0.64    

SD 0.805 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 383 395    

Mean 0.36 0.33    

SD 0.676 0.643    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 302 317    

Mean -0.22 -0.33    

SD 0.806 0.816    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.15)     

Ls Meanb -0.24 -0.30 0.05 (-0.02, 0.13) 0.131  

SEb 0.026 0.025    

95% CIb -0.29, -0.19 -0.34, -0.25    

Ls Meanc -0.24 -0.31 0.07 (-0.02, 0.17) 0.141  

SEc 0.034 0.034    

95% CIc -0.31, -0.17 -0.38, -0.25    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.24 0.19    

SD 0.598 0.514    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 284 279    

Mean -0.38 -0.45    

SD 0.834 0.904    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.40 -0.42 0.02 (-0.06, 0.09) 0.683  

SEb 0.026 0.026    

95% CIb -0.45, -0.35 -0.47, -0.36    

Ls Meanc -0.40 -0.43 0.03 (-0.06, 0.12) 0.501  

SEc 0.031 0.032    

95% CIc -0.46, -0.34 -0.49, -0.37    

 

  Day 15 Actual n 323 320    

Mean 0.11 0.09    

SD 0.406 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 250 249    

Mean -0.47 -0.55    

SD 0.856 0.846    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.12)     

Ls Meanb -0.50 -0.53 0.02 (-0.05, 0.10) 0.532  

SEb 0.028 0.028    

95% CIb -0.56, -0.45 -0.58, -0.47    

Ls Meanc -0.50 -0.52 0.02 (-0.04, 0.09) 0.477  

SEc 0.023 0.023    

95% CIc -0.55, -0.46 -0.57, -0.48    

 

  Day 29 Actual n 268 263    

Mean 0.05 0.10    

SD 0.295 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 220 221    

Mean -0.53 -0.52    

SD 0.841 0.807    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.04)     

Ls Meanb -0.55 -0.51 -0.05 (-0.12, 0.03) 0.242  

SEb 0.028 0.028    

95% CIb -0.61, -0.50 -0.56, -0.45    

Ls Meanc -0.55 -0.51 -0.04 (-0.10, 0.02) 0.211  

SEc 0.022 0.022    

95% CIc -0.59, -0.50 -0.55, -0.47    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.09 -0.09 0.00 (-0.01, 0.01) 0.451  

 

  Baseline Actual n 333 343  0.470d  

Mean 0.14 0.09    

SD 0.533 0.380    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 383 395    

Mean 0.05 0.04    

SD 0.294 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 303 317    

Mean -0.08 -0.03    

SD 0.495 0.367    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.05, 0.08)     

Ls Meanb -0.05 -0.06 0.01 (-0.02, 0.04) 0.703  

SEb 0.011 0.011    

95% CIb -0.07, -0.03 -0.08, -0.03    

Ls Meanc -0.06 -0.06 0.00 (-0.04, 0.04) 0.999  

SEc 0.016 0.015    

95% CIc -0.09, -0.03 -0.09, -0.03    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 354 356    

Mean 0.03 0.03    

SD 0.230 0.241    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 285 279    

Mean -0.09 -0.04    

SD 0.543 0.447    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.05)     

Ls Meanb -0.07 -0.06 -0.01 (-0.04, 0.02) 0.692  

SEb 0.011 0.011    

95% CIb -0.09, -0.04 -0.08, -0.04    

Ls Meanc -0.07 -0.06 -0.01 (-0.05, 0.04) 0.769  

SEc 0.015 0.016    

95% CIc -0.10, -0.04 -0.09, -0.03    

 

  Day 15 Actual n 323 320    

Mean 0.01 0.01    

SD 0.136 0.112    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 251 249    

Mean -0.14 -0.06    

SD 0.564 0.317    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.10 -0.10 0.00 (-0.03, 0.04) 0.835  

SEb 0.012 0.012    

95% CIb -0.12, -0.07 -0.12, -0.08    

Ls Meanc -0.09 -0.11 0.01 (-0.01, 0.03) 0.202  

SEc 0.007 0.007    

95% CIc -0.11, -0.08 -0.12, -0.09    

 

  Day 29 Actual n 268 263    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 221 221    

Mean -0.16 -0.07    

SD 0.593 0.336    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.07)     

Ls Meanb -0.11 -0.11 0.00 (-0.04, 0.03) 0.844  

SEb 0.012 0.012    

95% CIb -0.13, -0.09 -0.13, -0.08    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Age ≥ 75 Body Aches Overall  Effect Size (95% 

CI)a 

0.55 (0.28, 0.82)     

Ls Meanb -0.26 -0.73 0.47 (0.22, 0.72) 0.001  

 

  Baseline Actual n 15 11    

Mean 0.47 0.82    

SD 0.834 0.874    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 16 8    

Mean 0.44 0.38    

SD 0.727 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 12 8    

Mean 0.00 -0.75    

SD 0.426 0.707    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.51 (-0.10, 1.12)     

Ls Meanb -0.11 -0.55 0.43 (-0.09, 0.95) 0.102  

SEb 0.164 0.206    

95% CIb -0.43, 0.21 -0.95, -0.14    

Ls Meanc -0.09 -0.66 0.57 (0.04, 1.09) 0.035  

SEc 0.152 0.189    

95% CIc -0.41, 0.23 -1.06, -0.26    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.47 0.80    

SD 0.915 1.304    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 13 5    

Mean 0.08 -0.60    

SD 0.494 1.140    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.34 (-0.34, 1.01)     

Ls Meanb -0.03 -0.32 0.29 (-0.29, 0.86) 0.326  

SEb 0.163 0.242    

95% CIb -0.35, 0.29 -0.79, 0.16    

Ls Meanc 0.05 -0.54 0.58 (-0.37, 1.54) 0.213  

SEc 0.223 0.372    

95% CIc -0.43, 0.52 -1.33, 0.26    

 

  Day 15 Actual n 15 4    

Mean 0.20 0.25    

SD 0.561 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.25 -1.00    

SD 0.622 0.816    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.49 (-0.26, 1.24)     

Ls Meanb -0.42 -0.84 0.42 (-0.22, 1.06) 0.201  

SEb 0.173 0.277    

95% CIb -0.76, -0.08 -1.38, -0.29    

Ls Meanc -0.46 -0.79 0.34 (-0.22, 0.90) 0.214  

SEc 0.135 0.227    

95% CIc -0.75, -0.16 -1.29, -0.30    

 

  Day 29 Actual n 15 5    

Mean 0.40 0.20    

SD 0.737 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 5    

Mean -0.08 -1.00    

SD 0.900 1.000    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.70 (0.03, 1.37)     

Ls Meanb -0.20 -0.80 0.59 (0.02, 1.16) 0.042  

SEb 0.164 0.238    

95% CIb -0.53, 0.12 -1.26, -0.33    

Ls Meanc -0.23 -0.61 0.39 (-0.45, 1.22) 0.334  

SEc 0.197 0.320    

95% CIc -0.65, 0.20 -1.30, 0.08    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.17 (-0.04, 0.38)     

Ls Meanb -0.63 -0.79 0.17 (-0.06, 0.39) 0.134  

 

  Baseline Actual n 15 11    

Mean 0.73 0.73    

SD 0.961 1.009    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 16 8    

Mean 0.56 0.13    

SD 0.964 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 12 8    

Mean -0.17 -0.88    

SD 0.389 1.246    

Min -1.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.60 (0.06, 1.13)     

Ls Meanb -0.18 -0.77 0.59 (0.06, 1.11) 0.029  

SEb 0.167 0.208    

95% CIb -0.51, 0.15 -1.18, -0.36    

Ls Meanc -0.21 -0.85 0.64 (-0.05, 1.34) 0.067  

SEc 0.211 0.250    

95% CIc -0.66, 0.24 -1.38, -0.32    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.47 0.00    

SD 0.834 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 13 5    

Mean -0.31 -0.80    

SD 1.316 1.304    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.52 (-0.08, 1.11)     

Ls Meanb -0.39 -0.90 0.51 (-0.08, 1.09) 0.089  

SEb 0.165 0.248    

95% CIb -0.72, -0.07 -1.39, -0.41    

Ls Meanc -0.30 -0.83 0.53 (-0.43, 1.48) 0.258  

SEc 0.240 0.366    

95% CIc -0.82, 0.21 -1.61, -0.04    

 

  Day 15 Actual n 15 4    

Mean 0.20 0.00    

SD 0.561 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.67 -1.00    

SD 1.073 1.414    

Min -3.00 -3.00    

Median -0.50 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.45, 0.88)     

Ls Meanb -0.69 -0.90 0.21 (-0.44, 0.86) 0.526  

SEb 0.175 0.282    

95% CIb -1.03, -0.34 -1.45, -0.34    

Ls Meanc -0.76 -0.94 0.18 (-0.55, 0.92) 0.600  

SEc 0.183 0.284    

95% CIc -1.16, -0.36 -1.56, -0.33    

 

  Day 29 Actual n 15 5    

Mean 0.13 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 12 5    

Mean -0.67 -0.80    

SD 1.155 1.304    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.46, 0.73)     

Ls Meanb -0.77 -0.91 0.13 (-0.45, 0.72) 0.656  

SEb 0.168 0.246    

95% CIb -1.10, -0.44 -1.39, -0.42    

Ls Meanc -0.68 -0.75 0.08 (-0.56, 0.71) 0.794  

SEc 0.151 0.245    

95% CIc -1.00, -0.35 -1.28, -0.23    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.35 (0.16, 0.54)     

Ls Meanb -0.44 -0.71 0.27 (0.12, 0.43) 0.001  

 

  Baseline Actual n 15 11    

Mean 0.47 0.55    

SD 0.834 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 16 8    

Mean 0.38 0.13    

SD 0.719 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 8    

Mean -0.17 -0.63    

SD 0.389 0.744    

Min -1.00 -2.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.43 (-0.07, 0.93)     

Ls Meanb -0.25 -0.59 0.33 (-0.06, 0.73) 0.093  

SEb 0.125 0.155    

95% CIb -0.50, -0.01 -0.89, -0.29    

Ls Meanc -0.21 -0.58 0.37 (-0.08, 0.82) 0.102  

SEc 0.138 0.163    

95% CIc -0.51, 0.08 -0.93, -0.24    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.33 0.20    

SD 0.617 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 13 5    

Mean -0.15 -1.00    

SD 0.555 0.707    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.49 (-0.08, 1.05)     

Ls Meanb -0.27 -0.65 0.38 (-0.06, 0.82) 0.090  

SEb 0.122 0.186    

95% CIb -0.51, -0.03 -1.02, -0.29    

Ls Meanc -0.26 -0.76 0.50 (-0.10, 1.11) 0.095  

SEc 0.144 0.229    

95% CIc -0.57, 0.05 -1.25, -0.27    

 

  Day 15 Actual n 15 4    

Mean 0.27 0.00    

SD 0.594 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.33 -1.00    

SD 1.073 0.816    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.48 (-0.14, 1.11)     

Ls Meanb -0.40 -0.78 0.37 (-0.11, 0.86) 0.132  

SEb 0.129 0.212    

95% CIb -0.65, -0.15 -1.19, -0.36    

Ls Meanc -0.26 -0.67 0.40 (-0.21, 1.02) 0.179  

SEc 0.151 0.240    

95% CIc -0.59, 0.06 -1.19, -0.15    

 

  Day 29 Actual n 15 5    

Mean 0.13 0.00    

SD 0.352 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 12 5    

Mean -0.42 -1.00    

SD 0.900 0.707    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.36 (-0.21, 0.92)     

Ls Meanb -0.54 -0.81 0.28 (-0.16, 0.72) 0.219  

SEb 0.125 0.186    

95% CIb -0.78, -0.29 -1.18, -0.45    

Ls Meanc -0.50 -0.84 0.34 (-0.04, 0.72) 0.078  

SEc 0.089 0.147    

95% CIc -0.69, -0.31 -1.16, -0.52    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.41 (0.06, 0.77)     

Ls Meanb -0.37 -0.73 0.36 (0.03, 0.69) 0.032  

 

  Baseline Actual n 15 11    

Mean 1.13 1.09    

SD 0.834 0.944    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 16 8    

Mean 1.19 0.63    

SD 0.834 0.744    

Min 0.00 0.00    

Median 1.00 0.50    

Max 2.00 2.00    

 

   Change n 12 8    

Mean 0.00 -0.50    

SD 0.426 1.309    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.66 (-0.07, 1.39)     

Ls Meanb 0.06 -0.53 0.59 (-0.06, 1.23) 0.076  

SEb 0.204 0.257    

95% CIb -0.34, 0.46 -1.03, -0.02    

Ls Meanc -0.03 -0.51 0.48 (-0.27, 1.23) 0.195  

SEc 0.229 0.271    

95% CIc -0.52, 0.45 -1.09, 0.06    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.93 0.20    

SD 1.100 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 13 5    

Mean -0.08 -1.00    

SD 0.760 1.414    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.85 (0.05, 1.65)     

Ls Meanb 0.02 -0.73 0.75 (0.04, 1.45) 0.039  

SEb 0.204 0.296    

95% CIb -0.39, 0.42 -1.31, -0.15    

Ls Meanc -0.05 -1.00 0.95 (-0.11, 2.02) 0.076  

SEc 0.267 0.409    

95% CIc -0.62, 0.52 -1.88, -0.12    

 

  Day 15 Actual n 15 4    

Mean 0.53 0.00    

SD 0.834 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.67 -1.00    

SD 1.073 0.816    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.55 (-0.35, 1.44)     

Ls Meanb -0.54 -1.02 0.48 (-0.31, 1.27) 0.233  

SEb 0.219 0.339    

95% CIb -0.97, -0.11 -1.69, -0.35    

Ls Meanc -0.44 -1.16 0.72 (-0.29, 1.74) 0.148  

SEc 0.249 0.391    

95% CIc -0.99, 0.10 -2.02, -0.31    

 

  Day 29 Actual n 15 5    

Mean 0.40 0.00    

SD 0.632 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 12 5    

Mean -0.83 -1.40    

SD 1.030 1.140    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-0.57, 1.02)     

Ls Meanb -0.78 -0.98 0.20 (-0.50, 0.90) 0.581  

SEb 0.205 0.292    

95% CIb -1.18, -0.38 -1.55, -0.41    

Ls Meanc -0.86 -1.37 0.51 (-0.23, 1.25) 0.161  

SEc 0.175 0.285    

95% CIc -1.24, -0.48 -1.98, -0.75    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.43 -0.41 -0.02 (-0.11, 0.07) 0.636  

 

  Baseline Actual n 15 11    

Mean 0.60 0.18    

SD 0.828 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 16 8    

Mean 0.38 0.13    

SD 0.619 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 8    

Mean -0.17 -0.13    

SD 0.577 0.641    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.38 (0.02, 0.75)     

Ls Meanb -0.10 -0.36 0.26 (0.01, 0.51) 0.040  

SEb 0.080 0.099    

95% CIb -0.25, 0.06 -0.55, -0.16    

Ls Meanc -0.05 -0.22 0.18 (-0.30, 0.65) 0.442  

SEc 0.142 0.171    

95% CIc -0.35, 0.25 -0.59, 0.14    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.07 0.40    

SD 0.258 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 13 5    

Mean -0.46 0.20    

SD 0.776 0.447    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.54 (-0.95, -0.13)     

Ls Meanb -0.44 -0.07 -0.37 (-0.65, -0.09) 0.011  

SEb 0.078 0.120    

95% CIb -0.59, -0.29 -0.31, 0.17    

Ls Meanc -0.35 -0.02 -0.33 (-0.77, 0.11) 0.130  

SEc 0.108 0.168    

95% CIc -0.58, -0.12 -0.38, 0.34    

 

  Day 15 Actual n 15 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.58 -0.25    

SD 0.793 0.500    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.46, 0.45)     

Ls Meanb -0.51 -0.51 0.00 (-0.31, 0.31) 0.985  

SEb 0.082 0.136    

95% CIb -0.67, -0.35 -0.77, -0.24    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    

 

  Day 29 Actual n 15 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 12 5    

Mean -0.75 0.00    

SD 0.866 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.20 (-0.61, 0.22)     

Ls Meanb -0.57 -0.43 -0.14 (-0.42, 0.15) 0.352  

SEb 0.080 0.121    

95% CIb -0.72, -0.41 -0.67, -0.19    

Ls Meanc -0.53 -0.53 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.53, -0.53 -0.53, -0.53    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.45 (-1.91, 2.81)     

Ls Meanb 0.36 0.27 0.09 (-0.41, 0.58) 0.713  

 

  Baseline Actual n 15 11    

Mean 0.07 0.00    

SD 0.258 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

  Day 3 Actual n 16 8    

Mean 0.50 0.13    

SD 0.966 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 12 8    

Mean 0.33 0.13    

SD 0.778 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

1.35 (-2.32, 5.02)     

Ls Meanb 0.30 0.03 0.27 (-0.46, 0.99) 0.470  

SEb 0.227 0.290    

95% CIb -0.15, 0.75 -0.54, 0.60    

Ls Meanc 0.35 0.11 0.24 (-0.44, 0.92) 0.463  

SEc 0.204 0.243    

95% CIc -0.09, 0.78 -0.41, 0.62    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 65 of 1392 

Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.40 0.00    

SD 0.910 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 13 5    

Mean 0.38 0.00    

SD 1.044 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

1.07 (-2.83, 4.97)     

Ls Meanb 0.38 0.17 0.21 (-0.56, 0.98) 0.591  

SEb 0.229 0.318    

95% CIb -0.07, 0.83 -0.46, 0.79    

Ls Meanc 0.51 -0.13 0.64 (-0.36, 1.63) 0.190  

SEc 0.248 0.382    

95% CIc -0.02, 1.04 -0.94, 0.69    

 

  Day 15 Actual n 15 4    

Mean 0.33 0.75    

SD 0.900 0.957    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 66 of 1392 

Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean 0.33 0.75    

SD 1.073 0.957    

Min -1.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-4.51, 4.16)     

Ls Meanb 0.37 0.40 -0.03 (-0.89, 0.82) 0.937  

SEb 0.248 0.358    

95% CIb -0.12, 0.85 -0.30, 1.10    

Ls Meanc 0.45 0.67 -0.21 (-1.57, 1.14) 0.737  

SEc 0.334 0.526    

95% CIc -0.28, 1.18 -0.48, 1.81    

 

  Day 29 Actual n 15 5    

Mean 0.27 0.00    

SD 0.704 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 12 5    

Mean 0.25 0.00    

SD 0.866 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.84 (-3.00, 4.68)     

Ls Meanb 0.20 0.04 0.16 (-0.59, 0.92) 0.670  

SEb 0.227 0.311    

95% CIb -0.24, 0.65 -0.57, 0.65    

Ls Meanc 0.29 -0.09 0.38 (-0.49, 1.25) 0.362  

SEc 0.207 0.336    

95% CIc -0.16, 0.73 -0.82, 0.63    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.17 (-0.58, 0.25)     

Ls Meanb -0.37 -0.21 -0.17 (-0.61, 0.27) 0.442  

 

  Baseline Actual n 15 11    

Mean 1.47 1.27    

SD 1.060 0.905    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 16 8    

Mean 1.19 1.00    

SD 0.911 0.756    

Min 0.00 0.00    

Median 1.50 1.00    

Max 2.00 2.00    

 

   Change n 12 8    

Mean -0.25 -0.38    

SD 1.055 0.916    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.30 (-0.50, 1.11)     

Ls Meanb -0.11 -0.42 0.30 (-0.50, 1.11) 0.457  

SEb 0.253 0.319    

95% CIb -0.61, 0.39 -1.04, 0.21    

Ls Meanc -0.25 -0.49 0.24 (-0.49, 0.97) 0.501  

SEc 0.221 0.260    

95% CIc -0.72, 0.21 -1.04, 0.06    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 1.27 1.40    

SD 1.033 0.548    

Min 0.00 1.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

   Change n 13 5    

Mean -0.08 -0.20    

SD 0.954 1.095    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.22 (-1.10, 0.65)     

Ls Meanb 0.00 0.22 -0.22 (-1.10, 0.65) 0.614  

SEb 0.254 0.363    

95% CIb -0.50, 0.50 -0.49, 0.94    

Ls Meanc -0.05 -0.19 0.15 (-0.83, 1.12) 0.752  

SEc 0.245 0.374    

95% CIc -0.57, 0.48 -0.99, 0.61    

 

  Day 15 Actual n 15 4    

Mean 0.87 0.75    

SD 1.125 0.957    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.50 -0.75    

SD 1.446 1.500    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.22 (-0.75, 1.20)     

Ls Meanb -0.46 -0.68 0.22 (-0.75, 1.20) 0.653  

SEb 0.272 0.415    

95% CIb -1.00, 0.07 -1.50, 0.13    

Ls Meanc -0.38 -0.68 0.30 (-1.23, 1.83) 0.676  

SEc 0.378 0.590    

95% CIc -1.21, 0.44 -1.97, 0.60    

 

  Day 29 Actual n 15 5    

Mean 0.53 0.20    

SD 0.743 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 5    

Mean -0.67 -1.20    

SD 1.231 1.304    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.28 (-0.58, 1.14)     

Ls Meanb -0.70 -0.98 0.28 (-0.59, 1.14) 0.526  

SEb 0.253 0.358    

95% CIb -1.20, -0.21 -1.69, -0.28    

Ls Meanc -0.70 -1.12 0.41 (-0.53, 1.36) 0.360  

SEc 0.224 0.364    

95% CIc -1.19, -0.22 -1.90, -0.33    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.23, 0.25)     

Ls Meanb -0.36 -0.37 0.01 (-0.21, 0.23) 0.917  

 

  Baseline Actual n 15 11    

Mean 0.60 0.73    

SD 0.828 0.905    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 16 8    

Mean 0.56 0.38    

SD 0.727 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 8    

Mean 0.17 -0.50    

SD 0.389 0.756    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.41 (-0.11, 0.94)     

Ls Meanb 0.04 -0.31 0.35 (-0.10, 0.81) 0.125  

SEb 0.144 0.180    

95% CIb -0.24, 0.33 -0.67, 0.04    

Ls Meanc 0.08 -0.43 0.51 (0.08, 0.94) 0.023  

SEc 0.130 0.155    

95% CIc -0.20, 0.35 -0.76, -0.10    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.47 0.20    

SD 0.640 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 13 5    

Mean 0.00 -1.00    

SD 0.577 1.414    

Min -1.00 -2.00    

Median 0.00 -2.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.62 (0.04, 1.20)     

Ls Meanb -0.13 -0.66 0.53 (0.03, 1.03) 0.037  

SEb 0.143 0.210    

95% CIb -0.41, 0.15 -1.07, -0.25    

Ls Meanc -0.19 -0.63 0.44 (-0.29, 1.17) 0.214  

SEc 0.176 0.279    

95% CIc -0.56, 0.19 -1.23, -0.03    

 

  Day 15 Actual n 15 4    

Mean 0.20 0.25    

SD 0.414 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.33 -0.75    

SD 0.778 0.957    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.81, 0.49)     

Ls Meanb -0.46 -0.32 -0.14 (-0.70, 0.42) 0.626  

SEb 0.152 0.240    

95% CIb -0.76, -0.16 -0.80, 0.15    

Ls Meanc -0.38 -0.50 0.12 (-0.48, 0.71) 0.673  

SEc 0.145 0.230    

95% CIc -0.69, -0.06 -1.00, 0.01    

 

  Day 29 Actual n 15 5    

Mean 0.13 0.00    

SD 0.352 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 12 5    

Mean -0.42 -1.20    

SD 0.793 1.095    

Min -2.00 -2.00    

Median 0.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.38, 0.77)     

Ls Meanb -0.51 -0.68 0.17 (-0.33, 0.67) 0.506  

SEb 0.144 0.207    

95% CIb -0.79, -0.23 -1.09, -0.27    

Ls Meanc -0.60 -0.73 0.13 (-0.28, 0.54) 0.510  

SEc 0.096 0.157    

95% CIc -0.81, -0.39 -1.07, -0.39    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 73 of 1392 

Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.22 (-0.04, 0.48)     

Ls Meanb -0.55 -0.76 0.21 (-0.06, 0.48) 0.118  

 

  Baseline Actual n 15 11    

Mean 0.73 0.91    

SD 0.884 1.044    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 16 8    

Mean 0.63 0.38    

SD 0.806 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 8    

Mean 0.00 -0.88    

SD 0.426 0.641    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.62 (0.04, 1.21)     

Ls Meanb -0.07 -0.67 0.59 (0.03, 1.15) 0.037  

SEb 0.177 0.222    

95% CIb -0.42, 0.28 -1.10, -0.23    

Ls Meanc -0.11 -0.79 0.68 (0.30, 1.07) 0.002  

SEc 0.115 0.139    

95% CIc -0.35, 0.14 -1.08, -0.49    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.60 0.60    

SD 0.986 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 13 5    

Mean 0.00 -1.00    

SD 0.408 0.707    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.41 (-0.23, 1.06)     

Ls Meanb -0.07 -0.47 0.39 (-0.23, 1.01) 0.212  

SEb 0.176 0.260    

95% CIb -0.42, 0.27 -0.98, 0.04    

Ls Meanc -0.06 -0.93 0.87 (0.24, 1.50) 0.010  

SEc 0.150 0.243    

95% CIc -0.38, 0.27 -1.45, -0.40    

 

  Day 15 Actual n 15 4    

Mean 0.13 0.25    

SD 0.516 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.58 -1.50    

SD 0.900 1.000    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

0.22 (-0.50, 0.94)     

Ls Meanb -0.75 -0.95 0.21 (-0.48, 0.90) 0.556  

SEb 0.187 0.298    

95% CIb -1.11, -0.38 -1.54, -0.37    

Ls Meanc -0.83 -0.96 0.13 (-0.64, 0.90) 0.723  

SEc 0.176 0.306    

95% CIc -1.22, -0.45 -1.63, -0.30    

 

  Day 29 Actual n 15 5    

Mean 0.20 0.20    

SD 0.561 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 5    

Mean -0.58 -1.40    

SD 0.900 1.140    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.39, 0.89)     

Ls Meanb -0.72 -0.95 0.24 (-0.38, 0.85) 0.448  

SEb 0.177 0.256    

95% CIb -1.06, -0.37 -1.46, -0.45    

Ls Meanc -0.77 -0.93 0.16 (-0.58, 0.89) 0.649  

SEc 0.172 0.281    

95% CIc -1.14, -0.40 -1.54, -0.32    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.03 (-0.09, 0.16)     

Ls Meanb -0.16 -0.18 0.02 (-0.06, 0.10) 0.609  

 

  Baseline Actual n 15 11    

Mean 0.27 0.09    

SD 0.704 0.302    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 16 8    

Mean 0.19 0.00    

SD 0.403 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 12 8    

Mean -0.17 0.00    

SD 0.718 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.23 (-0.18, 0.65)     

Ls Meanb -0.08 -0.21 0.13 (-0.11, 0.37) 0.274  

SEb 0.077 0.095    

95% CIb -0.23, 0.08 -0.40, -0.02    

Ls Meanc -0.05 -0.16 0.11 (-0.19, 0.41) 0.457  

SEc 0.090 0.107    

95% CIc -0.24, 0.14 -0.39, 0.07    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.20 0.00    

SD 0.414 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 13 5    

Mean -0.08 0.00    

SD 0.494 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.29 (-0.19, 0.77)     

Ls Meanb -0.01 -0.18 0.16 (-0.11, 0.44) 0.240  

SEb 0.075 0.118    

95% CIb -0.16, 0.13 -0.41, 0.05    

Ls Meanc 0.01 -0.14 0.15 (-0.13, 0.44) 0.270  

SEc 0.070 0.108    

95% CIc -0.14, 0.16 -0.38, 0.09    

 

  Day 15 Actual n 15 4    

Mean 0.07 0.00    

SD 0.258 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.25 0.00    

SD 0.622 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.44, 0.62)     

Ls Meanb -0.16 -0.21 0.05 (-0.25, 0.35) 0.741  

SEb 0.078 0.132    

95% CIb -0.31, 0.00 -0.47, 0.05    

Ls Meanc -0.23 -0.18 -0.05 (-0.30, 0.20) 0.682  

SEc 0.061 0.095    

95% CIc -0.36, -0.10 -0.39, 0.03    

 

  Day 29 Actual n 15 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 12 5    

Mean -0.33 0.00    

SD 0.778 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.55, 0.41)     

Ls Meanb -0.25 -0.22 -0.04 (-0.32, 0.24) 0.780  

SEb 0.077 0.118    

95% CIb -0.41, -0.10 -0.45, 0.02    

Ls Meanc -0.24 -0.24 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.24, -0.24 -0.24, -0.24    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.15)     

Ls Meanb -0.26 -0.25 -0.01 (-0.16, 0.14) 0.907  

 

  Baseline Actual n 15 11    

Mean 0.53 0.64    

SD 0.990 0.674    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 16 8    

Mean 0.31 0.50    

SD 0.602 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 12 8    

Mean -0.17 -0.13    

SD 0.937 0.835    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.18 (-0.57, 0.21)     

Ls Meanb -0.06 0.10 -0.16 (-0.50, 0.19) 0.373  

SEb 0.110 0.137    

95% CIb -0.28, 0.16 -0.17, 0.36    

Ls Meanc -0.20 -0.07 -0.13 (-0.80, 0.53) 0.679  

SEc 0.202 0.239    

95% CIc -0.63, 0.22 -0.58, 0.43    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.13 0.20    

SD 0.516 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 13 5    

Mean -0.31 -0.40    

SD 1.182 0.548    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.47, 0.40)     

Ls Meanb -0.22 -0.19 -0.03 (-0.42, 0.35) 0.867  

SEb 0.108 0.162    

95% CIb -0.44, -0.01 -0.51, 0.13    

Ls Meanc -0.26 -0.34 0.08 (-0.51, 0.67) 0.772  

SEc 0.149 0.228    

95% CIc -0.58, 0.06 -0.83, 0.15    

 

  Day 15 Actual n 15 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.25 -0.25    

SD 0.622 0.500    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.42, 0.56)     

Ls Meanb -0.31 -0.37 0.06 (-0.37, 0.49) 0.782  

SEb 0.115 0.185    

95% CIb -0.54, -0.09 -0.73, -0.01    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    

 

  Day 29 Actual n 15 5    

Mean 0.00 0.20    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 12 5    

Mean -0.25 -0.20    

SD 0.622 0.447    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.42, 0.46)     

Ls Meanb -0.32 -0.34 0.02 (-0.37, 0.40) 0.929  

SEb 0.110 0.161    

95% CIb -0.54, -0.11 -0.65, -0.02    

Ls Meanc -0.29 -0.11 -0.18 (-0.47, 0.12) 0.215  

SEc 0.069 0.112    

95% CIc -0.44, -0.14 -0.35, 0.13    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.05 (-0.26, 0.17)     

Ls Meanb -0.52 -0.47 -0.05 (-0.30, 0.20) 0.690  

 

  Baseline Actual n 15 11    

Mean 0.53 1.00    

SD 0.990 1.183    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 16 8    

Mean 0.44 0.38    

SD 0.727 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 8    

Mean -0.17 -0.75    

SD 0.937 1.581    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.30, 0.67)     

Ls Meanb -0.23 -0.43 0.20 (-0.32, 0.72) 0.459  

SEb 0.165 0.207    

95% CIb -0.55, 0.10 -0.83, -0.02    

Ls Meanc -0.39 -0.53 0.14 (-0.53, 0.81) 0.662  

SEc 0.202 0.243    

95% CIc -0.82, 0.04 -1.05, -0.02    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.33 0.40    

SD 0.724 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 13 5    

Mean -0.23 -1.00    

SD 1.166 1.732    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.55, 0.52)     

Ls Meanb -0.35 -0.33 -0.02 (-0.59, 0.56) 0.958  

SEb 0.164 0.243    

95% CIb -0.67, -0.02 -0.81, 0.15    

Ls Meanc -0.43 -0.46 0.03 (-0.89, 0.96) 0.941  

SEc 0.226 0.355    

95% CIc -0.92, 0.05 -1.23, 0.30    

 

  Day 15 Actual n 15 4    

Mean 0.07 0.25    

SD 0.258 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.42 -1.00    

SD 0.793 2.000    

Min -2.00 -4.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.71, 0.49)     

Ls Meanb -0.67 -0.55 -0.12 (-0.77, 0.52) 0.713  

SEb 0.175 0.278    

95% CIb -1.01, -0.33 -1.09, 0.00    

Ls Meanc -0.59 -0.36 -0.23 (-0.55, 0.09) 0.139  

SEc 0.075 0.123    

95% CIc -0.75, -0.42 -0.63, -0.09    

 

  Day 29 Actual n 15 5    

Mean 0.00 0.40    

SD 0.000 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 12 5    

Mean -0.25 -0.80    

SD 0.622 1.924    

Min -2.00 -4.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.30 (-0.83, 0.23)     

Ls Meanb -0.66 -0.34 -0.32 (-0.90, 0.25) 0.268  

SEb 0.166 0.239    

95% CIb -0.99, -0.33 -0.81, 0.13    

Ls Meanc -0.53 -0.14 -0.38 (-1.04, 0.27) 0.230  

SEc 0.148 0.248    

95% CIc -0.85, -0.21 -0.68, 0.39    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.43 (0.17, 0.70)     

Ls Meanb -0.18 -0.48 0.30 (0.11, 0.50) 0.004  

 

  Baseline Actual n 15 11    

Mean 0.27 0.45    

SD 0.594 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 16 8    

Mean 0.31 0.25    

SD 0.602 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 8    

Mean 0.08 -0.38    

SD 0.289 0.744    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.36, 0.89)     

Ls Meanb -0.10 -0.29 0.18 (-0.26, 0.62) 0.410  

SEb 0.140 0.174    

95% CIb -0.38, 0.17 -0.63, 0.05    

Ls Meanc -0.02 -0.29 0.27 (-0.14, 0.67) 0.181  

SEc 0.121 0.145    

95% CIc -0.28, 0.24 -0.59, 0.02    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.47 0.40    

SD 0.516 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 13 5    

Mean 0.15 -0.60    

SD 0.555 0.894    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.36 (-0.34, 1.06)     

Ls Meanb -0.03 -0.28 0.25 (-0.24, 0.74) 0.314  

SEb 0.138 0.206    

95% CIb -0.30, 0.24 -0.68, 0.13    

Ls Meanc 0.02 -0.28 0.29 (-0.32, 0.90) 0.322  

SEc 0.144 0.231    

95% CIc -0.29, 0.33 -0.77, 0.22    

 

  Day 15 Actual n 15 4    

Mean 0.33 0.00    

SD 0.488 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean 0.08 -1.00    

SD 0.515 1.155    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.76 (-0.02, 1.54)     

Ls Meanb -0.07 -0.60 0.53 (-0.02, 1.08) 0.057  

SEb 0.146 0.236    

95% CIb -0.36, 0.21 -1.07, -0.14    

Ls Meanc -0.02 -0.63 0.60 (0.01, 1.19) 0.046  

SEc 0.139 0.232    

95% CIc -0.33, 0.28 -1.13, -0.12    

 

  Day 29 Actual n 15 5    

Mean 0.20 0.00    

SD 0.414 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 12 5    

Mean -0.08 -0.80    

SD 0.793 1.095    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.42 (-0.27, 1.12)     

Ls Meanb -0.27 -0.57 0.30 (-0.19, 0.78) 0.235  

SEb 0.140 0.205    

95% CIb -0.55, 0.00 -0.97, -0.16    

Ls Meanc -0.23 -0.45 0.22 (-0.30, 0.75) 0.373  

SEc 0.122 0.201    

95% CIc -0.49, 0.04 -0.88, -0.02    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.18 (-0.49, 0.84)     

Ls Meanb 0.14 0.03 0.11 (-0.33, 0.55) 0.607  

 

  Baseline Actual n 15 11    

Mean 0.40 0.18    

SD 0.737 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 16 8    

Mean 0.56 0.25    

SD 0.964 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 12 8    

Mean 0.00 0.00    

SD 0.426 0.756    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-1.09, 1.28)     

Ls Meanb -0.02 -0.08 0.06 (-0.68, 0.80) 0.872  

SEb 0.232 0.295    

95% CIb -0.47, 0.44 -0.66, 0.50    

Ls Meanc -0.01 -0.06 0.05 (-0.48, 0.58) 0.852  

SEc 0.160 0.190    

95% CIc -0.35, 0.33 -0.46, 0.35    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.80 0.00    

SD 1.082 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 13 5    

Mean 0.46 -0.40    

SD 0.776 0.548    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.68 (-0.59, 1.96)     

Ls Meanb 0.45 0.03 0.42 (-0.37, 1.22) 0.295  

SEb 0.233 0.330    

95% CIb -0.01, 0.91 -0.62, 0.67    

Ls Meanc 0.52 -0.44 0.96 (0.08, 1.84) 0.035  

SEc 0.221 0.339    

95% CIc 0.05, 1.00 -1.16, 0.29    

 

  Day 15 Actual n 15 4    

Mean 0.53 1.00    

SD 0.990 1.414    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean 0.08 0.75    

SD 0.900 1.708    

Min -2.00 -1.00    

Median 0.00 0.50    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.35 (-1.78, 1.08)     

Ls Meanb 0.11 0.33 -0.22 (-1.10, 0.67) 0.632  

SEb 0.251 0.375    

95% CIb -0.38, 0.60 -0.41, 1.06    

Ls Meanc 0.13 0.67 -0.54 (-2.07, 0.98) 0.453  

SEc 0.374 0.588    

95% CIc -0.69, 0.94 -0.61, 1.95    

 

  Day 29 Actual n 15 5    

Mean 0.33 0.00    

SD 0.724 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 12 5    

Mean 0.00 -0.20    

SD 0.739 0.447    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.46 (-0.80, 1.72)     

Ls Meanb -0.02 -0.30 0.28 (-0.50, 1.07) 0.476  

SEb 0.232 0.324    

95% CIb -0.47, 0.44 -0.94, 0.34    

Ls Meanc 0.04 -0.30 0.34 (-0.41, 1.10) 0.345  

SEc 0.179 0.291    

95% CIc -0.35, 0.43 -0.93, 0.32    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.11 (-0.28, 0.07)     

Ls Meanb -0.27 -0.21 -0.06 (-0.15, 0.04) 0.241  

 

  Baseline Actual n 15 11    

Mean 0.27 0.18    

SD 0.594 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 16 8    

Mean 0.31 0.13    

SD 0.602 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 8    

Mean 0.08 -0.13    

SD 0.793 0.354    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.51 (0.01, 1.02)     

Ls Meanb 0.09 -0.18 0.27 (0.00, 0.53) 0.046  

SEb 0.085 0.105    

95% CIb -0.08, 0.26 -0.39, 0.03    

Ls Meanc 0.07 -0.16 0.23 (-0.31, 0.77) 0.388  

SEc 0.165 0.195    

95% CIc -0.28, 0.42 -0.57, 0.25    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.20 0.20    

SD 0.561 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 13 5    

Mean -0.08 0.00    

SD 0.277 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.48, 0.66)     

Ls Meanb -0.11 -0.15 0.05 (-0.25, 0.34) 0.764  

SEb 0.083 0.127    

95% CIb -0.27, 0.06 -0.40, 0.10    

Ls Meanc -0.11 0.01 -0.11 (-0.38, 0.15) 0.378  

SEc 0.067 0.103    

95% CIc -0.25, 0.04 -0.21, 0.23    

 

  Day 15 Actual n 15 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.33 -0.25    

SD 0.651 0.500    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.29 (-0.92, 0.33)     

Ls Meanb -0.35 -0.19 -0.15 (-0.48, 0.18) 0.359  

SEb 0.087 0.144    

95% CIb -0.52, -0.17 -0.47, 0.09    

Ls Meanc -0.31 -0.31 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.31, -0.31 -0.31, -0.31    

 

  Day 29 Actual n 15 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 12 5    

Mean -0.33 0.00    

SD 0.651 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.26 (-0.83, 0.31)     

Ls Meanb -0.37 -0.23 -0.14 (-0.44, 0.16) 0.369  

SEb 0.085 0.127    

95% CIb -0.54, -0.20 -0.48, 0.02    

Ls Meanc -0.24 -0.24 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.24, -0.24 -0.24, -0.24    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.16 -0.17 0.01 (-0.01, 0.03) 0.406  

 

  Baseline Actual n 15 11    

Mean 0.20 0.00    

SD 0.561 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 16 8    

Mean 0.06 0.00    

SD 0.250 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 12 8    

Mean -0.17 0.00    

SD 0.577 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.01, 0.37)     

Ls Meanb -0.09 -0.17 0.08 (0.00, 0.16) 0.063  

SEb 0.026 0.032    

95% CIb -0.15, -0.04 -0.23, -0.11    

Ls Meanc -0.06 -0.12 0.06 (-0.15, 0.27) 0.535  

SEc 0.063 0.075    

95% CIc -0.19, 0.07 -0.28, 0.04    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 15 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 13 5    

Mean -0.23 0.00    

SD 0.599 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.23, 0.21)     

Ls Meanb -0.18 -0.17 0.00 (-0.10, 0.09) 0.938  

SEb 0.025 0.041    

95% CIb -0.23, -0.13 -0.25, -0.09    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    

 

  Day 15 Actual n 15 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 4    

Mean -0.25 0.00    

SD 0.622 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.25, 0.23)     

Ls Meanb -0.18 -0.17 0.00 (-0.11, 0.10) 0.926  

SEb 0.026 0.045    

95% CIb -0.23, -0.12 -0.26, -0.08    

Ls Meanc -0.19 -0.19 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.19, -0.19 -0.19, -0.19    

 

  Day 29 Actual n 15 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 12 5    

Mean -0.25 0.00    

SD 0.622 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.23, 0.22)     

Ls Meanb -0.18 -0.18 0.00 (-0.10, 0.09) 0.963  

SEb 0.026 0.041    

95% CIb -0.23, -0.13 -0.25, -0.10    

Ls Meanc -0.18 -0.18 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.18, -0.18 -0.18, -0.18    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Age < 80 Body Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.79 -0.77 -0.02 (-0.06, 0.02) 0.382  

 

  Baseline Actual n 342 349  0.433d  

Mean 1.11 1.01    

SD 1.054 0.965    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 393 399    

Mean 0.62 0.65    

SD 0.884 0.875    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 311 321    

Mean -0.48 -0.34    

SD 1.015 0.991    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.18, 0.00)     

Ls Meanb -0.46 -0.37 -0.09 (-0.19, 0.00) 0.061  

SEb 0.035 0.034    

95% CIb -0.53, -0.39 -0.43, -0.30    

Ls Meanc -0.46 -0.36 -0.10 (-0.22, 0.02) 0.113  

SEc 0.045 0.044    

95% CIc -0.55, -0.38 -0.45, -0.28    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 357    

Mean 0.40 0.41    

SD 0.753 0.787    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 293 280    

Mean -0.68 -0.58    

SD 1.063 1.023    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.67 -0.61 -0.06 (-0.16, 0.04) 0.234  

SEb 0.035 0.036    

95% CIb -0.74, -0.60 -0.68, -0.54    

Ls Meanc -0.66 -0.61 -0.04 (-0.16, 0.07) 0.457  

SEc 0.042 0.043    

95% CIc -0.74, -0.57 -0.70, -0.53    

 

  Day 15 Actual n 332 322    

Mean 0.19 0.16    

SD 0.549 0.466    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.88 -0.84    

SD 1.108 0.967    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.88 -0.90 0.02 (-0.08, 0.13) 0.665  

SEb 0.037 0.037    

95% CIb -0.95, -0.80 -0.97, -0.82    

Ls Meanc -0.85 -0.88 0.03 (-0.06, 0.12) 0.517  

SEc 0.031 0.032    

95% CIc -0.92, -0.79 -0.95, -0.82    

 

  Day 29 Actual n 277 266    

Mean 0.14 0.12    

SD 0.472 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 229 224    

Mean -0.95 -0.92    

SD 1.117 1.021    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.10)     

Ls Meanb -0.91 -0.90 -0.01 (-0.11, 0.10) 0.900  

SEb 0.038 0.038    

95% CIb -0.98, -0.83 -0.97, -0.83    

Ls Meanc -0.93 -0.95 0.02 (-0.06, 0.10) 0.688  

SEc 0.029 0.029    

95% CIc -0.99, -0.87 -1.01, -0.89    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.01)     

Ls Meanb -0.68 -0.68 0.00 (-0.02, 0.01) 0.641  

 

  Baseline Actual n 342 349  0.868d  

Mean 0.80 0.77    

SD 0.984 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 392 399    

Mean 0.34 0.32    

SD 0.713 0.631    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 310 321    

Mean -0.43 -0.45    

SD 0.965 0.876    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (0.00, 0.13)     

Ls Meanb -0.40 -0.46 0.06 (0.00, 0.12) 0.050  

SEb 0.022 0.022    

95% CIb -0.44, -0.35 -0.50, -0.42    

Ls Meanc -0.42 -0.47 0.05 (-0.05, 0.14) 0.371  

SEc 0.036 0.036    

95% CIc -0.49, -0.35 -0.54, -0.40    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.11 0.20    

SD 0.410 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 293 281    

Mean -0.66 -0.57    

SD 0.982 0.969    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.17, -0.04)     

Ls Meanb -0.67 -0.57 -0.10 (-0.16, -0.04) 0.002  

SEb 0.023 0.023    

95% CIb -0.72, -0.63 -0.62, -0.53    

Ls Meanc -0.66 -0.57 -0.09 (-0.17, -0.02) 0.017  

SEc 0.027 0.028    

95% CIc -0.72, -0.61 -0.63, -0.52    

 

  Day 15 Actual n 332 322    

Mean 0.04 0.03    

SD 0.230 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.73 -0.71    

SD 1.009 0.928    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.73 -0.74 0.00 (-0.07, 0.07) 0.988  

SEb 0.024 0.025    

95% CIb -0.78, -0.69 -0.78, -0.69    

Ls Meanc -0.73 -0.72 -0.01 (-0.05, 0.03) 0.680  

SEc 0.016 0.016    

95% CIc -0.76, -0.70 -0.75, -0.69    

 

  Day 29 Actual n 277 266    

Mean 0.02 0.02    

SD 0.189 0.172    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 229 224    

Mean -0.82 -0.75    

SD 1.039 0.942    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.05, 0.10)     

Ls Meanb -0.75 -0.77 0.02 (-0.05, 0.09) 0.570  

SEb 0.025 0.025    

95% CIb -0.79, -0.70 -0.82, -0.72    

Ls Meanc -0.79 -0.79 0.00 (-0.04, 0.03) 0.977  

SEc 0.012 0.013    

95% CIc -0.81, -0.76 -0.81, -0.76    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 7 of 1392 

Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.06)     

Ls Meanb -0.48 -0.50 0.02 (-0.01, 0.05) 0.211  

 

  Baseline Actual n 342 349  0.275d  

Mean 0.75 0.72    

SD 0.862 0.875    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 393 399    

Mean 0.52 0.50    

SD 0.742 0.746    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 311 321    

Mean -0.20 -0.25    

SD 0.816 0.803    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.16)     

Ls Meanb -0.19 -0.25 0.06 (-0.02, 0.14) 0.145  

SEb 0.028 0.028    

95% CIb -0.25, -0.14 -0.30, -0.19    

Ls Meanc -0.21 -0.26 0.05 (-0.05, 0.15) 0.288  

SEc 0.036 0.036    

95% CIc -0.28, -0.14 -0.33, -0.19    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.39 0.37    

SD 0.661 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 293 281    

Mean -0.29 -0.36    

SD 0.869 0.850    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.31 -0.36 0.05 (-0.03, 0.13) 0.214  

SEb 0.029 0.029    

95% CIb -0.37, -0.25 -0.42, -0.30    

Ls Meanc -0.30 -0.36 0.07 (-0.03, 0.17) 0.197  

SEc 0.036 0.036    

95% CIc -0.37, -0.23 -0.43, -0.29    

 

  Day 15 Actual n 332 322    

Mean 0.16 0.13    

SD 0.442 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.53 -0.57    

SD 0.799 0.852    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.54 -0.58 0.04 (-0.05, 0.12) 0.382  

SEb 0.030 0.031    

95% CIb -0.60, -0.48 -0.64, -0.52    

Ls Meanc -0.53 -0.58 0.05 (-0.02, 0.12) 0.134  

SEc 0.025 0.025    

95% CIc -0.57, -0.48 -0.63, -0.53    

 

  Day 29 Actual n 277 266    

Mean 0.07 0.08    

SD 0.298 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 229 224    

Mean -0.56 -0.60    

SD 0.839 0.872    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.59 -0.63 0.04 (-0.05, 0.13) 0.354  

SEb 0.031 0.031    

95% CIb -0.65, -0.53 -0.69, -0.57    

Ls Meanc -0.57 -0.59 0.02 (-0.04, 0.07) 0.546  

SEc 0.020 0.021    

95% CIc -0.61, -0.53 -0.63, -0.55    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.00)     

Ls Meanb -0.62 -0.58 -0.04 (-0.09, 0.00) 0.053  

 

  Baseline Actual n 342 349  0.298d  

Mean 1.13 1.11    

SD 0.852 0.779    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 393 399    

Mean 1.00 1.04    

SD 0.824 0.845    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 311 321    

Mean -0.12 -0.07    

SD 0.742 0.839    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.12 -0.07 -0.05 (-0.15, 0.05) 0.328  

SEb 0.036 0.036    

95% CIb -0.19, -0.04 -0.14, 0.01    

Ls Meanc -0.12 -0.07 -0.05 (-0.16, 0.06) 0.364  

SEc 0.040 0.040    

95% CIc -0.20, -0.04 -0.15, 0.01    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.80 0.90    

SD 0.833 0.875    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 293 281    

Mean -0.32 -0.20    

SD 0.868 0.905    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.21 (-0.33, -0.08)     

Ls Meanb -0.33 -0.16 -0.17 (-0.27, -0.07) 0.001  

SEb 0.037 0.037    

95% CIb -0.40, -0.26 -0.23, -0.09    

Ls Meanc -0.32 -0.20 -0.12 (-0.24, 0.01) 0.068  

SEc 0.045 0.046    

95% CIc -0.41, -0.23 -0.29, -0.11    

 

  Day 15 Actual n 332 322    

Mean 0.38 0.39    

SD 0.646 0.622    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.71 -0.73    

SD 0.935 0.851    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.74 -0.71 -0.03 (-0.14, 0.07) 0.538  

SEb 0.038 0.039    

95% CIb -0.82, -0.67 -0.79, -0.63    

Ls Meanc -0.72 -0.71 -0.01 (-0.11, 0.10) 0.891  

SEc 0.038 0.038    

95% CIc -0.79, -0.64 -0.79, -0.63    

 

  Day 29 Actual n 277 266    

Mean 0.22 0.18    

SD 0.511 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 229 224    

Mean -0.89 -0.92    

SD 0.920 0.854    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.20)     

Ls Meanb -0.86 -0.91 0.05 (-0.05, 0.16) 0.333  

SEb 0.039 0.039    

95% CIb -0.94, -0.78 -0.99, -0.84    

Ls Meanc -0.87 -0.94 0.06 (-0.02, 0.15) 0.160  

SEc 0.031 0.032    

95% CIc -0.94, -0.81 -1.00, -0.87    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.02)     

Ls Meanb -0.28 -0.28 0.00 (-0.02, 0.02) 0.783  

 

  Baseline Actual n 342 349  0.305d  

Mean 0.42 0.39    

SD 0.760 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 392 399    

Mean 0.28 0.30    

SD 0.613 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 310 321    

Mean -0.11 -0.08    

SD 0.772 0.788    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.08)     

Ls Meanb -0.09 -0.08 0.00 (-0.06, 0.06) 0.894  

SEb 0.022 0.022    

95% CIb -0.13, -0.04 -0.13, -0.04    

Ls Meanc -0.11 -0.09 -0.02 (-0.11, 0.07) 0.699  

SEc 0.033 0.032    

95% CIc -0.17, -0.05 -0.16, -0.03    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.20 0.18    

SD 0.535 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 293 281    

Mean -0.20 -0.21    

SD 0.785 0.720    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.11)     

Ls Meanb -0.19 -0.21 0.02 (-0.04, 0.08) 0.530  

SEb 0.022 0.023    

95% CIb -0.24, -0.15 -0.26, -0.17    

Ls Meanc -0.20 -0.22 0.02 (-0.05, 0.10) 0.541  

SEc 0.028 0.028    

95% CIc -0.25, -0.15 -0.28, -0.17    

 

  Day 15 Actual n 332 322    

Mean 0.08 0.07    

SD 0.339 0.313    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.32 -0.29    

SD 0.773 0.742    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.31 -0.30 -0.01 (-0.07, 0.06) 0.879  

SEb 0.024 0.024    

95% CIb -0.35, -0.26 -0.35, -0.26    

Ls Meanc -0.30 -0.31 0.01 (-0.04, 0.07) 0.603  

SEc 0.020 0.021    

95% CIc -0.34, -0.26 -0.35, -0.27    

 

  Day 29 Actual n 277 266    

Mean 0.02 0.02    

SD 0.180 0.136    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 229 224    

Mean -0.32 -0.34    

SD 0.648 0.685    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.34 -0.34 -0.01 (-0.08, 0.06) 0.827  

SEb 0.024 0.025    

95% CIb -0.39, -0.29 -0.38, -0.29    

Ls Meanc -0.33 -0.33 0.01 (-0.02, 0.04) 0.723  

SEc 0.011 0.011    

95% CIc -0.35, -0.31 -0.36, -0.31    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.14 -0.16 0.02 (-0.01, 0.05) 0.180  

 

  Baseline Actual n 342 349  0.341d  

Mean 0.34 0.33    

SD 0.744 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 393 399    

Mean 0.30 0.29    

SD 0.649 0.692    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 311 321    

Mean 0.00 -0.03    

SD 0.749 0.730    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb 0.00 -0.03 0.03 (-0.04, 0.11) 0.403  

SEb 0.028 0.027    

95% CIb -0.05, 0.05 -0.09, 0.02    

Ls Meanc 0.00 -0.03 0.03 (-0.07, 0.13) 0.538  

SEc 0.035 0.034    

95% CIc -0.07, 0.07 -0.09, 0.04    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.24 0.28    

SD 0.623 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 293 281    

Mean -0.09 -0.03    

SD 0.812 0.904    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.01)     

Ls Meanb -0.08 0.00 -0.07 (-0.15, 0.00) 0.066  

SEb 0.028 0.028    

95% CIb -0.13, -0.02 -0.06, 0.05    

Ls Meanc -0.08 -0.04 -0.05 (-0.15, 0.06) 0.391  

SEc 0.038 0.039    

95% CIc -0.16, -0.01 -0.11, 0.04    

 

  Day 15 Actual n 332 322    

Mean 0.13 0.11    

SD 0.473 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.11 -0.22    

SD 0.698 0.694    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.02, 0.21)     

Ls Meanb -0.14 -0.21 0.07 (-0.01, 0.15) 0.097  

SEb 0.029 0.030    

95% CIb -0.20, -0.09 -0.27, -0.16    

Ls Meanc -0.13 -0.20 0.07 (0.00, 0.15) 0.051  

SEc 0.027 0.027    

95% CIc -0.18, -0.07 -0.25, -0.15    

 

  Day 29 Actual n 277 266    

Mean 0.06 0.05    

SD 0.323 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 229 224    

Mean -0.21 -0.28    

SD 0.761 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.19)     

Ls Meanb -0.21 -0.26 0.06 (-0.03, 0.14) 0.181  

SEb 0.030 0.030    

95% CIb -0.27, -0.15 -0.32, -0.21    

Ls Meanc -0.23 -0.26 0.03 (-0.02, 0.09) 0.265  

SEc 0.020 0.020    

95% CIc -0.27, -0.19 -0.30, -0.22    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.02)     

Ls Meanb -0.80 -0.78 -0.02 (-0.07, 0.02) 0.332  

 

  Baseline Actual n 342 349  0.003d  

Mean 1.36 1.36    

SD 1.034 1.026    

Min 0.00 0.00    

Median 1.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 393 399    

Mean 1.00 1.08    

SD 0.982 0.992    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 311 321    

Mean -0.31 -0.22    

SD 0.954 1.014    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.31 -0.24 -0.07 (-0.18, 0.05) 0.266  

SEb 0.042 0.041    

95% CIb -0.39, -0.23 -0.32, -0.16    

Ls Meanc -0.31 -0.23 -0.08 (-0.21, 0.06) 0.257  

SEc 0.048 0.047    

95% CIc -0.40, -0.22 -0.33, -0.14    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.78 0.84    

SD 0.924 0.952    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 4.00    

 

   Change n 293 281    

Mean -0.53 -0.48    

SD 1.025 1.066    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.06)     

Ls Meanb -0.54 -0.48 -0.06 (-0.18, 0.06) 0.325  

SEb 0.042 0.043    

95% CIb -0.63, -0.46 -0.57, -0.40    

Ls Meanc -0.53 -0.50 -0.03 (-0.17, 0.11) 0.691  

SEc 0.049 0.050    

95% CIc -0.63, -0.43 -0.60, -0.40    

 

  Day 15 Actual n 332 322    

Mean 0.36 0.38    

SD 0.662 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.97 -0.95    

SD 1.078 1.036    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -0.96 -0.95 -0.01 (-0.14, 0.11) 0.846  

SEb 0.044 0.045    

95% CIb -1.05, -0.87 -1.04, -0.86    

Ls Meanc -0.97 -0.96 -0.01 (-0.12, 0.10) 0.902  

SEc 0.040 0.041    

95% CIc -1.05, -0.89 -1.04, -0.88    

 

  Day 29 Actual n 277 266    

Mean 0.26 0.29    

SD 0.574 0.593    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 229 224    

Mean -1.07 -1.08    

SD 1.072 1.073    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.13)     

Ls Meanb -1.04 -1.05 0.01 (-0.11, 0.14) 0.842  

SEb 0.045 0.045    

95% CIb -1.13, -0.95 -1.14, -0.96    

Ls Meanc -1.09 -1.07 -0.01 (-0.12, 0.09) 0.785  

SEc 0.037 0.037    

95% CIc -1.16, -1.01 -1.15, -1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.75 -0.76 0.01 (-0.02, 0.05) 0.442  

 

  Baseline Actual n 342 349  0.064d  

Mean 1.08 1.06    

SD 0.985 0.985    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 393 399    

Mean 0.60 0.59    

SD 0.812 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 311 321    

Mean -0.46 -0.50    

SD 0.986 1.003    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.45 -0.49 0.04 (-0.05, 0.13) 0.393  

SEb 0.033 0.033    

95% CIb -0.51, -0.38 -0.55, -0.42    

Ls Meanc -0.46 -0.49 0.04 (-0.08, 0.15) 0.521  

SEc 0.042 0.042    

95% CIc -0.54, -0.37 -0.58, -0.41    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.44 0.46    

SD 0.778 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 293 281    

Mean -0.62 -0.61    

SD 1.055 1.005    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.63 -0.61 -0.02 (-0.12, 0.07) 0.658  

SEb 0.034 0.035    

95% CIb -0.69, -0.56 -0.67, -0.54    

Ls Meanc -0.61 -0.62 0.01 (-0.10, 0.13) 0.804  

SEc 0.040 0.041    

95% CIc -0.69, -0.53 -0.70, -0.54    

 

  Day 15 Actual n 332 322    

Mean 0.22 0.22    

SD 0.568 0.541    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.86 -0.81    

SD 1.025 0.986    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.85 -0.85 0.00 (-0.10, 0.10) 0.995  

SEb 0.036 0.037    

95% CIb -0.92, -0.78 -0.92, -0.77    

Ls Meanc -0.84 -0.81 -0.03 (-0.11, 0.06) 0.511  

SEc 0.031 0.031    

95% CIc -0.90, -0.78 -0.87, -0.75    

 

  Day 29 Actual n 277 266    

Mean 0.11 0.15    

SD 0.369 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 229 224    

Mean -0.96 -0.91    

SD 1.036 0.943    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.06)     

Ls Meanb -0.95 -0.91 -0.04 (-0.14, 0.06) 0.459  

SEb 0.037 0.037    

95% CIb -1.02, -0.87 -0.98, -0.83    

Ls Meanc -0.97 -0.91 -0.06 (-0.13, 0.01) 0.100  

SEc 0.025 0.026    

95% CIc -1.02, -0.92 -0.96, -0.86    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.84 -0.80 -0.04 (-0.08, 0.00) 0.034  

 

  Baseline Actual n 342 349  0.317d  

Mean 1.11 1.12    

SD 1.032 1.000    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 393 399    

Mean 0.60 0.64    

SD 0.852 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 311 321    

Mean -0.52 -0.48    

SD 1.003 1.010    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.16, 0.02)     

Ls Meanb -0.52 -0.45 -0.07 (-0.16, 0.02) 0.141  

SEb 0.034 0.034    

95% CIb -0.58, -0.45 -0.51, -0.38    

Ls Meanc -0.53 -0.47 -0.07 (-0.19, 0.06) 0.293  

SEc 0.044 0.044    

95% CIc -0.62, -0.45 -0.56, -0.38    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.39 0.43    

SD 0.740 0.795    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 293 281    

Mean -0.68 -0.69    

SD 0.992 1.083    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.14, 0.05)     

Ls Meanb -0.71 -0.66 -0.05 (-0.15, 0.05) 0.320  

SEb 0.035 0.035    

95% CIb -0.78, -0.65 -0.73, -0.60    

Ls Meanc -0.70 -0.67 -0.03 (-0.14, 0.09) 0.656  

SEc 0.042 0.043    

95% CIc -0.78, -0.62 -0.76, -0.59    

 

  Day 15 Actual n 332 322    

Mean 0.17 0.20    

SD 0.509 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.93 -0.92    

SD 1.051 1.030    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.95 -0.92 -0.03 (-0.13, 0.07) 0.592  

SEb 0.036 0.037    

95% CIb -1.02, -0.88 -0.99, -0.85    

Ls Meanc -0.94 -0.91 -0.04 (-0.12, 0.05) 0.377  

SEc 0.030 0.031    

95% CIc -1.00, -0.88 -0.97, -0.85    

 

  Day 29 Actual n 277 266    

Mean 0.11 0.16    

SD 0.384 0.457    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 229 224    

Mean -1.00 -0.95    

SD 1.066 1.081    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.01)     

Ls Meanb -1.00 -0.90 -0.10 (-0.20, 0.01) 0.069  

SEb 0.037 0.037    

95% CIb -1.07, -0.93 -0.98, -0.83    

Ls Meanc -1.01 -0.94 -0.07 (-0.15, 0.01) 0.070  

SEc 0.028 0.028    

95% CIc -1.07, -0.96 -1.00, -0.89    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.31 -0.30 -0.01 (-0.03, 0.01) 0.254  

 

  Baseline Actual n 342 349  0.783d  

Mean 0.42 0.40    

SD 0.761 0.698    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 393 399    

Mean 0.30 0.27    

SD 0.687 0.624    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 311 321    

Mean -0.09 -0.12    

SD 0.801 0.657    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (0.00, 0.16)     

Ls Meanb -0.07 -0.13 0.06 (0.00, 0.12) 0.059  

SEb 0.021 0.021    

95% CIb -0.11, -0.03 -0.17, -0.09    

Ls Meanc -0.08 -0.12 0.04 (-0.05, 0.14) 0.378  

SEc 0.034 0.034    

95% CIc -0.15, -0.02 -0.19, -0.06    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.17 0.23    

SD 0.503 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 293 281    

Mean -0.20 -0.20    

SD 0.757 0.744    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.13, 0.04)     

Ls Meanb -0.21 -0.18 -0.03 (-0.09, 0.03) 0.282  

SEb 0.022 0.022    

95% CIb -0.25, -0.17 -0.22, -0.13    

Ls Meanc -0.21 -0.19 -0.02 (-0.11, 0.06) 0.610  

SEc 0.031 0.031    

95% CIc -0.27, -0.15 -0.25, -0.13    

 

  Day 15 Actual n 332 322    

Mean 0.05 0.04    

SD 0.303 0.281    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.36 -0.36    

SD 0.771 0.693    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.35 -0.37 0.01 (-0.05, 0.08) 0.689  

SEb 0.023 0.023    

95% CIb -0.40, -0.31 -0.41, -0.32    

Ls Meanc -0.35 -0.37 0.02 (-0.03, 0.07) 0.475  

SEc 0.017 0.018    

95% CIc -0.39, -0.32 -0.40, -0.33    

 

  Day 29 Actual n 277 266    

Mean 0.01 0.03    

SD 0.104 0.220    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 229 224    

Mean -0.41 -0.40    

SD 0.798 0.720    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.39 -0.38 -0.01 (-0.07, 0.06) 0.840  

SEb 0.023 0.024    

95% CIb -0.43, -0.34 -0.42, -0.33    

Ls Meanc -0.41 -0.39 -0.02 (-0.05, 0.02) 0.308  

SEc 0.012 0.012    

95% CIc -0.44, -0.39 -0.42, -0.37    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.07)     

Ls Meanb -0.39 -0.41 0.02 (-0.02, 0.07) 0.328  

 

  Baseline Actual n 342 349  0.295d  

Mean 0.64 0.67    

SD 0.990 1.001    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 393 399    

Mean 0.54 0.63    

SD 0.871 0.934    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 311 321    

Mean -0.11 -0.07    

SD 1.016 1.051    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.03)     

Ls Meanb -0.11 -0.05 -0.06 (-0.16, 0.03) 0.200  

SEb 0.035 0.035    

95% CIb -0.18, -0.05 -0.12, 0.02    

Ls Meanc -0.13 -0.08 -0.06 (-0.19, 0.07) 0.357  

SEc 0.046 0.045    

95% CIc -0.22, -0.04 -0.16, 0.01    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.44 0.48    

SD 0.806 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 293 281    

Mean -0.21 -0.20    

SD 1.114 1.128    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.22 -0.20 -0.03 (-0.12, 0.07) 0.605  

SEb 0.035 0.036    

95% CIb -0.29, -0.15 -0.27, -0.13    

Ls Meanc -0.24 -0.20 -0.03 (-0.16, 0.09) 0.608  

SEc 0.045 0.046    

95% CIc -0.33, -0.15 -0.29, -0.11    

 

  Day 15 Actual n 332 322    

Mean 0.20 0.18    

SD 0.587 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.42 -0.48    

SD 1.029 1.104    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.46 -0.49 0.04 (-0.07, 0.14) 0.492  

SEb 0.037 0.038    

95% CIb -0.53, -0.38 -0.57, -0.42    

Ls Meanc -0.45 -0.48 0.04 (-0.05, 0.13) 0.414  

SEc 0.033 0.034    

95% CIc -0.51, -0.38 -0.55, -0.42    

 

  Day 29 Actual n 277 266    

Mean 0.14 0.06    

SD 0.519 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 229 224    

Mean -0.46 -0.56    

SD 0.939 1.044    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.03, 0.24)     

Ls Meanb -0.48 -0.61 0.13 (0.03, 0.24) 0.012  

SEb 0.037 0.037    

95% CIb -0.55, -0.40 -0.68, -0.54    

Ls Meanc -0.48 -0.55 0.07 (-0.01, 0.14) 0.070  

SEc 0.026 0.026    

95% CIc -0.53, -0.43 -0.60, -0.50    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.08)     

Ls Meanb -0.37 -0.40 0.03 (-0.01, 0.08) 0.146  

 

  Baseline Actual n 342 349  0.068d  

Mean 0.59 0.63    

SD 0.945 0.972    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 393 399    

Mean 0.46 0.52    

SD 0.808 0.859    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 311 321    

Mean -0.11 -0.14    

SD 0.893 0.998    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.12 -0.11 0.00 (-0.09, 0.09) 0.927  

SEb 0.033 0.032    

95% CIb -0.18, -0.05 -0.18, -0.05    

Ls Meanc -0.14 -0.13 -0.01 (-0.12, 0.11) 0.876  

SEc 0.042 0.041    

95% CIc -0.23, -0.06 -0.22, -0.05    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.40 0.42    

SD 0.788 0.805    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 293 281    

Mean -0.19 -0.23    

SD 1.054 1.111    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.10)     

Ls Meanb -0.20 -0.20 0.01 (-0.09, 0.10) 0.887  

SEb 0.033 0.033    

95% CIb -0.26, -0.13 -0.27, -0.14    

Ls Meanc -0.22 -0.22 0.00 (-0.12, 0.13) 0.955  

SEc 0.044 0.045    

95% CIc -0.31, -0.13 -0.31, -0.14    

 

  Day 15 Actual n 332 322    

Mean 0.17 0.14    

SD 0.538 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 36 of 1392 

Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.41 -0.47    

SD 0.993 1.071    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.16)     

Ls Meanb -0.42 -0.48 0.06 (-0.04, 0.16) 0.224  

SEb 0.034 0.035    

95% CIb -0.49, -0.36 -0.55, -0.41    

Ls Meanc -0.42 -0.48 0.05 (-0.03, 0.14) 0.205  

SEc 0.030 0.031    

95% CIc -0.48, -0.36 -0.54, -0.42    

 

  Day 29 Actual n 277 266    

Mean 0.10 0.05    

SD 0.417 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 229 224    

Mean -0.45 -0.55    

SD 0.933 1.010    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.19)     

Ls Meanb -0.47 -0.55 0.09 (-0.01, 0.19) 0.068  

SEb 0.035 0.035    

95% CIb -0.53, -0.40 -0.62, -0.49    

Ls Meanc -0.47 -0.54 0.06 (0.00, 0.13) 0.055  

SEc 0.023 0.023    

95% CIc -0.52, -0.43 -0.58, -0.49    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.04)     

Ls Meanb -0.44 -0.44 0.01 (-0.02, 0.03) 0.673  

 

  Baseline Actual n 341 349  0.051d  

Mean 0.62 0.61    

SD 0.772 0.760    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 393 399    

Mean 0.43 0.38    

SD 0.674 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 310 321    

Mean -0.17 -0.27    

SD 0.787 0.719    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (0.01, 0.19)     

Ls Meanb -0.18 -0.25 0.08 (0.01, 0.14) 0.030  

SEb 0.025 0.024    

95% CIb -0.23, -0.13 -0.30, -0.21    

Ls Meanc -0.18 -0.26 0.08 (-0.01, 0.17) 0.081  

SEc 0.033 0.033    

95% CIc -0.25, -0.12 -0.33, -0.20    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.29 0.29    

SD 0.557 0.575    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 292 281    

Mean -0.32 -0.33    

SD 0.786 0.741    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.08)     

Ls Meanb -0.35 -0.34 -0.01 (-0.08, 0.06) 0.759  

SEb 0.025 0.025    

95% CIb -0.40, -0.30 -0.39, -0.29    

Ls Meanc -0.32 -0.33 0.01 (-0.08, 0.09) 0.880  

SEc 0.031 0.032    

95% CIc -0.38, -0.26 -0.39, -0.27    

 

  Day 15 Actual n 332 322    

Mean 0.14 0.12    

SD 0.400 0.375    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 258 251    

Mean -0.47 -0.52    

SD 0.754 0.745    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.12)     

Ls Meanb -0.48 -0.49 0.02 (-0.06, 0.09) 0.641  

SEb 0.026 0.027    

95% CIb -0.53, -0.42 -0.55, -0.44    

Ls Meanc -0.48 -0.51 0.03 (-0.03, 0.10) 0.351  

SEc 0.023 0.024    

95% CIc -0.53, -0.43 -0.56, -0.46    

 

  Day 29 Actual n 277 266    

Mean 0.09 0.09    

SD 0.329 0.340    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 228 224    

Mean -0.43 -0.54    

SD 0.733 0.745    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.51 -0.53 0.01 (-0.06, 0.09) 0.713  

SEb 0.027 0.027    

95% CIb -0.57, -0.46 -0.58, -0.47    

Ls Meanc -0.48 -0.48 0.00 (-0.05, 0.06) 0.919  

SEc 0.019 0.020    

95% CIc -0.52, -0.44 -0.52, -0.45    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.09)     

Ls Meanb -0.25 -0.28 0.04 (0.00, 0.07) 0.030  

 

  Baseline Actual n 342 349  0.750d  

Mean 0.46 0.45    

SD 0.812 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 393 399    

Mean 0.35 0.32    

SD 0.712 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 311 321    

Mean -0.11 -0.10    

SD 0.763 0.749    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.10 -0.11 0.01 (-0.07, 0.09) 0.734  

SEb 0.029 0.029    

95% CIb -0.16, -0.04 -0.17, -0.06    

Ls Meanc -0.11 -0.11 0.00 (-0.10, 0.10) 0.990  

SEc 0.035 0.035    

95% CIc -0.18, -0.04 -0.17, -0.04    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.25 0.30    

SD 0.656 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 293 281    

Mean -0.19 -0.17    

SD 0.845 0.882    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.05)     

Ls Meanb -0.18 -0.14 -0.04 (-0.13, 0.04) 0.291  

SEb 0.029 0.030    

95% CIb -0.24, -0.12 -0.19, -0.08    

Ls Meanc -0.19 -0.17 -0.02 (-0.12, 0.09) 0.737  

SEc 0.038 0.039    

95% CIc -0.26, -0.11 -0.25, -0.09    

 

  Day 15 Actual n 332 322    

Mean 0.16 0.08    

SD 0.517 0.366    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.21 -0.35    

SD 0.805 0.818    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.03, 0.24)     

Ls Meanb -0.25 -0.36 0.11 (0.02, 0.19) 0.013  

SEb 0.031 0.031    

95% CIb -0.32, -0.19 -0.43, -0.30    

Ls Meanc -0.23 -0.34 0.11 (0.03, 0.19) 0.006  

SEc 0.028 0.029    

95% CIc -0.29, -0.18 -0.40, -0.29    

 

  Day 29 Actual n 277 266    

Mean 0.09 0.08    

SD 0.359 0.321    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 229 224    

Mean -0.30 -0.37    

SD 0.812 0.815    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.18)     

Ls Meanb -0.31 -0.37 0.06 (-0.03, 0.15) 0.165  

SEb 0.031 0.032    

95% CIb -0.37, -0.25 -0.43, -0.31    

Ls Meanc -0.32 -0.36 0.04 (-0.03, 0.10) 0.247  

SEc 0.022 0.022    

95% CIc -0.36, -0.28 -0.40, -0.31    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.05)     

Ls Meanb -0.45 -0.47 0.01 (-0.01, 0.04) 0.315  

 

  Baseline Actual n 341 349  0.669d  

Mean 0.61 0.63    

SD 0.800 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 393 399    

Mean 0.36 0.32    

SD 0.676 0.641    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 310 321    

Mean -0.21 -0.33    

SD 0.810 0.813    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.01, 0.16)     

Ls Meanb -0.23 -0.29 0.06 (-0.01, 0.13) 0.079  

SEb 0.025 0.025    

95% CIb -0.28, -0.18 -0.34, -0.24    

Ls Meanc -0.23 -0.31 0.08 (-0.01, 0.17) 0.097  

SEc 0.034 0.034    

95% CIc -0.30, -0.16 -0.38, -0.25    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.23 0.19    

SD 0.593 0.512    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 292 281    

Mean -0.37 -0.45    

SD 0.825 0.901    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.40 -0.41 0.02 (-0.06, 0.09) 0.672  

SEb 0.026 0.026    

95% CIb -0.45, -0.35 -0.46, -0.36    

Ls Meanc -0.39 -0.42 0.03 (-0.06, 0.12) 0.498  

SEc 0.031 0.031    

95% CIc -0.45, -0.33 -0.48, -0.36    

 

  Day 15 Actual n 332 322    

Mean 0.11 0.09    

SD 0.401 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 258 251    

Mean -0.47 -0.55    

SD 0.847 0.844    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.12)     

Ls Meanb -0.50 -0.52 0.02 (-0.05, 0.10) 0.540  

SEb 0.027 0.027    

95% CIb -0.55, -0.44 -0.58, -0.47    

Ls Meanc -0.50 -0.52 0.02 (-0.04, 0.08) 0.511  

SEc 0.023 0.023    

95% CIc -0.54, -0.45 -0.56, -0.47    

 

  Day 29 Actual n 277 266    

Mean 0.05 0.10    

SD 0.291 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 228 224    

Mean -0.52 -0.51    

SD 0.831 0.803    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.04)     

Ls Meanb -0.55 -0.50 -0.05 (-0.12, 0.03) 0.225  

SEb 0.028 0.028    

95% CIb -0.61, -0.50 -0.56, -0.45    

Ls Meanc -0.54 -0.50 -0.04 (-0.10, 0.02) 0.193  

SEc 0.021 0.021    

95% CIc -0.58, -0.50 -0.54, -0.46    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.09 -0.09 0.00 (-0.01, 0.01) 0.396  

 

  Baseline Actual n 342 349  0.877d  

Mean 0.15 0.09    

SD 0.538 0.377    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 393 399    

Mean 0.05 0.04    

SD 0.294 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 311 321    

Mean -0.08 -0.03    

SD 0.501 0.365    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.05, 0.08)     

Ls Meanb -0.05 -0.06 0.01 (-0.02, 0.04) 0.608  

SEb 0.011 0.010    

95% CIb -0.07, -0.03 -0.08, -0.04    

Ls Meanc -0.06 -0.06 0.00 (-0.04, 0.04) 0.977  

SEc 0.016 0.015    

95% CIc -0.09, -0.03 -0.09, -0.03    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 363 358    

Mean 0.03 0.03    

SD 0.227 0.241    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 293 281    

Mean -0.10 -0.04    

SD 0.549 0.446    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.05)     

Ls Meanb -0.07 -0.06 -0.01 (-0.04, 0.02) 0.627  

SEb 0.011 0.011    

95% CIb -0.09, -0.05 -0.09, -0.04    

Ls Meanc -0.07 -0.06 -0.01 (-0.05, 0.04) 0.742  

SEc 0.015 0.015    

95% CIc -0.10, -0.04 -0.09, -0.03    

 

  Day 15 Actual n 332 322    

Mean 0.01 0.01    

SD 0.134 0.111    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 259 251    

Mean -0.14 -0.06    

SD 0.570 0.316    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.07)     

Ls Meanb -0.10 -0.10 0.00 (-0.03, 0.03) 0.869  

SEb 0.011 0.012    

95% CIb -0.12, -0.08 -0.13, -0.08    

Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.03) 0.217  

SEc 0.007 0.007    

95% CIc -0.11, -0.08 -0.12, -0.10    

 

  Day 29 Actual n 277 266    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 229 224    

Mean -0.17 -0.07    

SD 0.599 0.334    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.06)     

Ls Meanb -0.12 -0.11 0.00 (-0.04, 0.03) 0.802  

SEb 0.012 0.012    

95% CIb -0.14, -0.09 -0.13, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 49 of 1392 

Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Age ≥ 80 Body Aches Overall  Effect Size (95% 

CI)a 

0.11 (-0.11, 0.34)     

Ls Meanb -0.10 -0.17 0.07 (-0.10, 0.24) 0.364  

 

  Baseline Actual n 6 5    

Mean 0.00 0.60    

SD 0.000 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 0.00 0.25    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 4 4    

Mean 0.00 -0.50    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.52, 0.63)     

Ls Meanb -0.17 -0.21 0.03 (-0.31, 0.38) 0.850  

SEb 0.119 0.127    

95% CIb -0.41, 0.06 -0.46, 0.04    

Ls Meanc -0.19 -0.21 0.02 (-0.46, 0.51) 0.895  

SEc 0.106 0.134    

95% CIc -0.48, 0.11 -0.59, 0.16    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 3    

Mean 0.00 -0.67    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.43, 0.77)     

Ls Meanb -0.14 -0.25 0.10 (-0.26, 0.46) 0.579  

SEb 0.109 0.147    

95% CIb -0.36, 0.07 -0.54, 0.04    

Ls Meanc -0.17 -0.27 0.10 (-0.45, 0.66) 0.634  

SEc 0.099 0.163    

95% CIc -0.44, 0.11 -0.72, 0.18    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean 0.00 -0.50    

SD 0.000 0.707    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.44, 0.92)     

Ls Meanb -0.07 -0.22 0.14 (-0.27, 0.55) 0.488  

SEb 0.125 0.169    

95% CIb -0.32, 0.17 -0.55, 0.12    

Ls Meanc NE NE 0.00 (NE, NE) NE  

SEc NE NE    

95% CIc NE, NE NE, NE    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 4 2    

Mean 0.00 -0.50    

SD 0.000 0.707    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.82, 0.53)     

Ls Meanb -0.18 -0.09 -0.09 (-0.49, 0.32) 0.679  

SEb 0.119 0.166    

95% CIb -0.41, 0.06 -0.42, 0.24    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.22, 0.14)     

Ls Meanb -0.32 -0.29 -0.03 (-0.18, 0.13) 0.671  

 

  Baseline Actual n 6 5    

Mean 0.50 0.20    

SD 0.837 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.33 0.25    

SD 0.816 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 4 4    

Mean -0.25 0.00    

SD 0.500 0.816    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.28 (-0.38, 0.93)     

Ls Meanb 0.06 -0.13 0.19 (-0.27, 0.65) 0.411  

SEb 0.164 0.164    

95% CIb -0.26, 0.38 -0.45, 0.19    

Ls Meanc -0.03 0.15 -0.18 (-1.54, 1.19) 0.738  

SEc 0.348 0.381    

95% CIc -1.00, 0.94 -0.91, 1.21    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 3    

Mean -0.60 0.00    

SD 0.894 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.77, 0.59)     

Ls Meanb -0.42 -0.36 -0.06 (-0.54, 0.41) 0.789  

SEb 0.147 0.189    

95% CIb -0.71, -0.13 -0.73, 0.02    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 0.00    

SD 0.957 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.88, 0.73)     

Ls Meanb -0.42 -0.37 -0.05 (-0.61, 0.51) 0.860  

SEb 0.167 0.229    

95% CIb -0.75, -0.09 -0.82, 0.08    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.75 0.00    

SD 0.957 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.10 (-0.90, 0.70)     

Ls Meanb -0.48 -0.41 -0.07 (-0.63, 0.49) 0.803  

SEb 0.164 0.229    

95% CIb -0.80, -0.15 -0.86, 0.05    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.20 (-0.18, 0.58)     

Ls Meanb -0.65 -0.80 0.14 (-0.20, 0.49) 0.344  

 

  Baseline Actual n 6 5    

Mean 0.50 0.60    

SD 0.837 0.548    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.50 0.25    

SD 0.837 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 4 4    

Mean -0.25 -0.50    

SD 0.500 0.577    

Min -1.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.51 (-0.31, 1.32)     

Ls Meanb -0.20 -0.57 0.37 (-0.23, 0.96) 0.227  

SEb 0.209 0.226    

95% CIb -0.61, 0.21 -1.01, -0.12    

Ls Meanc -0.31 -0.56 0.25 (-0.95, 1.45) 0.595  

SEc 0.332 0.332    

95% CIc -1.23, 0.61 -1.48, 0.36    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.33 0.33    

SD 0.816 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 5 3    

Mean -0.20 -0.67    

SD 0.447 0.577    

Min -1.00 -1.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.32 (-0.54, 1.19)     

Ls Meanb -0.34 -0.57 0.23 (-0.40, 0.86) 0.465  

SEb 0.205 0.251    

95% CIb -0.74, 0.07 -1.07, -0.08    

Ls Meanc -0.27 -0.65 0.38 (-0.90, 1.67) 0.452  

SEc 0.315 0.355    

95% CIc -1.14, 0.61 -1.64, 0.33    

 

  Day 15 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 -1.00    

SD 0.957 0.000    

Min -2.00 -1.00    

Median -0.50 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

0.11 (-0.86, 1.08)     

Ls Meanb -0.84 -0.92 0.08 (-0.63, 0.79) 0.825  

SEb 0.236 0.278    

95% CIb -1.31, -0.38 -1.47, -0.37    

Ls Meanc -0.83 -0.83 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.83, -0.83 -0.83, -0.83    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.75 -1.00    

SD 0.957 0.000    

Min -2.00 -1.00    

Median -0.50 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

0.12 (-0.78, 1.03)     

Ls Meanb -0.89 -0.98 0.09 (-0.57, 0.75) 0.790  

SEb 0.209 0.265    

95% CIb -1.31, -0.48 -1.50, -0.46    

Ls Meanc -0.83 -0.83 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.83, -0.83 -0.83, -0.83    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.32 (-0.74, 0.11)     

Ls Meanb -0.54 -0.31 -0.22 (-0.60, 0.15) 0.198  

 

  Baseline Actual n 6 5    

Mean 0.67 0.40    

SD 0.816 0.548    

Min 0.00 0.00    

Median 0.50 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 1.00 0.50    

SD 0.894 0.577    

Min 0.00 0.00    

Median 1.00 0.50    

Max 2.00 1.00    

 

   Change n 4 4    

Mean 0.00 0.25    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.77, 0.88)     

Ls Meanb 0.12 0.08 0.04 (-0.55, 0.63) 0.899  

SEb 0.202 0.227    

95% CIb -0.28, 0.52 -0.37, 0.53    

Ls Meanc -0.02 0.19 -0.21 (-1.09, 0.66) 0.533  

SEc 0.231 0.231    

95% CIc -0.67, 0.62 -0.45, 0.83    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.33 0.33    

SD 0.816 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 5 3    

Mean -0.40 0.00    

SD 0.548 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-1.05, 0.69)     

Ls Meanb -0.32 -0.20 -0.13 (-0.75, 0.50) 0.688  

SEb 0.200 0.250    

95% CIb -0.72, 0.07 -0.69, 0.30    

Ls Meanc -0.30 0.01 -0.32 (-1.42, 0.79) 0.473  

SEc 0.265 0.316    

95% CIc -1.04, 0.43 -0.86, 0.89    

 

  Day 15 Actual n 6 2    

Mean 0.33 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 -0.50    

SD 0.500 0.707    

Min -1.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.24 (-1.23, 0.75)     

Ls Meanb -0.65 -0.48 -0.17 (-0.88, 0.54) 0.635  

SEb 0.235 0.275    

95% CIb -1.12, -0.19 -1.03, 0.06    

Ls Meanc -0.92 -0.67 -0.25 (-2.26, 1.76) 0.646  

SEc 0.349 0.264    

95% CIc -2.42, 0.58 -1.80, 0.47    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 4 2    

Mean -1.00 -0.50    

SD 0.816 0.707    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.70 (-1.60, 0.21)     

Ls Meanb -0.97 -0.48 -0.49 (-1.14, 0.15) 0.134  

SEb 0.202 0.262    

95% CIb -1.37, -0.58 -1.00, 0.04    

Ls Meanc -0.83 -0.83 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.83, -0.83 -0.83, -0.83    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.05)     

Ls Meanb -0.41 -0.35 -0.06 (-0.18, 0.06) 0.271  

 

  Baseline Actual n 6 5    

Mean 0.33 0.20    

SD 0.816 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.50 0.00    

SD 0.837 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 4 4    

Mean 0.00 -0.25    

SD 0.000 0.500    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.73 (0.26, 1.20)     

Ls Meanb 0.08 -0.41 0.49 (0.17, 0.81) 0.003  

SEb 0.115 0.117    

95% CIb -0.15, 0.31 -0.64, -0.18    

Ls Meanc 0.04 -0.25 0.30 (-0.47, 1.07) 0.345  

SEc 0.208 0.214    

95% CIc -0.54, 0.62 -0.85, 0.34    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 3    

Mean -0.40 0.00    

SD 0.894 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.50 (-0.99, -0.02)     

Ls Meanb -0.43 -0.09 -0.34 (-0.68, -0.01) 0.045  

SEb 0.105 0.134    

95% CIb -0.64, -0.22 -0.35, 0.18    

Ls Meanc -0.43 -0.06 -0.36 (-1.10, 0.38) 0.244  

SEc 0.186 0.215    

95% CIc -0.94, 0.09 -0.66, 0.54    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.66, 0.48)     

Ls Meanb -0.46 -0.39 -0.06 (-0.45, 0.33) 0.754  

SEb 0.120 0.159    

95% CIb -0.69, -0.22 -0.71, -0.08    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.17 (-0.73, 0.40)     

Ls Meanb -0.51 -0.39 -0.11 (-0.50, 0.27) 0.562  

SEb 0.115 0.158    

95% CIb -0.73, -0.28 -0.70, -0.08    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 64 of 1392 

Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.24 (-0.65, 0.16)     

Ls Meanb -0.10 -0.03 -0.07 (-0.23, 0.08) 0.282  

 

  Baseline Actual n 6 5    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

  Day 3 Actual n 6 4    

Mean 0.67 0.00    

SD 1.211 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 4 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.82 (-0.09, 1.73)     

Ls Meanb 0.15 -0.10 0.25 (-0.03, 0.53) 0.080  

SEb 0.097 0.106    

95% CIb -0.04, 0.34 -0.31, 0.11    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 3    

Mean -0.20 0.00    

SD 0.447 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-1.00, 0.92)     

Ls Meanb -0.12 -0.10 -0.01 (-0.31, 0.28) 0.930  

SEb 0.094 0.118    

95% CIb -0.30, 0.07 -0.34, 0.13    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.25 0.50    

SD 0.500 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.17 (-2.25, -0.08)     

Ls Meanb -0.12 0.24 -0.36 (-0.69, -0.02) 0.037  

SEb 0.109 0.131    

95% CIb -0.33, 0.10 -0.02, 0.50    

Ls Meanc 0.33 0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.33, 0.33 0.33, 0.33    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.25 0.00    

SD 0.500 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.35 (-1.37, 0.66)     

Ls Meanb -0.21 -0.10 -0.11 (-0.42, 0.20) 0.498  

SEb 0.097 0.126    

95% CIb -0.40, -0.02 -0.35, 0.15    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.13 (-0.51, 0.26)     

Ls Meanb -0.48 -0.36 -0.12 (-0.58, 0.34) 0.545  

 

  Baseline Actual n 6 5    

Mean 1.50 1.20    

SD 1.225 0.447    

Min 0.00 1.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 1.33 1.25    

SD 1.033 0.500    

Min 0.00 1.00    

Median 2.00 1.00    

Max 2.00 2.00    

 

   Change n 4 4    

Mean -0.75 0.00    

SD 0.957 0.816    

Min -2.00 -1.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.23 (-1.15, 0.70)     

Ls Meanb -0.30 -0.09 -0.22 (-1.11, 0.68) 0.631  

SEb 0.312 0.334    

95% CIb -0.92, 0.31 -0.75, 0.57    

Ls Meanc -0.28 -0.41 0.13 (-2.86, 3.11) 0.913  

SEc 0.710 0.624    

95% CIc -2.25, 1.69 -2.14, 1.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 1.17 1.33    

SD 0.983 0.577    

Min 0.00 1.00    

Median 1.50 1.00    

Max 2.00 2.00    

 

   Change n 5 3    

Mean -0.40 0.00    

SD 0.548 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.21 (-1.18, 0.76)     

Ls Meanb -0.17 0.03 -0.20 (-1.14, 0.74) 0.678  

SEb 0.301 0.374    

95% CIb -0.76, 0.43 -0.71, 0.77    

Ls Meanc -0.45 -0.11 -0.34 (-1.26, 0.59) 0.366  

SEc 0.229 0.257    

95% CIc -1.08, 0.19 -0.82, 0.60    

 

  Day 15 Actual n 6 2    

Mean 1.00 0.50    

SD 1.095 0.707    

Min 0.00 0.00    

Median 1.00 0.50    

Max 2.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.50 -1.00    

SD 1.000 1.414    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.60 (-0.49, 1.70)     

Ls Meanb -0.41 -0.99 0.58 (-0.48, 1.64) 0.282  

SEb 0.346 0.419    

95% CIb -1.10, 0.27 -1.82, -0.16    

Ls Meanc 0.33 -1.00 1.33 (-4.40, 7.07) 0.423  

SEc 1.054 0.816    

95% CIc -4.20, 4.87 -4.51, 2.51    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.50    

SD 0.516 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 4 2    

Mean -0.75 -1.00    

SD 0.957 1.414    

Min -2.00 -2.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-1.21, 0.85)     

Ls Meanb -0.88 -0.71 -0.17 (-1.17, 0.82) 0.732  

SEb 0.310 0.403    

95% CIb -1.50, -0.27 -1.51, 0.09    

Ls Meanc -0.73 -0.77 0.04 (-3.00, 3.08) 0.963  

SEc 0.428 0.510    

95% CIc -2.57, 1.11 -2.96, 1.43    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.78 (-1.66, 0.10)     

Ls Meanb -0.31 0.13 -0.44 (-1.05, 0.18) 0.132  

 

  Baseline Actual n 6 5    

Mean 0.00 0.80    

SD 0.000 0.837    

Min 0.00 0.00    

Median 0.00 1.00    

Max 0.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 0.17 0.50    

SD 0.408 0.577    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 4 4    

Mean 0.25 -0.25    

SD 0.500 0.500    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-1.48, 1.41)     

Ls Meanb -0.04 -0.02 -0.02 (-0.83, 0.79) 0.961  

SEb 0.247 0.323    

95% CIb -0.53, 0.45 -0.66, 0.62    

Ls Meanc 0.04 -0.27 0.32 (-0.76, 1.40) 0.461  

SEc 0.237 0.300    

95% CIc -0.62, 0.70 -1.11, 0.56    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.17 0.33    

SD 0.408 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 5 3    

Mean 0.20 -0.33    

SD 0.447 1.528    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.38 (-1.09, 1.84)     

Ls Meanb -0.12 -0.33 0.21 (-0.61, 1.03) 0.613  

SEb 0.248 0.337    

95% CIb -0.61, 0.37 -1.00, 0.33    

Ls Meanc -0.16 0.09 -0.25 (-1.59, 1.09) 0.633  

SEc 0.286 0.424    

95% CIc -0.95, 0.64 -1.08, 1.27    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean 0.00 -0.50    

SD 0.000 0.707    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-1.42 (-2.97, 0.13)     

Ls Meanb -0.43 0.36 -0.79 (-1.66, 0.08) 0.075  

SEb 0.290 0.357    

95% CIb -1.00, 0.14 -0.35, 1.07    

Ls Meanc NE NE 0.00 (NE, NE) NE  

SEc NE NE    

95% CIc NE, NE NE, NE    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean 0.00 -1.00    

SD 0.000 1.414    

Min 0.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.23 (-1.75, 1.29)     

Ls Meanb -0.40 -0.27 -0.13 (-0.98, 0.73) 0.768  

SEb 0.247 0.347    

95% CIb -0.89, 0.09 -0.96, 0.42    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.20 (-0.51, 0.11)     

Ls Meanb -0.15 -0.02 -0.13 (-0.39, 0.13) 0.254  

 

  Baseline Actual n 6 5    

Mean 0.17 0.60    

SD 0.408 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 0.17 0.25    

SD 0.408 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 4 4    

Mean 0.00 -0.50    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.79, 0.49)     

Ls Meanb -0.25 -0.15 -0.10 (-0.54, 0.34) 0.650  

SEb 0.145 0.164    

95% CIb -0.54, 0.03 -0.48, 0.17    

Ls Meanc -0.19 -0.21 0.02 (-0.46, 0.51) 0.895  

SEc 0.106 0.134    

95% CIc -0.48, 0.11 -0.59, 0.16    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 74 of 1392 

Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 3    

Mean 0.00 -0.67    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.70, 0.67)     

Ls Meanb -0.20 -0.19 -0.01 (-0.47, 0.45) 0.968  

SEb 0.138 0.187    

95% CIb -0.47, 0.07 -0.56, 0.18    

Ls Meanc -0.17 -0.27 0.10 (-0.45, 0.66) 0.634  

SEc 0.099 0.163    

95% CIc -0.44, 0.11 -0.72, 0.18    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean 0.00 -1.00    

SD 0.000 0.000    

Min 0.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

0.11 (-0.65, 0.86)     

Ls Meanb -0.11 -0.18 0.07 (-0.44, 0.58) 0.781  

SEb 0.159 0.211    

95% CIb -0.42, 0.21 -0.60, 0.24    

Ls Meanc 0.00 NE NE (NE, NE) NE  

SEc 0.000 NE    

95% CIc 0.00, 0.00 NE, NE    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 4 2    

Mean -0.25 -1.00    

SD 0.500 0.000    

Min -1.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

-0.41 (-1.13, 0.31)     

Ls Meanb -0.29 -0.02 -0.27 (-0.76, 0.21) 0.269  

SEb 0.144 0.202    

95% CIb -0.58, -0.01 -0.42, 0.38    

Ls Meanc NE NE NE (NE, NE) NE  

SEc NE NE    

95% CIc NE, NE NE, NE    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.24, 0.24)     

Ls Meanb 0.01 0.01 0.00 (-0.09, 0.09) 0.997  

 

  Baseline Actual n 6 5    

Mean 0.00 0.20    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 4 4    

Mean 0.25 0.00    

SD 0.500 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.85 (0.11, 1.60)     

Ls Meanb 0.25 -0.01 0.25 (0.03, 0.48) 0.026  

SEb 0.080 0.082    

95% CIb 0.09, 0.40 -0.17, 0.15    

Ls Meanc 0.21 -0.04 0.25 (-0.43, 0.93) 0.391  

SEc 0.203 0.203    

95% CIc -0.31, 0.73 -0.56, 0.48    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.74, 0.81)     

Ls Meanb -0.01 -0.02 0.01 (-0.22, 0.24) 0.935  

SEb 0.074 0.094    

95% CIb -0.16, 0.13 -0.21, 0.16    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.95, 0.86)     

Ls Meanb -0.02 -0.01 -0.01 (-0.28, 0.26) 0.922  

SEb 0.084 0.109    

95% CIb -0.19, 0.15 -0.22, 0.21    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-1.05, 0.70)     

Ls Meanb -0.06 -0.01 -0.05 (-0.32, 0.21) 0.693  

SEb 0.080 0.108    

95% CIb -0.22, 0.10 -0.22, 0.21    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.01 (-0.20, 0.23)     

Ls Meanb -0.51 -0.52 0.01 (-0.25, 0.28) 0.909  

 

  Baseline Actual n 6 5    

Mean 1.33 0.60    

SD 1.211 0.548    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.67 0.50    

SD 0.816 0.577    

Min 0.00 0.00    

Median 0.50 0.50    

Max 2.00 1.00    

 

   Change n 4 4    

Mean -0.75 0.00    

SD 1.500 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.45, 0.73)     

Ls Meanb -0.04 -0.18 0.14 (-0.44, 0.72) 0.637  

SEb 0.209 0.209    

95% CIb -0.45, 0.37 -0.59, 0.23    

Ls Meanc -0.75 -0.45 -0.30 (-2.34, 1.74) 0.704  

SEc 0.581 0.450    

95% CIc -2.36, 0.86 -1.70, 0.80    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 3    

Mean -1.20 -0.33    

SD 1.304 0.577    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.38 (-0.99, 0.24)     

Ls Meanb -0.72 -0.35 -0.37 (-0.97, 0.24) 0.231  

SEb 0.195 0.238    

95% CIb -1.10, -0.33 -0.82, 0.12    

Ls Meanc -0.77 -0.60 -0.17 (-0.76, 0.42) 0.477  

SEc 0.155 0.155    

95% CIc -1.20, -0.34 -1.03, -0.17    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 -0.50    

SD 0.957 0.707    

Min -2.00 -1.00    

Median -0.50 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.58, 0.81)     

Ls Meanb -0.61 -0.72 0.11 (-0.57, 0.79) 0.751  

SEb 0.219 0.272    

95% CIb -1.05, -0.18 -1.26, -0.19    

Ls Meanc -0.67 -0.67 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.67, -0.67 -0.67, -0.67    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 4 2    

Mean -0.75 0.00    

SD 0.957 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.39 (-1.06, 0.28)     

Ls Meanb -0.67 -0.29 -0.38 (-1.04, 0.28) 0.255  

SEb 0.203 0.266    

95% CIb -1.07, -0.27 -0.81, 0.24    

Ls Meanc -0.46 -0.21 -0.25 (-1.95, 1.45) 0.592  

SEc 0.259 0.259    

95% CIc -1.57, 0.65 -1.32, 0.90    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.25 (-0.63, 0.12)     

Ls Meanb -0.38 -0.13 -0.26 (-0.73, 0.22) 0.236  

 

  Baseline Actual n 6 5    

Mean 1.00 0.60    

SD 1.265 0.548    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.67 0.75    

SD 0.816 0.500    

Min 0.00 0.00    

Median 0.50 1.00    

Max 2.00 1.00    

 

   Change n 4 4    

Mean -0.75 0.25    

SD 1.500 0.500    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.93, 0.63)     

Ls Meanb -0.04 0.12 -0.15 (-0.95, 0.64) 0.706  

SEb 0.279 0.298    

95% CIb -0.59, 0.51 -0.47, 0.70    

Ls Meanc -0.75 -0.25 -0.50 (-2.46, 1.46) 0.519  

SEc 0.559 0.433    

95% CIc -2.30, 0.80 -1.45, 0.95    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.17 0.67    

SD 0.408 0.577    

Min 0.00 0.00    

Median 0.00 1.00    

Max 1.00 1.00    

 

   Change n 5 3    

Mean -1.00 0.00    

SD 1.414 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.68 (-1.50, 0.15)     

Ls Meanb -0.51 0.18 -0.68 (-1.52, 0.15) 0.109  

SEb 0.277 0.330    

95% CIb -1.06, 0.04 -0.48, 0.83    

Ls Meanc -0.81 -0.31 -0.50 (-1.86, 0.86) 0.365  

SEc 0.357 0.357    

95% CIc -1.80, 0.18 -1.30, 0.68    

 

  Day 15 Actual n 6 2    

Mean 0.17 0.50    

SD 0.408 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 0.00    

SD 0.957 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.36 (-1.28, 0.55)     

Ls Meanb -0.53 -0.16 -0.37 (-1.30, 0.57) 0.440  

SEb 0.315 0.365    

95% CIb -1.15, 0.09 -0.89, 0.56    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    

 

  Day 29 Actual n 6 2    

Mean 0.00 1.00    

SD 0.000 1.414    

Min 0.00 0.00    

Median 0.00 1.00    

Max 0.00 2.00    

 

   Change n 4 2    

Mean -0.25 0.50    

SD 0.500 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.93 (-1.78, -0.09)     

Ls Meanb -0.61 0.33 -0.94 (-1.80, -0.08) 0.033  

SEb 0.271 0.347    

95% CIb -1.15, -0.07 -0.36, 1.02    

Ls Meanc -0.11 0.56 -0.67 (-2.93, 1.60) 0.333  

SEc 0.317 0.418    

95% CIc -1.47, 1.25 -1.24, 2.35    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.11 (-0.22, 0.43)     

Ls Meanb -0.65 -0.74 0.09 (-0.26, 0.44) 0.545  

 

  Baseline Actual n 6 5    

Mean 0.50 0.60    

SD 0.837 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 0.50 0.25    

SD 0.837 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 4 4    

Mean 0.00 -0.50    

SD 0.000 1.000    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.63 (-0.13, 1.39)     

Ls Meanb -0.14 -0.68 0.54 (-0.11, 1.20) 0.105  

SEb 0.229 0.247    

95% CIb -0.59, 0.32 -1.17, -0.19    

Ls Meanc -0.25 -0.67 0.42 (-0.54, 1.38) 0.292  

SEc 0.260 0.266    

95% CIc -0.97, 0.47 -1.41, 0.07    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.50 0.67    

SD 0.548 0.577    

Min 0.00 0.00    

Median 0.50 1.00    

Max 1.00 1.00    

 

   Change n 5 3    

Mean -0.20 -0.33    

SD 0.447 0.577    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.96, 0.64)     

Ls Meanb -0.48 -0.34 -0.14 (-0.83, 0.55) 0.692  

SEb 0.222 0.277    

95% CIb -0.92, -0.04 -0.88, 0.21    

Ls Meanc -0.33 -0.25 -0.07 (-0.65, 0.51) 0.749  

SEc 0.141 0.167    

95% CIc -0.72, 0.07 -0.72, 0.21    

 

  Day 15 Actual n 6 2    

Mean 0.33 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.25 -1.00    

SD 0.500 1.414    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.31 (-0.59, 1.20)     

Ls Meanb -0.57 -0.84 0.26 (-0.52, 1.05) 0.507  

SEb 0.258 0.310    

95% CIb -1.08, -0.06 -1.45, -0.22    

Ls Meanc -0.83 -0.92 0.09 (-1.47, 1.66) 0.826  

SEc 0.310 0.215    

95% CIc -2.17, 0.50 -1.85, 0.00    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 4 2    

Mean -0.50 -1.00    

SD 1.000 1.414    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.77, 0.92)     

Ls Meanb -0.78 -0.85 0.07 (-0.67, 0.80) 0.854  

SEb 0.229 0.297    

95% CIb -1.23, -0.33 -1.43, -0.26    

Ls Meanc -0.63 -0.84 0.21 (-2.04, 2.47) 0.724  

SEc 0.320 0.415    

95% CIc -2.01, 0.74 -2.63, 0.94    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.05 (-0.41, 0.31)     

Ls Meanb -0.27 -0.24 -0.03 (-0.34, 0.27) 0.790  

 

  Baseline Actual n 6 5    

Mean 0.33 0.20    

SD 0.816 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.83 0.25    

SD 1.329 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 4 4    

Mean 0.00 0.00    

SD 0.000 0.816    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.38 (-0.45, 1.21)     

Ls Meanb 0.17 -0.09 0.26 (-0.31, 0.82) 0.376  

SEb 0.198 0.215    

95% CIb -0.22, 0.56 -0.51, 0.34    

Ls Meanc 0.17 0.13 0.04 (-1.08, 1.16) 0.931  

SEc 0.303 0.312    

95% CIc -0.67, 1.01 -0.74, 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 5 3    

Mean 0.00 -0.33    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.48 (-0.40, 1.35)     

Ls Meanb 0.04 -0.28 0.32 (-0.28, 0.92) 0.288  

SEb 0.193 0.240    

95% CIb -0.34, 0.42 -0.75, 0.19    

Ls Meanc 0.05 -0.31 0.36 (-0.38, 1.10) 0.244  

SEc 0.186 0.215    

95% CIc -0.47, 0.57 -0.91, 0.28    

 

  Day 15 Actual n 6 2    

Mean 0.17 0.50    

SD 0.408 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 90 of 1392 

Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.50 0.50    

SD 1.000 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.53 (-1.52, 0.46)     

Ls Meanb -0.38 -0.02 -0.36 (-1.04, 0.32) 0.293  

SEb 0.223 0.267    

95% CIb -0.82, 0.06 -0.55, 0.50    

Ls Meanc 0.17 0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.17, 0.17 0.17, 0.17    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-1.02, 0.83)     

Ls Meanb -0.54 -0.48 -0.06 (-0.69, 0.57) 0.845  

SEb 0.197 0.256    

95% CIb -0.93, -0.15 -0.98, 0.03    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.24 (-0.49, 0.01)     

Ls Meanb -0.40 -0.23 -0.16 (-0.37, 0.05) 0.106  

 

  Baseline Actual n 6 5    

Mean 0.33 0.20    

SD 0.816 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.17 0.25    

SD 0.408 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 4 4    

Mean -0.25 0.00    

SD 0.500 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.70, 0.63)     

Ls Meanb -0.17 -0.15 -0.02 (-0.48, 0.43) 0.915  

SEb 0.160 0.169    

95% CIb -0.49, 0.14 -0.48, 0.19    

Ls Meanc -0.21 -0.06 -0.15 (-0.53, 0.24) 0.345  

SEc 0.104 0.107    

95% CIc -0.50, 0.08 -0.36, 0.24    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.33 0.33    

SD 0.816 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 5 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.62, 0.78)     

Ls Meanb -0.05 -0.10 0.05 (-0.42, 0.53) 0.827  

SEb 0.152 0.192    

95% CIb -0.35, 0.26 -0.48, 0.28    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.59 (-1.39, 0.21)     

Ls Meanb -0.51 -0.11 -0.40 (-0.95, 0.15) 0.150  

SEb 0.175 0.217    

95% CIb -0.86, -0.17 -0.54, 0.32    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.30 (-1.06, 0.46)     

Ls Meanb -0.50 -0.29 -0.21 (-0.73, 0.32) 0.438  

SEb 0.160 0.212    

95% CIb -0.81, -0.18 -0.71, 0.13    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Baseline Actual n 6 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

  Day 3 Actual n 6 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb NE NE NE (NE, NE) NE  

SEb NE NE    

95% CIb NE, NE NE, NE    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 6 Actual n 6 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb NE NE NE (NE, NE) NE  

SEb NE NE    

95% CIb NE, NE NE, NE    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb NE NE NE (NE, NE) NE  

SEb NE NE    

95% CIb NE, NE NE, NE    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb NE NE NE (NE, NE) NE  

SEb NE NE    

95% CIb NE, NE NE, NE    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Female Body Aches Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.81 -0.81 0.00 (-0.06, 0.06) 0.972  

 

  Baseline Actual n 182 179  <.001d  

Mean 1.16 1.06    

SD 1.047 1.037    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 205 194    

Mean 0.69 0.73    

SD 0.924 0.923    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 160 162    

Mean -0.51 -0.30    

SD 1.093 1.039    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.27, 0.00)     

Ls Meanb -0.49 -0.35 -0.14 (-0.28, 0.00) 0.052  

SEb 0.052 0.053    

95% CIb -0.59, -0.39 -0.45, -0.25    

Ls Meanc -0.55 -0.38 -0.17 (-0.35, 0.01) 0.071  

SEc 0.082 0.083    

95% CIc -0.71, -0.39 -0.54, -0.22    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.48 0.46    

SD 0.795 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.70 -0.57    

SD 1.046 1.078    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.68 -0.64 -0.04 (-0.19, 0.10) 0.562  

SEb 0.053 0.055    

95% CIb -0.79, -0.58 -0.75, -0.54    

Ls Meanc -0.75 -0.71 -0.04 (-0.22, 0.13) 0.615  

SEc 0.073 0.077    

95% CIc -0.90, -0.61 -0.86, -0.56    

 

  Day 15 Actual n 173 157    

Mean 0.23 0.17    

SD 0.561 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.85 -0.85    

SD 1.102 0.984    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.18)     

Ls Meanb -0.91 -0.95 0.04 (-0.11, 0.19) 0.630  

SEb 0.056 0.057    

95% CIb -1.02, -0.80 -1.06, -0.84    

Ls Meanc -0.87 -0.90 0.04 (-0.08, 0.16) 0.551  

SEc 0.052 0.053    

95% CIc -0.97, -0.76 -1.01, -0.80    

 

  Day 29 Actual n 150 138    

Mean 0.20 0.17    

SD 0.556 0.507    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 122 115    

Mean -0.98 -0.92    

SD 1.150 1.085    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.92 -0.93 0.01 (-0.14, 0.16) 0.889  

SEb 0.056 0.058    

95% CIb -1.03, -0.81 -1.05, -0.82    

Ls Meanc -0.96 -0.99 0.03 (-0.10, 0.16) 0.635  

SEc 0.056 0.058    

95% CIc -1.07, -0.85 -1.10, -0.87    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.00)     

Ls Meanb -0.72 -0.69 -0.03 (-0.05, 0.00) 0.046  

 

  Baseline Actual n 182 179  0.076d  

Mean 0.90 0.70    

SD 0.998 0.905    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 204 194    

Mean 0.35 0.32    

SD 0.711 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 159 162    

Mean -0.53 -0.36    

SD 0.953 0.840    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.15)     

Ls Meanb -0.42 -0.47 0.05 (-0.03, 0.14) 0.234  

SEb 0.033 0.033    

95% CIb -0.49, -0.36 -0.54, -0.41    

Ls Meanc -0.48 -0.47 -0.01 (-0.15, 0.13) 0.885  

SEc 0.062 0.063    

95% CIc -0.60, -0.36 -0.59, -0.34    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.12 0.22    

SD 0.408 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.81 -0.46    

SD 1.005 0.948    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.24, -0.04)     

Ls Meanb -0.71 -0.57 -0.13 (-0.23, -0.04) 0.005  

SEb 0.033 0.034    

95% CIb -0.77, -0.64 -0.64, -0.51    

Ls Meanc -0.76 -0.62 -0.14 (-0.25, -0.03) 0.012  

SEc 0.047 0.049    

95% CIc -0.85, -0.67 -0.72, -0.52    

 

  Day 15 Actual n 173 157    

Mean 0.03 0.05    

SD 0.168 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.83 -0.60    

SD 1.005 0.894    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.08)     

Ls Meanb -0.77 -0.74 -0.02 (-0.12, 0.07) 0.632  

SEb 0.036 0.036    

95% CIb -0.84, -0.70 -0.82, -0.67    

Ls Meanc -0.74 -0.71 -0.03 (-0.09, 0.04) 0.404  

SEc 0.028 0.029    

95% CIc -0.80, -0.69 -0.77, -0.66    

 

  Day 29 Actual n 150 138    

Mean 0.02 0.04    

SD 0.182 0.238    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 122 115    

Mean -0.96 -0.63    

SD 1.055 0.922    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.07)     

Ls Meanb -0.81 -0.78 -0.03 (-0.13, 0.07) 0.562  

SEb 0.036 0.038    

95% CIb -0.88, -0.74 -0.85, -0.70    

Ls Meanc -0.82 -0.80 -0.03 (-0.08, 0.03) 0.357  

SEc 0.024 0.025    

95% CIc -0.87, -0.78 -0.85, -0.75    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.53 -0.57 0.04 (0.00, 0.09) 0.053  

 

  Baseline Actual n 182 179  0.183d  

Mean 0.82 0.75    

SD 0.874 0.834    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 0.59 0.50    

SD 0.747 0.750    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.24 -0.31    

SD 0.858 0.782    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.02, 0.28)     

Ls Meanb -0.22 -0.35 0.13 (0.02, 0.24) 0.026  

SEb 0.041 0.042    

95% CIb -0.30, -0.14 -0.43, -0.27    

Ls Meanc -0.30 -0.42 0.11 (-0.03, 0.25) 0.109  

SEc 0.062 0.062    

95% CIc -0.43, -0.18 -0.54, -0.29    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.45 0.37    

SD 0.694 0.649    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 153 143    

Mean -0.31 -0.42    

SD 0.928 0.809    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.01, 0.27)     

Ls Meanb -0.34 -0.46 0.12 (0.01, 0.23) 0.036  

SEb 0.042 0.043    

95% CIb -0.42, -0.25 -0.54, -0.37    

Ls Meanc -0.33 -0.49 0.15 (0.01, 0.29) 0.031  

SEc 0.060 0.063    

95% CIc -0.45, -0.22 -0.61, -0.37    

 

  Day 15 Actual n 173 157    

Mean 0.18 0.13    

SD 0.471 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.55 -0.58    

SD 0.794 0.843    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.58 -0.65 0.07 (-0.05, 0.19) 0.244  

SEb 0.044 0.045    

95% CIb -0.66, -0.49 -0.74, -0.56    

Ls Meanc -0.56 -0.62 0.06 (-0.04, 0.15) 0.251  

SEc 0.042 0.043    

95% CIc -0.65, -0.48 -0.71, -0.54    

 

  Day 29 Actual n 150 138    

Mean 0.07 0.10    

SD 0.276 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 122 115    

Mean -0.65 -0.64    

SD 0.881 0.860    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.17)     

Ls Meanb -0.68 -0.70 0.03 (-0.09, 0.15) 0.644  

SEb 0.044 0.046    

95% CIb -0.76, -0.59 -0.79, -0.62    

Ls Meanc -0.63 -0.62 -0.01 (-0.09, 0.07) 0.879  

SEc 0.034 0.035    

95% CIc -0.69, -0.56 -0.69, -0.55    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.06)     

Ls Meanb -0.68 -0.66 -0.02 (-0.08, 0.05) 0.606  

 

  Baseline Actual n 182 179  0.006d  

Mean 1.25 1.07    

SD 0.841 0.772    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 1.05 1.01    

SD 0.821 0.833    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.22 -0.08    

SD 0.758 0.856    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.16)     

Ls Meanb -0.21 -0.19 -0.02 (-0.16, 0.13) 0.823  

SEb 0.054 0.055    

95% CIb -0.31, -0.10 -0.30, -0.08    

Ls Meanc -0.31 -0.25 -0.06 (-0.21, 0.10) 0.453  

SEc 0.068 0.070    

95% CIc -0.44, -0.17 -0.38, -0.11    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.87 0.83    

SD 0.857 0.775    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.37 -0.21    

SD 0.879 0.786    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.29, 0.07)     

Ls Meanb -0.37 -0.28 -0.09 (-0.23, 0.06) 0.249  

SEb 0.054 0.056    

95% CIb -0.48, -0.26 -0.39, -0.17    

Ls Meanc -0.41 -0.35 -0.06 (-0.23, 0.11) 0.478  

SEc 0.071 0.074    

95% CIc -0.55, -0.27 -0.49, -0.20    

 

  Day 15 Actual n 173 157    

Mean 0.43 0.38    

SD 0.683 0.605    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.74 -0.70    

SD 0.954 0.850    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.19, 0.19)     

Ls Meanb -0.81 -0.81 0.00 (-0.15, 0.15) 0.990  

SEb 0.057 0.058    

95% CIb -0.92, -0.69 -0.92, -0.69    

Ls Meanc -0.75 -0.75 -0.01 (-0.16, 0.14) 0.921  

SEc 0.065 0.067    

95% CIc -0.88, -0.63 -0.88, -0.61    

 

  Day 29 Actual n 150 138    

Mean 0.29 0.20    

SD 0.583 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 122 115    

Mean -0.90 -0.89    

SD 0.957 0.846    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.07, 0.31)     

Ls Meanb -0.89 -0.99 0.10 (-0.05, 0.25) 0.205  

SEb 0.057 0.058    

95% CIb -1.00, -0.78 -1.10, -0.87    

Ls Meanc -0.88 -0.99 0.11 (-0.02, 0.25) 0.107  

SEc 0.059 0.061    

95% CIc -0.99, -0.76 -1.11, -0.87    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.03)     

Ls Meanb -0.30 -0.30 -0.01 (-0.03, 0.02) 0.629  

 

  Baseline Actual n 182 179  0.433d  

Mean 0.40 0.40    

SD 0.742 0.714    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 204 194    

Mean 0.24 0.31    

SD 0.565 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 159 162    

Mean -0.16 -0.09    

SD 0.751 0.810    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.04)     

Ls Meanb -0.15 -0.11 -0.05 (-0.13, 0.03) 0.232  

SEb 0.030 0.030    

95% CIb -0.21, -0.10 -0.16, -0.05    

Ls Meanc -0.22 -0.16 -0.06 (-0.19, 0.06) 0.308  

SEc 0.055 0.055    

95% CIc -0.33, -0.12 -0.27, -0.05    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.20 0.17    

SD 0.506 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.20 -0.23    

SD 0.803 0.699    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.00, 0.23)     

Ls Meanb -0.19 -0.27 0.08 (0.00, 0.17) 0.051  

SEb 0.030 0.031    

95% CIb -0.25, -0.13 -0.33, -0.21    

Ls Meanc -0.23 -0.29 0.06 (-0.04, 0.17) 0.242  

SEc 0.045 0.047    

95% CIc -0.31, -0.14 -0.38, -0.20    

 

  Day 15 Actual n 173 157    

Mean 0.07 0.06    

SD 0.297 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.27 -0.27    

SD 0.753 0.702    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.33 -0.32 -0.01 (-0.10, 0.08) 0.773  

SEb 0.032 0.033    

95% CIb -0.39, -0.27 -0.38, -0.25    

Ls Meanc -0.30 -0.31 0.00 (-0.07, 0.07) 0.944  

SEc 0.031 0.032    

95% CIc -0.36, -0.24 -0.37, -0.24    

 

  Day 29 Actual n 150 138    

Mean 0.01 0.02    

SD 0.163 0.146    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 122 115    

Mean -0.33 -0.37    

SD 0.661 0.681    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.37 -0.35 -0.02 (-0.11, 0.07) 0.643  

SEb 0.033 0.034    

95% CIb -0.44, -0.31 -0.42, -0.29    

Ls Meanc -0.36 -0.36 0.00 (-0.04, 0.04) 0.973  

SEc 0.017 0.017    

95% CIc -0.39, -0.32 -0.39, -0.32    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.03, 0.10)     

Ls Meanb -0.16 -0.18 0.03 (-0.02, 0.07) 0.269  

 

  Baseline Actual n 182 179  0.001d  

Mean 0.38 0.32    

SD 0.790 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 0.33 0.28    

SD 0.670 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 160 162    

Mean -0.03 -0.01    

SD 0.726 0.756    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.20)     

Ls Meanb -0.05 -0.09 0.04 (-0.07, 0.15) 0.473  

SEb 0.041 0.042    

95% CIb -0.13, 0.03 -0.17, -0.01    

Ls Meanc -0.05 -0.09 0.03 (-0.10, 0.16) 0.635  

SEc 0.059 0.060    

95% CIc -0.17, 0.06 -0.20, 0.03    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.33 0.28    

SD 0.697 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.05 0.01    

SD 0.785 0.843    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.12)     

Ls Meanb -0.07 -0.05 -0.02 (-0.13, 0.09) 0.688  

SEb 0.042 0.043    

95% CIb -0.15, 0.01 -0.13, 0.03    

Ls Meanc -0.11 -0.10 0.00 (-0.15, 0.14) 0.948  

SEc 0.062 0.064    

95% CIc -0.23, 0.01 -0.23, 0.02    

 

  Day 15 Actual n 173 157    

Mean 0.15 0.15    

SD 0.495 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.07 -0.18    

SD 0.632 0.687    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.26)     

Ls Meanb -0.16 -0.24 0.07 (-0.04, 0.19) 0.217  

SEb 0.044 0.045    

95% CIb -0.25, -0.08 -0.32, -0.15    

Ls Meanc -0.13 -0.20 0.08 (-0.03, 0.19) 0.155  

SEc 0.047 0.048    

95% CIc -0.22, -0.03 -0.30, -0.11    

 

  Day 29 Actual n 150 138    

Mean 0.07 0.04    

SD 0.349 0.238    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 122 115    

Mean -0.26 -0.23    

SD 0.821 0.636    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.22)     

Ls Meanb -0.24 -0.29 0.05 (-0.07, 0.17) 0.421  

SEb 0.044 0.045    

95% CIb -0.33, -0.16 -0.38, -0.20    

Ls Meanc -0.25 -0.27 0.03 (-0.06, 0.11) 0.538  

SEc 0.035 0.036    

95% CIc -0.32, -0.18 -0.34, -0.20    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.09)     

Ls Meanb -0.89 -0.91 0.02 (-0.04, 0.09) 0.501  

 

  Baseline Actual n 182 179  <.001d  

Mean 1.49 1.43    

SD 0.990 1.033    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 1.13 1.09    

SD 0.969 0.996    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.34 -0.26    

SD 0.840 0.956    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -0.43 -0.43 0.00 (-0.17, 0.16) 0.958  

SEb 0.061 0.062    

95% CIb -0.55, -0.31 -0.55, -0.30    

Ls Meanc -0.41 -0.37 -0.04 (-0.21, 0.13) 0.670  

SEc 0.077 0.077    

95% CIc -0.56, -0.26 -0.52, -0.22    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.93 0.87    

SD 0.940 0.955    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.52 -0.50    

SD 0.994 0.985    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.10, 0.23)     

Ls Meanb -0.59 -0.66 0.06 (-0.10, 0.23) 0.457  

SEb 0.062 0.063    

95% CIb -0.71, -0.47 -0.78, -0.53    

Ls Meanc -0.62 -0.69 0.07 (-0.12, 0.25) 0.468  

SEc 0.079 0.082    

95% CIc -0.78, -0.47 -0.85, -0.53    

 

  Day 15 Actual n 173 157    

Mean 0.47 0.46    

SD 0.712 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.95 -0.92    

SD 0.999 1.019    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -1.05 -1.06 0.01 (-0.17, 0.18) 0.925  

SEb 0.065 0.066    

95% CIb -1.18, -0.92 -1.19, -0.93    

Ls Meanc -1.02 -1.04 0.02 (-0.15, 0.18) 0.846  

SEc 0.071 0.072    

95% CIc -1.16, -0.88 -1.18, -0.90    

 

  Day 29 Actual n 150 138    

Mean 0.32 0.31    

SD 0.617 0.589    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 122 115    

Mean -1.12 -1.11    

SD 1.049 1.058    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.09, 0.25)     

Ls Meanb -1.17 -1.25 0.08 (-0.10, 0.26) 0.370  

SEb 0.065 0.067    

95% CIb -1.30, -1.05 -1.38, -1.12    

Ls Meanc -1.19 -1.23 0.04 (-0.11, 0.18) 0.630  

SEc 0.062 0.064    

95% CIc -1.32, -1.07 -1.35, -1.10    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.85 -0.89 0.04 (-0.01, 0.09) 0.138  

 

  Baseline Actual n 182 179  <.001d  

Mean 1.20 1.22    

SD 1.032 1.014    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 205 194    

Mean 0.68 0.58    

SD 0.831 0.799    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.48 -0.68    

SD 1.070 0.995    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.02, 0.29)     

Ls Meanb -0.53 -0.69 0.16 (0.02, 0.30) 0.028  

SEb 0.052 0.052    

95% CIb -0.64, -0.43 -0.79, -0.59    

Ls Meanc -0.56 -0.72 0.16 (-0.01, 0.32) 0.062  

SEc 0.072 0.073    

95% CIc -0.71, -0.42 -0.86, -0.57    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.55 0.49    

SD 0.826 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.66 -0.73    

SD 1.113 1.027    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.67 -0.75 0.08 (-0.07, 0.22) 0.290  

SEb 0.053 0.054    

95% CIb -0.78, -0.57 -0.86, -0.64    

Ls Meanc -0.68 -0.78 0.10 (-0.06, 0.26) 0.226  

SEc 0.069 0.072    

95% CIc -0.82, -0.55 -0.93, -0.64    

 

  Day 15 Actual n 173 157    

Mean 0.27 0.27    

SD 0.637 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.89 -0.91    

SD 1.096 1.023    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.17)     

Ls Meanb -0.94 -0.97 0.03 (-0.13, 0.18) 0.728  

SEb 0.056 0.057    

95% CIb -1.05, -0.83 -1.08, -0.86    

Ls Meanc -0.93 -0.91 -0.02 (-0.16, 0.12) 0.776  

SEc 0.059 0.060    

95% CIc -1.05, -0.82 -1.03, -0.79    

 

  Day 29 Actual n 150 138    

Mean 0.13 0.22    

SD 0.412 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 122 115    

Mean -1.09 -1.05    

SD 1.113 0.954    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.10)     

Ls Meanb -1.09 -1.04 -0.06 (-0.21, 0.10) 0.474  

SEb 0.056 0.058    

95% CIb -1.20, -0.98 -1.15, -0.92    

Ls Meanc -1.16 -1.03 -0.12 (-0.24, -0.01) 0.037  

SEc 0.050 0.052    

95% CIc -1.25, -1.06 -1.13, -0.93    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.94 -0.91 -0.03 (-0.09, 0.02) 0.236  

 

  Baseline Actual n 182 179  0.183d  

Mean 1.21 1.22    

SD 1.021 1.058    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 205 194    

Mean 0.63 0.70    

SD 0.868 0.925    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.61 -0.52    

SD 1.035 1.053    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.23, 0.03)     

Ls Meanb -0.62 -0.52 -0.10 (-0.24, 0.04) 0.150  

SEb 0.051 0.051    

95% CIb -0.72, -0.52 -0.62, -0.42    

Ls Meanc -0.69 -0.57 -0.12 (-0.30, 0.06) 0.184  

SEc 0.079 0.080    

95% CIc -0.84, -0.53 -0.72, -0.41    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.45 0.48    

SD 0.780 0.798    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.77 -0.73    

SD 0.997 1.169    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -0.78 -0.75 -0.03 (-0.17, 0.11) 0.677  

SEb 0.052 0.053    

95% CIb -0.88, -0.68 -0.86, -0.65    

Ls Meanc -0.82 -0.77 -0.04 (-0.21, 0.13) 0.613  

SEc 0.073 0.076    

95% CIc -0.96, -0.67 -0.92, -0.62    

 

  Day 15 Actual n 173 157    

Mean 0.18 0.22    

SD 0.529 0.547    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.98 -1.00    

SD 1.052 1.064    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -1.05 -1.03 -0.02 (-0.17, 0.13) 0.798  

SEb 0.054 0.055    

95% CIb -1.15, -0.94 -1.14, -0.92    

Ls Meanc -1.03 -0.98 -0.05 (-0.16, 0.07) 0.436  

SEc 0.050 0.052    

95% CIc -1.13, -0.93 -1.08, -0.88    

 

  Day 29 Actual n 150 138    

Mean 0.14 0.20    

SD 0.449 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 122 115    

Mean -1.11 -1.03    

SD 1.074 1.154    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.26, 0.03)     

Ls Meanb -1.12 -1.00 -0.12 (-0.27, 0.03) 0.122  

SEb 0.055 0.056    

95% CIb -1.23, -1.01 -1.11, -0.89    

Ls Meanc -1.13 -1.04 -0.09 (-0.21, 0.03) 0.126  

SEc 0.051 0.053    

95% CIc -1.23, -1.03 -1.14, -0.93    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 28 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.39 -0.39 0.00 (-0.03, 0.03) 0.996  

 

  Baseline Actual n 182 179  0.002d  

Mean 0.49 0.53    

SD 0.785 0.788    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 0.34 0.29    

SD 0.721 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.12 -0.22    

SD 0.804 0.720    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.21)     

Ls Meanb -0.14 -0.22 0.08 (-0.02, 0.17) 0.107  

SEb 0.034 0.034    

95% CIb -0.21, -0.08 -0.29, -0.15    

Ls Meanc -0.17 -0.23 0.06 (-0.07, 0.20) 0.351  

SEc 0.061 0.061    

95% CIc -0.29, -0.05 -0.35, -0.11    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.21 0.28    

SD 0.522 0.661    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.24 -0.27    

SD 0.761 0.822    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.27 -0.25 -0.02 (-0.11, 0.08) 0.744  

SEb 0.035 0.036    

95% CIb -0.33, -0.20 -0.32, -0.18    

Ls Meanc -0.35 -0.33 -0.02 (-0.14, 0.11) 0.804  

SEc 0.054 0.056    

95% CIc -0.46, -0.24 -0.44, -0.22    

 

  Day 15 Actual n 173 157    

Mean 0.06 0.06    

SD 0.318 0.352    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.35 -0.50    

SD 0.710 0.780    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.19)     

Ls Meanb -0.43 -0.48 0.05 (-0.05, 0.15) 0.302  

SEb 0.037 0.037    

95% CIb -0.50, -0.35 -0.55, -0.40    

Ls Meanc -0.42 -0.47 0.05 (-0.03, 0.13) 0.237  

SEc 0.034 0.035    

95% CIc -0.49, -0.36 -0.54, -0.40    

 

  Day 29 Actual n 150 138    

Mean 0.01 0.05    

SD 0.115 0.304    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 122 115    

Mean -0.45 -0.49    

SD 0.804 0.799    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.51 -0.47 -0.05 (-0.15, 0.06) 0.378  

SEb 0.037 0.038    

95% CIb -0.58, -0.44 -0.54, -0.39    

Ls Meanc -0.50 -0.46 -0.04 (-0.10, 0.03) 0.247  

SEc 0.027 0.028    

95% CIc -0.55, -0.45 -0.52, -0.41    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.14)     

Ls Meanb -0.44 -0.51 0.07 (0.00, 0.14) 0.046  

 

  Baseline Actual n 182 179  <.001d  

Mean 0.76 0.70    

SD 1.032 0.969    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 0.65 0.61    

SD 0.930 0.916    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.08 -0.10    

SD 1.073 1.055    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.09 -0.16 0.07 (-0.07, 0.21) 0.309  

SEb 0.053 0.054    

95% CIb -0.19, 0.02 -0.27, -0.06    

Ls Meanc -0.17 -0.26 0.08 (-0.10, 0.27) 0.365  

SEc 0.081 0.082    

95% CIc -0.33, -0.01 -0.42, -0.10    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.52 0.52    

SD 0.877 0.862    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.20 -0.20    

SD 1.153 1.127    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.23 -0.27 0.04 (-0.10, 0.18) 0.585  

SEb 0.054 0.055    

95% CIb -0.34, -0.13 -0.38, -0.16    

Ls Meanc -0.26 -0.31 0.04 (-0.14, 0.23) 0.639  

SEc 0.081 0.084    

95% CIc -0.42, -0.10 -0.47, -0.14    

 

  Day 15 Actual n 173 157    

Mean 0.23 0.18    

SD 0.604 0.478    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.48 -0.52    

SD 1.088 1.129    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.21)     

Ls Meanb -0.51 -0.57 0.06 (-0.09, 0.21) 0.439  

SEb 0.056 0.058    

95% CIb -0.62, -0.40 -0.68, -0.45    

Ls Meanc -0.50 -0.60 0.10 (-0.04, 0.24) 0.170  

SEc 0.060 0.061    

95% CIc -0.62, -0.38 -0.72, -0.48    

 

  Day 29 Actual n 150 138    

Mean 0.16 0.07    

SD 0.519 0.248    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 122 115    

Mean -0.61 -0.58    

SD 0.983 1.026    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.03, 0.27)     

Ls Meanb -0.59 -0.71 0.12 (-0.03, 0.27) 0.131  

SEb 0.056 0.058    

95% CIb -0.70, -0.48 -0.82, -0.60    

Ls Meanc -0.59 -0.66 0.07 (-0.02, 0.17) 0.140  

SEc 0.042 0.043    

95% CIc -0.67, -0.50 -0.75, -0.58    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.14)     

Ls Meanb -0.38 -0.45 0.07 (0.01, 0.13) 0.035  

 

  Baseline Actual n 182 179  0.030d  

Mean 0.70 0.63    

SD 1.009 0.918    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 205 194    

Mean 0.55 0.49    

SD 0.877 0.847    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.11 -0.15    

SD 0.956 1.004    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (-0.01, 0.26)     

Ls Meanb -0.07 -0.19 0.12 (-0.01, 0.25) 0.073  

SEb 0.050 0.051    

95% CIb -0.17, 0.03 -0.29, -0.09    

Ls Meanc -0.16 -0.25 0.10 (-0.07, 0.27) 0.264  

SEc 0.076 0.077    

95% CIc -0.30, -0.01 -0.40, -0.10    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.49 0.44    

SD 0.859 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.18 -0.18    

SD 1.091 1.085    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.02, 0.26)     

Ls Meanb -0.14 -0.26 0.12 (-0.02, 0.25) 0.088  

SEb 0.051 0.052    

95% CIb -0.24, -0.04 -0.36, -0.16    

Ls Meanc -0.22 -0.30 0.08 (-0.10, 0.26) 0.355  

SEc 0.077 0.080    

95% CIc -0.37, -0.06 -0.46, -0.14    

 

  Day 15 Actual n 173 157    

Mean 0.21 0.15    

SD 0.573 0.421    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.43 -0.46    

SD 1.071 1.028    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.22)     

Ls Meanb -0.44 -0.51 0.07 (-0.07, 0.21) 0.315  

SEb 0.053 0.054    

95% CIb -0.54, -0.33 -0.61, -0.40    

Ls Meanc -0.40 -0.52 0.12 (-0.01, 0.25) 0.066  

SEc 0.055 0.056    

95% CIc -0.51, -0.29 -0.63, -0.41    

 

  Day 29 Actual n 150 138    

Mean 0.11 0.06    

SD 0.404 0.264    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 122 115    

Mean -0.57 -0.52    

SD 0.996 0.958    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.18)     

Ls Meanb -0.56 -0.60 0.04 (-0.10, 0.18) 0.603  

SEb 0.053 0.054    

95% CIb -0.67, -0.46 -0.71, -0.49    

Ls Meanc -0.53 -0.58 0.05 (-0.04, 0.14) 0.264  

SEc 0.039 0.040    

95% CIc -0.61, -0.46 -0.66, -0.51    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.47 -0.48 0.01 (-0.03, 0.05) 0.622  

 

  Baseline Actual n 181 179  0.799d  

Mean 0.61 0.70    

SD 0.757 0.778    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 0.41 0.41    

SD 0.678 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 159 162    

Mean -0.19 -0.33    

SD 0.789 0.772    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.18)     

Ls Meanb -0.24 -0.29 0.04 (-0.06, 0.14) 0.403  

SEb 0.036 0.036    

95% CIb -0.31, -0.17 -0.36, -0.21    

Ls Meanc -0.30 -0.35 0.06 (-0.07, 0.19) 0.394  

SEc 0.058 0.059    

95% CIc -0.41, -0.18 -0.47, -0.24    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.32 0.34    

SD 0.578 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 152 143    

Mean -0.26 -0.36    

SD 0.785 0.737    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.14)     

Ls Meanb -0.35 -0.36 0.01 (-0.09, 0.11) 0.906  

SEb 0.037 0.037    

95% CIb -0.42, -0.28 -0.43, -0.28    

Ls Meanc -0.33 -0.37 0.04 (-0.08, 0.17) 0.520  

SEc 0.054 0.056    

95% CIc -0.43, -0.22 -0.48, -0.26    

 

  Day 15 Actual n 173 157    

Mean 0.13 0.12    

SD 0.357 0.364    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 130    

Mean -0.41 -0.59    

SD 0.722 0.744    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.50 -0.55 0.05 (-0.06, 0.15) 0.396  

SEb 0.039 0.039    

95% CIb -0.58, -0.43 -0.63, -0.47    

Ls Meanc -0.52 -0.55 0.03 (-0.06, 0.11) 0.545  

SEc 0.038 0.038    

95% CIc -0.60, -0.45 -0.63, -0.48    

 

  Day 29 Actual n 150 138    

Mean 0.06 0.11    

SD 0.238 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 121 115    

Mean -0.40 -0.59    

SD 0.678 0.748    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.56 -0.57 0.01 (-0.10, 0.12) 0.853  

SEb 0.039 0.040    

95% CIb -0.64, -0.49 -0.65, -0.49    

Ls Meanc -0.48 -0.47 -0.01 (-0.08, 0.06) 0.740  

SEc 0.031 0.031    

95% CIc -0.54, -0.42 -0.53, -0.41    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.06 (0.00, 0.12)     

Ls Meanb -0.30 -0.35 0.05 (0.00, 0.10) 0.042  

 

  Baseline Actual n 182 179  0.007d  

Mean 0.49 0.53    

SD 0.833 0.830    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 0.41 0.31    

SD 0.753 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.11 -0.16    

SD 0.790 0.795    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.14 -0.20 0.05 (-0.07, 0.17) 0.398  

SEb 0.044 0.045    

95% CIb -0.23, -0.06 -0.28, -0.11    

Ls Meanc -0.18 -0.23 0.05 (-0.09, 0.19) 0.477  

SEc 0.062 0.062    

95% CIc -0.30, -0.06 -0.35, -0.11    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.31 0.27    

SD 0.676 0.629    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 153 143    

Mean -0.16 -0.26    

SD 0.770 0.894    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.19)     

Ls Meanb -0.22 -0.25 0.04 (-0.08, 0.16) 0.556  

SEb 0.045 0.046    

95% CIb -0.31, -0.13 -0.34, -0.16    

Ls Meanc -0.23 -0.30 0.07 (-0.07, 0.21) 0.334  

SEc 0.061 0.063    

95% CIc -0.35, -0.11 -0.43, -0.18    

 

  Day 15 Actual n 173 157    

Mean 0.14 0.10    

SD 0.486 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.23 -0.41    

SD 0.787 0.887    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.26)     

Ls Meanb -0.34 -0.43 0.09 (-0.04, 0.22) 0.177  

SEb 0.047 0.048    

95% CIb -0.43, -0.25 -0.52, -0.33    

Ls Meanc -0.32 -0.39 0.07 (-0.03, 0.18) 0.184  

SEc 0.047 0.047    

95% CIc -0.41, -0.23 -0.48, -0.30    

 

  Day 29 Actual n 150 138    

Mean 0.13 0.09    

SD 0.406 0.352    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 122 115    

Mean -0.28 -0.39    

SD 0.816 0.845    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.26)     

Ls Meanb -0.36 -0.45 0.09 (-0.04, 0.22) 0.171  

SEb 0.047 0.049    

95% CIb -0.45, -0.27 -0.55, -0.36    

Ls Meanc -0.33 -0.39 0.06 (-0.04, 0.16) 0.237  

SEc 0.043 0.044    

95% CIc -0.42, -0.25 -0.48, -0.30    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.55 -0.56 0.01 (-0.03, 0.05) 0.743  

 

  Baseline Actual n 181 179  <.001d  

Mean 0.71 0.67    

SD 0.842 0.840    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 205 194    

Mean 0.43 0.34    

SD 0.715 0.633    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 159 162    

Mean -0.21 -0.38    

SD 0.843 0.842    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.17 (0.05, 0.30)     

Ls Meanb -0.26 -0.40 0.14 (0.04, 0.25) 0.007  

SEb 0.039 0.039    

95% CIb -0.33, -0.18 -0.48, -0.32    

Ls Meanc -0.29 -0.43 0.14 (0.00, 0.28) 0.052  

SEc 0.062 0.062    

95% CIc -0.41, -0.17 -0.55, -0.30    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.29 0.20    

SD 0.665 0.467    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 152 143    

Mean -0.44 -0.52    

SD 0.836 0.871    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.19)     

Ls Meanb -0.47 -0.53 0.05 (-0.05, 0.16) 0.318  

SEb 0.040 0.041    

95% CIb -0.55, -0.40 -0.61, -0.45    

Ls Meanc -0.49 -0.56 0.07 (-0.04, 0.19) 0.221  

SEc 0.051 0.053    

95% CIc -0.59, -0.39 -0.67, -0.46    

 

  Day 15 Actual n 173 157    

Mean 0.10 0.11    

SD 0.390 0.368    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 130    

Mean -0.60 -0.61    

SD 0.829 0.858    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.10)     

Ls Meanb -0.65 -0.62 -0.03 (-0.15, 0.08) 0.572  

SEb 0.042 0.043    

95% CIb -0.73, -0.57 -0.70, -0.53    

Ls Meanc -0.64 -0.61 -0.03 (-0.12, 0.05) 0.452  

SEc 0.036 0.037    

95% CIc -0.71, -0.57 -0.68, -0.54    

 

  Day 29 Actual n 150 138    

Mean 0.06 0.14    

SD 0.289 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 115    

Mean -0.64 -0.56    

SD 0.884 0.774    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.04)     

Ls Meanb -0.67 -0.60 -0.08 (-0.19, 0.04) 0.183  

SEb 0.042 0.043    

95% CIb -0.76, -0.59 -0.68, -0.51    

Ls Meanc -0.68 -0.61 -0.07 (-0.16, 0.02) 0.136  

SEc 0.038 0.039    

95% CIc -0.75, -0.60 -0.69, -0.53    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.12 -0.12 -0.01 (-0.02, 0.00) 0.169  

 

  Baseline Actual n 182 179  0.343d  

Mean 0.18 0.11    

SD 0.548 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 205 194    

Mean 0.08 0.05    

SD 0.348 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 162    

Mean -0.08 -0.04    

SD 0.475 0.400    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.14)     

Ls Meanb -0.05 -0.08 0.03 (-0.02, 0.07) 0.225  

SEb 0.016 0.016    

95% CIb -0.09, -0.02 -0.11, -0.05    

Ls Meanc -0.08 -0.08 0.01 (-0.06, 0.08) 0.852  

SEc 0.031 0.031    

95% CIc -0.14, -0.01 -0.14, -0.02    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 190 172    

Mean 0.03 0.02    

SD 0.160 0.215    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 153 143    

Mean -0.12 -0.06    

SD 0.542 0.463    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.10 -0.10 0.00 (-0.05, 0.04) 0.890  

SEb 0.017 0.017    

95% CIb -0.14, -0.07 -0.13, -0.07    

Ls Meanc -0.11 -0.10 0.00 (-0.05, 0.04) 0.935  

SEc 0.020 0.021    

95% CIc -0.14, -0.07 -0.14, -0.06    

 

  Day 15 Actual n 173 157    

Mean 0.01 0.00    

SD 0.076 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.17 -0.08    

SD 0.573 0.374    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.14 -0.14 0.00 (-0.05, 0.05) 0.970  

SEb 0.018 0.018    

95% CIb -0.17, -0.10 -0.17, -0.10    

Ls Meanc -0.13 -0.14 0.01 (-0.01, 0.02) 0.385  

SEc 0.007 0.007    

95% CIc -0.14, -0.12 -0.15, -0.12    

 

  Day 29 Actual n 150 138    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 122 115    

Mean -0.20 -0.10    

SD 0.598 0.397    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.08)     

Ls Meanb -0.15 -0.14 -0.01 (-0.06, 0.04) 0.637  

SEb 0.018 0.019    

95% CIb -0.19, -0.12 -0.18, -0.10    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Male Body Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.10, 0.00)     

Ls Meanb -0.83 -0.79 -0.05 (-0.10, 0.00) 0.066  

 

  Baseline Actual n 166 175    

Mean 1.01 0.95    

SD 1.062 0.883    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.53 0.57    

SD 0.828 0.818    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.45 -0.39    

SD 0.920 0.933    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.50 -0.45 -0.05 (-0.18, 0.07) 0.424  

SEb 0.049 0.048    

95% CIb -0.60, -0.41 -0.54, -0.36    

Ls Meanc -0.48 -0.44 -0.04 (-0.20, 0.12) 0.625  

SEc 0.080 0.079    

95% CIc -0.64, -0.33 -0.60, -0.29    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 188    

Mean 0.31 0.37    

SD 0.687 0.738    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 145 140    

Mean -0.63 -0.60    

SD 1.073 0.958    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.04)     

Ls Meanb -0.72 -0.64 -0.08 (-0.21, 0.04) 0.196  

SEb 0.049 0.049    

95% CIb -0.82, -0.63 -0.74, -0.54    

Ls Meanc -0.68 -0.63 -0.05 (-0.21, 0.11) 0.505  

SEc 0.078 0.078    

95% CIc -0.84, -0.53 -0.78, -0.48    

 

  Day 15 Actual n 165 167    

Mean 0.15 0.16    

SD 0.525 0.439    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.89 -0.83    

SD 1.111 0.947    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.90 -0.90 0.00 (-0.14, 0.14) 1.000  

SEb 0.051 0.052    

95% CIb -1.00, -0.80 -1.00, -0.80    

Ls Meanc -0.90 -0.92 0.02 (-0.11, 0.14) 0.755  

SEc 0.062 0.064    

95% CIc -1.02, -0.78 -1.05, -0.79    

 

  Day 29 Actual n 133 130    

Mean 0.07 0.08    

SD 0.330 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 111    

Mean -0.88 -0.91    

SD 1.077 0.949    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.96 -0.92 -0.04 (-0.18, 0.10) 0.577  

SEb 0.053 0.053    

95% CIb -1.06, -0.85 -1.02, -0.81    

Ls Meanc -0.92 -0.91 -0.02 (-0.11, 0.08) 0.728  

SEc 0.045 0.047    

95% CIc -1.01, -0.84 -1.00, -0.82    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.01, 0.04)     

Ls Meanb -0.68 -0.69 0.01 (-0.01, 0.04) 0.357  

 

  Baseline Actual n 166 175    

Mean 0.69 0.83    

SD 0.953 0.917    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.34 0.31    

SD 0.717 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 155 163    

Mean -0.32 -0.53    

SD 0.959 0.905    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.16)     

Ls Meanb -0.41 -0.48 0.07 (-0.02, 0.15) 0.111  

SEb 0.032 0.031    

95% CIb -0.47, -0.35 -0.54, -0.42    

Ls Meanc -0.43 -0.52 0.09 (-0.05, 0.24) 0.194  

SEc 0.071 0.069    

95% CIc -0.56, -0.29 -0.66, -0.38    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.09 0.18    

SD 0.406 0.535    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 145 141    

Mean -0.50 -0.67    

SD 0.929 0.976    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.17, 0.02)     

Ls Meanb -0.68 -0.61 -0.07 (-0.16, 0.02) 0.111  

SEb 0.032 0.033    

95% CIb -0.74, -0.61 -0.67, -0.54    

Ls Meanc -0.62 -0.57 -0.05 (-0.16, 0.05) 0.310  

SEc 0.051 0.050    

95% CIc -0.72, -0.52 -0.67, -0.47    

 

  Day 15 Actual n 165 167    

Mean 0.04 0.02    

SD 0.278 0.173    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.63 -0.82    

SD 1.002 0.950    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.74 -0.76 0.02 (-0.07, 0.11) 0.714  

SEb 0.034 0.035    

95% CIb -0.81, -0.68 -0.83, -0.69    

Ls Meanc -0.73 -0.74 0.01 (-0.05, 0.06) 0.777  

SEc 0.028 0.029    

95% CIc -0.78, -0.68 -0.79, -0.68    

 

  Day 29 Actual n 133 130    

Mean 0.02 0.00    

SD 0.193 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 111 111    

Mean -0.66 -0.86    

SD 0.995 0.949    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.17)     

Ls Meanb -0.72 -0.79 0.06 (-0.03, 0.16) 0.186  

SEb 0.036 0.036    

95% CIb -0.79, -0.65 -0.86, -0.72    

Ls Meanc -0.76 -0.78 0.02 (-0.02, 0.07) 0.224  

SEc 0.020 0.020    

95% CIc -0.80, -0.72 -0.82, -0.74    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.49 -0.49 0.00 (-0.05, 0.04) 0.903  

 

  Baseline Actual n 166 175    

Mean 0.67 0.69    

SD 0.841 0.909    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.46 0.49    

SD 0.735 0.741    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.17 -0.20    

SD 0.763 0.818    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.12)     

Ls Meanb -0.23 -0.22 0.00 (-0.11, 0.10) 0.929  

SEb 0.042 0.042    

95% CIb -0.31, -0.14 -0.30, -0.14    

Ls Meanc -0.17 -0.18 0.01 (-0.13, 0.15) 0.921  

SEc 0.071 0.070    

95% CIc -0.31, -0.03 -0.32, -0.04    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.32 0.38    

SD 0.622 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 145 141    

Mean -0.26 -0.30    

SD 0.791 0.884    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.35 -0.34 -0.02 (-0.13, 0.10) 0.764  

SEb 0.043 0.043    

95% CIb -0.44, -0.27 -0.42, -0.25    

Ls Meanc -0.32 -0.31 -0.01 (-0.16, 0.13) 0.848  

SEc 0.069 0.069    

95% CIc -0.46, -0.19 -0.45, -0.18    

 

  Day 15 Actual n 165 167    

Mean 0.13 0.12    

SD 0.406 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.51 -0.56    

SD 0.807 0.860    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.58 -0.58 0.00 (-0.12, 0.12) 0.976  

SEb 0.045 0.045    

95% CIb -0.66, -0.49 -0.67, -0.49    

Ls Meanc -0.58 -0.63 0.05 (-0.05, 0.14) 0.324  

SEc 0.047 0.049    

95% CIc -0.67, -0.49 -0.73, -0.53    

 

  Day 29 Actual n 133 130    

Mean 0.08 0.05    

SD 0.317 0.259    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 111    

Mean -0.48 -0.57    

SD 0.784 0.880    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.57 -0.62 0.05 (-0.07, 0.18) 0.377  

SEb 0.046 0.046    

95% CIb -0.66, -0.48 -0.71, -0.53    

Ls Meanc -0.52 -0.55 0.04 (-0.04, 0.12) 0.357  

SEc 0.040 0.041    

95% CIc -0.59, -0.44 -0.64, -0.47    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.09 (-0.16, -0.02)     

Ls Meanb -0.69 -0.62 -0.08 (-0.13, -0.02) 0.013  

 

  Baseline Actual n 166 175    

Mean 0.99 1.12    

SD 0.849 0.790    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.95 1.06    

SD 0.825 0.855    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 155 163    

Mean -0.01 -0.06    

SD 0.702 0.818    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.27, 0.07)     

Ls Meanb -0.14 -0.06 -0.08 (-0.22, 0.05) 0.234  

SEb 0.054 0.053    

95% CIb -0.25, -0.04 -0.16, 0.04    

Ls Meanc -0.02 -0.01 -0.01 (-0.17, 0.15) 0.885  

SEc 0.078 0.077    

95% CIc -0.18, 0.13 -0.16, 0.14    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.72 0.96    

SD 0.802 0.953    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 145 141    

Mean -0.28 -0.19    

SD 0.846 1.007    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.31 (-0.48, -0.13)     

Ls Meanb -0.41 -0.16 -0.25 (-0.39, -0.11) 0.001  

SEb 0.054 0.055    

95% CIb -0.52, -0.30 -0.27, -0.05    

Ls Meanc -0.34 -0.15 -0.18 (-0.37, 0.01) 0.060  

SEc 0.092 0.091    

95% CIc -0.52, -0.15 -0.33, 0.03    

 

  Day 15 Actual n 165 167    

Mean 0.33 0.38    

SD 0.596 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 60 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.67 -0.76    

SD 0.907 0.850    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.27, 0.09)     

Ls Meanb -0.80 -0.73 -0.07 (-0.22, 0.07) 0.334  

SEb 0.056 0.057    

95% CIb -0.91, -0.69 -0.84, -0.61    

Ls Meanc -0.78 -0.79 0.01 (-0.14, 0.15) 0.930  

SEc 0.073 0.075    

95% CIc -0.93, -0.64 -0.94, -0.64    

 

  Day 29 Actual n 133 130    

Mean 0.15 0.16    

SD 0.399 0.390    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 111    

Mean -0.87 -0.95    

SD 0.875 0.862    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.17)     

Ls Meanb -0.96 -0.95 -0.01 (-0.16, 0.14) 0.922  

SEb 0.058 0.058    

95% CIb -1.07, -0.85 -1.06, -0.84    

Ls Meanc -0.97 -0.98 0.01 (-0.10, 0.12) 0.847  

SEc 0.052 0.053    

95% CIc -1.07, -0.87 -1.09, -0.88    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.04)     

Ls Meanb -0.27 -0.27 0.00 (-0.03, 0.03) 0.879  

 

  Baseline Actual n 166 175    

Mean 0.43 0.37    

SD 0.781 0.690    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.34 0.29    

SD 0.665 0.551    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 155 163    

Mean -0.06 -0.08    

SD 0.783 0.762    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.03 -0.08 0.05 (-0.04, 0.14) 0.277  

SEb 0.034 0.033    

95% CIb -0.10, 0.03 -0.15, -0.02    

Ls Meanc -0.05 -0.09 0.04 (-0.09, 0.17) 0.546  

SEc 0.065 0.064    

95% CIc -0.18, 0.08 -0.21, 0.04    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.19 0.20    

SD 0.559 0.497    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 145 141    

Mean -0.22 -0.19    

SD 0.768 0.736    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.21, 0.04)     

Ls Meanb -0.23 -0.16 -0.06 (-0.15, 0.03) 0.171  

SEb 0.034 0.035    

95% CIb -0.29, -0.16 -0.23, -0.10    

Ls Meanc -0.20 -0.17 -0.02 (-0.14, 0.09) 0.669  

SEc 0.055 0.055    

95% CIc -0.31, -0.09 -0.28, -0.07    

 

  Day 15 Actual n 165 167    

Mean 0.08 0.08    

SD 0.373 0.329    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.37 -0.31    

SD 0.796 0.780    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.30 -0.30 0.00 (-0.10, 0.10) 0.994  

SEb 0.036 0.037    

95% CIb -0.37, -0.23 -0.38, -0.23    

Ls Meanc -0.36 -0.39 0.03 (-0.06, 0.12) 0.512  

SEc 0.043 0.045    

95% CIc -0.44, -0.27 -0.47, -0.30    

 

  Day 29 Actual n 133 130    

Mean 0.02 0.02    

SD 0.193 0.124    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 111 111    

Mean -0.32 -0.31    

SD 0.646 0.685    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.14)     

Ls Meanb -0.33 -0.33 0.01 (-0.09, 0.10) 0.915  

SEb 0.037 0.037    

95% CIb -0.40, -0.26 -0.41, -0.26    

Ls Meanc -0.30 -0.30 0.00 (-0.04, 0.05) 0.861  

SEc 0.022 0.023    

95% CIc -0.34, -0.25 -0.35, -0.26    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 64 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.00 (-0.06, 0.06)     

Ls Meanb -0.18 -0.19 0.00 (-0.04, 0.04) 0.937  

 

  Baseline Actual n 166 175    

Mean 0.29 0.33    

SD 0.679 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.28 0.30    

SD 0.649 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 155 163    

Mean 0.03 -0.04    

SD 0.764 0.697    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.17)     

Ls Meanb -0.01 -0.03 0.02 (-0.08, 0.12) 0.742  

SEb 0.040 0.039    

95% CIb -0.09, 0.07 -0.11, 0.05    

Ls Meanc 0.01 -0.02 0.04 (-0.10, 0.17) 0.604  

SEc 0.068 0.067    

95% CIc -0.12, 0.15 -0.15, 0.11    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.15 0.27    

SD 0.510 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 145 141    

Mean -0.14 -0.07    

SD 0.830 0.954    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.20 (-0.34, -0.05)     

Ls Meanb -0.15 -0.01 -0.14 (-0.24, -0.03) 0.010  

SEb 0.040 0.040    

95% CIb -0.23, -0.07 -0.09, 0.07    

Ls Meanc -0.14 -0.03 -0.11 (-0.26, 0.04) 0.166  

SEc 0.074 0.074    

95% CIc -0.28, 0.01 -0.18, 0.11    

 

  Day 15 Actual n 165 167    

Mean 0.11 0.08    

SD 0.442 0.329    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.16 -0.24    

SD 0.753 0.705    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.22)     

Ls Meanb -0.19 -0.24 0.04 (-0.07, 0.15) 0.427  

SEb 0.042 0.042    

95% CIb -0.27, -0.11 -0.32, -0.15    

Ls Meanc -0.21 -0.27 0.06 (-0.03, 0.16) 0.207  

SEc 0.048 0.050    

95% CIc -0.30, -0.11 -0.37, -0.17    

 

  Day 29 Actual n 133 130    

Mean 0.05 0.05    

SD 0.284 0.287    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 111    

Mean -0.15 -0.33    

SD 0.677 0.824    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.23)     

Ls Meanb -0.24 -0.29 0.05 (-0.06, 0.16) 0.395  

SEb 0.043 0.043    

95% CIb -0.32, -0.15 -0.37, -0.20    

Ls Meanc -0.26 -0.28 0.02 (-0.06, 0.09) 0.652  

SEc 0.037 0.038    

95% CIc -0.33, -0.19 -0.35, -0.20    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.09 (-0.15, -0.02)     

Ls Meanb -0.91 -0.82 -0.09 (-0.16, -0.02) 0.007  

 

  Baseline Actual n 166 175    

Mean 1.22 1.29    

SD 1.068 1.005    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 194 209    

Mean 0.87 1.08    

SD 0.981 0.982    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 155 163    

Mean -0.28 -0.18    

SD 1.061 1.065    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.29, 0.01)     

Ls Meanb -0.38 -0.24 -0.14 (-0.30, 0.01) 0.075  

SEb 0.061 0.060    

95% CIb -0.50, -0.26 -0.35, -0.12    

Ls Meanc -0.43 -0.29 -0.13 (-0.33, 0.06) 0.183  

SEc 0.098 0.096    

95% CIc -0.62, -0.23 -0.48, -0.10    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.63 0.81    

SD 0.886 0.947    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 4.00    

 

   Change n 145 141    

Mean -0.54 -0.45    

SD 1.047 1.137    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.19 (-0.35, -0.04)     

Ls Meanb -0.68 -0.48 -0.20 (-0.36, -0.04) 0.016  

SEb 0.062 0.062    

95% CIb -0.80, -0.56 -0.60, -0.36    

Ls Meanc -0.65 -0.52 -0.13 (-0.33, 0.07) 0.188  

SEc 0.097 0.097    

95% CIc -0.84, -0.46 -0.71, -0.33    

 

  Day 15 Actual n 165 167    

Mean 0.27 0.31    

SD 0.618 0.588    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.98 -0.98    

SD 1.153 1.056    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.13)     

Ls Meanb -1.06 -1.02 -0.04 (-0.21, 0.13) 0.663  

SEb 0.064 0.065    

95% CIb -1.18, -0.93 -1.15, -0.89    

Ls Meanc -1.07 -1.05 -0.01 (-0.16, 0.14) 0.883  

SEc 0.073 0.076    

95% CIc -1.21, -0.92 -1.20, -0.91    

 

  Day 29 Actual n 133 130    

Mean 0.19 0.28    

SD 0.510 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 111    

Mean -0.99 -1.05    

SD 1.091 1.090    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.24, 0.09)     

Ls Meanb -1.10 -1.03 -0.07 (-0.25, 0.10) 0.394  

SEb 0.066 0.066    

95% CIb -1.23, -0.97 -1.15, -0.90    

Ls Meanc -1.13 -1.04 -0.08 (-0.23, 0.06) 0.270  

SEc 0.070 0.073    

95% CIc -1.26, -0.99 -1.19, -0.90    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.02)     

Ls Meanb -0.69 -0.67 -0.02 (-0.07, 0.02) 0.254  

 

  Baseline Actual n 166 175    

Mean 0.92 0.89    

SD 0.914 0.921    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.50 0.59    

SD 0.777 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.41 -0.31    

SD 0.889 0.971    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.04)     

Ls Meanb -0.40 -0.31 -0.08 (-0.20, 0.03) 0.157  

SEb 0.045 0.044    

95% CIb -0.48, -0.31 -0.40, -0.23    

Ls Meanc -0.50 -0.41 -0.09 (-0.25, 0.07) 0.291  

SEc 0.080 0.079    

95% CIc -0.66, -0.34 -0.57, -0.26    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.31 0.43    

SD 0.695 0.716    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 145 141    

Mean -0.55 -0.48    

SD 0.986 0.975    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.27, -0.01)     

Ls Meanb -0.62 -0.49 -0.13 (-0.25, 0.00) 0.041  

SEb 0.046 0.046    

95% CIb -0.71, -0.53 -0.58, -0.41    

Ls Meanc -0.60 -0.53 -0.07 (-0.22, 0.08) 0.378  

SEc 0.073 0.072    

95% CIc -0.74, -0.46 -0.67, -0.39    

 

  Day 15 Actual n 165 167    

Mean 0.16 0.19    

SD 0.472 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.81 -0.70    

SD 0.946 0.932    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.09)     

Ls Meanb -0.79 -0.74 -0.04 (-0.17, 0.08) 0.511  

SEb 0.047 0.048    

95% CIb -0.88, -0.69 -0.84, -0.65    

Ls Meanc -0.77 -0.72 -0.05 (-0.15, 0.06) 0.384  

SEc 0.051 0.053    

95% CIc -0.87, -0.67 -0.83, -0.62    

 

  Day 29 Actual n 133 130    

Mean 0.08 0.07    

SD 0.303 0.284    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 111    

Mean -0.78 -0.77    

SD 0.919 0.914    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.83 -0.81 -0.02 (-0.15, 0.11) 0.727  

SEb 0.049 0.049    

95% CIb -0.93, -0.73 -0.90, -0.71    

Ls Meanc -0.81 -0.81 0.00 (-0.07, 0.08) 0.917  

SEc 0.036 0.038    

95% CIc -0.88, -0.74 -0.89, -0.74    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.11, 0.00)     

Ls Meanb -0.79 -0.73 -0.06 (-0.11, 0.00) 0.035  

 

  Baseline Actual n 166 175    

Mean 0.96 0.99    

SD 1.029 0.925    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.55 0.59    

SD 0.827 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.41 -0.44    

SD 0.952 0.956    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.46 -0.41 -0.05 (-0.17, 0.08) 0.478  

SEb 0.049 0.049    

95% CIb -0.55, -0.36 -0.51, -0.32    

Ls Meanc -0.45 -0.43 -0.02 (-0.18, 0.15) 0.838  

SEc 0.081 0.080    

95% CIc -0.61, -0.29 -0.59, -0.28    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.31 0.38    

SD 0.679 0.787    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 145 141    

Mean -0.57 -0.64    

SD 0.970 0.980    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.21, 0.06)     

Ls Meanb -0.69 -0.61 -0.07 (-0.20, 0.06) 0.261  

SEb 0.050 0.050    

95% CIb -0.78, -0.59 -0.71, -0.51    

Ls Meanc -0.61 -0.60 -0.01 (-0.17, 0.14) 0.873  

SEc 0.077 0.077    

95% CIc -0.76, -0.46 -0.75, -0.45    

 

  Day 15 Actual n 165 167    

Mean 0.14 0.18    

SD 0.480 0.507    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.85 -0.83    

SD 1.046 0.981    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.88 -0.84 -0.04 (-0.17, 0.10) 0.586  

SEb 0.052 0.053    

95% CIb -0.98, -0.78 -0.95, -0.74    

Ls Meanc -0.82 -0.79 -0.03 (-0.16, 0.09) 0.590  

SEc 0.061 0.063    

95% CIc -0.94, -0.70 -0.91, -0.67    

 

  Day 29 Actual n 133 130    

Mean 0.07 0.12    

SD 0.281 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 111    

Mean -0.85 -0.86    

SD 1.037 0.986    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.91 -0.83 -0.08 (-0.22, 0.06) 0.270  

SEb 0.053 0.053    

95% CIb -1.02, -0.81 -0.94, -0.73    

Ls Meanc -0.89 -0.83 -0.05 (-0.15, 0.05) 0.287  

SEc 0.048 0.050    

95% CIc -0.98, -0.79 -0.93, -0.73    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.01)     

Ls Meanb -0.26 -0.24 -0.02 (-0.04, 0.01) 0.182  

 

  Baseline Actual n 166 175    

Mean 0.33 0.26    

SD 0.715 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 194 209    

Mean 0.26 0.24    

SD 0.640 0.591    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.05 -0.02    

SD 0.792 0.566    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.18)     

Ls Meanb -0.03 -0.07 0.05 (-0.02, 0.12) 0.170  

SEb 0.026 0.026    

95% CIb -0.08, 0.03 -0.13, -0.02    

Ls Meanc -0.10 -0.12 0.03 (-0.10, 0.15) 0.690  

SEc 0.063 0.062    

95% CIc -0.22, 0.03 -0.25, 0.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.12 0.18    

SD 0.470 0.515    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 145 141    

Mean -0.15 -0.13    

SD 0.739 0.642    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.04)     

Ls Meanb -0.18 -0.14 -0.04 (-0.12, 0.03) 0.225  

SEb 0.027 0.027    

95% CIb -0.23, -0.13 -0.19, -0.08    

Ls Meanc -0.17 -0.15 -0.02 (-0.13, 0.10) 0.782  

SEc 0.056 0.056    

95% CIc -0.28, -0.06 -0.26, -0.04    

 

  Day 15 Actual n 165 167    

Mean 0.03 0.02    

SD 0.280 0.189    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.35 -0.21    

SD 0.822 0.547    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.30 -0.29 -0.01 (-0.09, 0.06) 0.706  

SEb 0.028 0.029    

95% CIb -0.36, -0.25 -0.34, -0.23    

Ls Meanc -0.29 -0.29 0.01 (-0.04, 0.06) 0.740  

SEc 0.026 0.027    

95% CIc -0.34, -0.23 -0.35, -0.24    

 

  Day 29 Actual n 133 130    

Mean 0.01 0.00    

SD 0.087 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 111 111    

Mean -0.34 -0.30    

SD 0.780 0.612    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.28 -0.32 0.04 (-0.04, 0.12) 0.332  

SEb 0.029 0.029    

95% CIb -0.34, -0.22 -0.38, -0.26    

Ls Meanc -0.32 -0.33 0.01 (-0.01, 0.03) 0.233  

SEc 0.009 0.009    

95% CIc -0.33, -0.30 -0.34, -0.31    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.03)     

Ls Meanb -0.41 -0.38 -0.03 (-0.10, 0.03) 0.301  

 

  Baseline Actual n 166 175    

Mean 0.54 0.64    

SD 0.945 1.024    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.43 0.64    

SD 0.787 0.947    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.16 -0.04    

SD 0.970 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.21 (-0.34, -0.08)     

Ls Meanb -0.21 0.00 -0.21 (-0.34, -0.08) 0.001  

SEb 0.051 0.051    

95% CIb -0.31, -0.11 -0.10, 0.10    

Ls Meanc -0.27 -0.06 -0.21 (-0.38, -0.04) 0.015  

SEc 0.085 0.084    

95% CIc -0.43, -0.10 -0.22, 0.11    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.34 0.44    

SD 0.703 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 145 141    

Mean -0.26 -0.20    

SD 1.092 1.123    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.26, 0.01)     

Ls Meanb -0.30 -0.18 -0.12 (-0.25, 0.01) 0.071  

SEb 0.052 0.052    

95% CIb -0.40, -0.20 -0.28, -0.08    

Ls Meanc -0.37 -0.22 -0.15 (-0.31, 0.02) 0.085  

SEc 0.081 0.081    

95% CIc -0.53, -0.21 -0.38, -0.06    

 

  Day 15 Actual n 165 167    

Mean 0.17 0.17    

SD 0.559 0.487    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.37 -0.45    

SD 0.963 1.073    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.48 -0.48 0.00 (-0.13, 0.14) 0.945  

SEb 0.053 0.054    

95% CIb -0.58, -0.37 -0.59, -0.38    

Ls Meanc -0.45 -0.42 -0.03 (-0.15, 0.09) 0.660  

SEc 0.060 0.062    

95% CIc -0.56, -0.33 -0.54, -0.30    

 

  Day 29 Actual n 133 130    

Mean 0.12 0.07    

SD 0.508 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 111 111    

Mean -0.30 -0.53    

SD 0.859 1.060    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.00, 0.28)     

Ls Meanb -0.43 -0.56 0.14 (0.00, 0.27) 0.055  

SEb 0.054 0.054    

95% CIb -0.53, -0.32 -0.67, -0.46    

Ls Meanc -0.45 -0.48 0.03 (-0.08, 0.14) 0.606  

SEc 0.053 0.055    

95% CIc -0.55, -0.35 -0.59, -0.37    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.03)     

Ls Meanb -0.40 -0.37 -0.03 (-0.08, 0.03) 0.363  

 

  Baseline Actual n 166 175    

Mean 0.49 0.64    

SD 0.872 1.018    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.38 0.55    

SD 0.718 0.866    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.14 -0.12    

SD 0.846 0.986    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.28, -0.03)     

Ls Meanb -0.20 -0.06 -0.15 (-0.27, -0.03) 0.015  

SEb 0.047 0.047    

95% CIb -0.30, -0.11 -0.15, 0.03    

Ls Meanc -0.28 -0.14 -0.13 (-0.29, 0.02) 0.085  

SEc 0.076 0.076    

95% CIc -0.43, -0.13 -0.29, 0.01    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.29 0.40    

SD 0.682 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 145 141    

Mean -0.22 -0.27    

SD 1.037 1.127    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.28, -0.02)     

Ls Meanb -0.31 -0.17 -0.14 (-0.26, -0.02) 0.023  

SEb 0.048 0.048    

95% CIb -0.40, -0.21 -0.26, -0.07    

Ls Meanc -0.35 -0.23 -0.12 (-0.28, 0.05) 0.165  

SEc 0.080 0.080    

95% CIc -0.51, -0.19 -0.39, -0.08    

 

  Day 15 Actual n 165 167    

Mean 0.14 0.14    

SD 0.493 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.39 -0.48    

SD 0.908 1.111    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.16)     

Ls Meanb -0.45 -0.47 0.02 (-0.11, 0.15) 0.751  

SEb 0.049 0.050    

95% CIb -0.55, -0.36 -0.57, -0.38    

Ls Meanc -0.44 -0.41 -0.03 (-0.14, 0.08) 0.622  

SEc 0.054 0.057    

95% CIc -0.55, -0.33 -0.52, -0.30    

 

  Day 29 Actual n 133 130    

Mean 0.10 0.05    

SD 0.424 0.275    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 111 111    

Mean -0.31 -0.57    

SD 0.829 1.067    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.01, 0.26)     

Ls Meanb -0.40 -0.52 0.12 (-0.01, 0.25) 0.075  

SEb 0.050 0.050    

95% CIb -0.50, -0.30 -0.61, -0.42    

Ls Meanc -0.46 -0.50 0.04 (-0.06, 0.14) 0.453  

SEc 0.047 0.049    

95% CIc -0.55, -0.37 -0.59, -0.40    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.45 -0.45 0.01 (-0.03, 0.04) 0.774  

 

  Baseline Actual n 166 175    

Mean 0.63 0.53    

SD 0.789 0.734    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.44 0.35    

SD 0.675 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.14 -0.21    

SD 0.777 0.664    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.03, 0.28)     

Ls Meanb -0.15 -0.27 0.12 (0.03, 0.22) 0.013  

SEb 0.037 0.036    

95% CIb -0.22, -0.08 -0.34, -0.20    

Ls Meanc -0.19 -0.30 0.10 (-0.02, 0.23) 0.105  

SEc 0.063 0.062    

95% CIc -0.32, -0.07 -0.42, -0.17    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.26 0.26    

SD 0.533 0.537    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 145 141    

Mean -0.39 -0.29    

SD 0.774 0.742    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.39 -0.36 -0.03 (-0.13, 0.07) 0.543  

SEb 0.038 0.038    

95% CIb -0.47, -0.32 -0.44, -0.29    

Ls Meanc -0.39 -0.38 -0.01 (-0.13, 0.11) 0.858  

SEc 0.056 0.056    

95% CIc -0.50, -0.28 -0.49, -0.27    

 

  Day 15 Actual n 165 167    

Mean 0.16 0.13    

SD 0.446 0.383    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 87 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.52 -0.45    

SD 0.778 0.749    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.49 -0.49 0.00 (-0.10, 0.10) 0.985  

SEb 0.039 0.040    

95% CIb -0.56, -0.41 -0.56, -0.41    

Ls Meanc -0.49 -0.54 0.05 (-0.05, 0.15) 0.332  

SEc 0.048 0.050    

95% CIc -0.59, -0.40 -0.64, -0.44    

 

  Day 29 Actual n 133 130    

Mean 0.12 0.08    

SD 0.409 0.268    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 111 111    

Mean -0.46 -0.49    

SD 0.795 0.749    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.51 -0.53 0.02 (-0.09, 0.12) 0.717  

SEb 0.040 0.040    

95% CIb -0.59, -0.43 -0.61, -0.45    

Ls Meanc -0.44 -0.47 0.03 (-0.05, 0.12) 0.435  

SEc 0.041 0.042    

95% CIc -0.52, -0.36 -0.56, -0.39    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.08)     

Ls Meanb -0.25 -0.26 0.02 (-0.03, 0.06) 0.481  

 

  Baseline Actual n 166 175    

Mean 0.42 0.37    

SD 0.788 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.29 0.33    

SD 0.690 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 155 163    

Mean -0.11 -0.04    

SD 0.726 0.697    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.10 -0.08 -0.02 (-0.13, 0.08) 0.662  

SEb 0.041 0.040    

95% CIb -0.18, -0.02 -0.16, 0.00    

Ls Meanc -0.02 0.02 -0.05 (-0.18, 0.08) 0.472  

SEc 0.067 0.066    

95% CIc -0.16, 0.11 -0.11, 0.15    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.19 0.32    

SD 0.634 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 145 141    

Mean -0.21 -0.09    

SD 0.907 0.858    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.29, -0.02)     

Ls Meanb -0.19 -0.07 -0.12 (-0.23, -0.01) 0.028  

SEb 0.041 0.041    

95% CIb -0.27, -0.11 -0.15, 0.01    

Ls Meanc -0.14 -0.04 -0.10 (-0.26, 0.06) 0.210  

SEc 0.077 0.077    

95% CIc -0.29, 0.01 -0.19, 0.11    

 

  Day 15 Actual n 165 167    

Mean 0.18 0.06    

SD 0.544 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.21 -0.28    

SD 0.829 0.741    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.15 (0.01, 0.30)     

Ls Meanb -0.22 -0.34 0.12 (0.00, 0.23) 0.042  

SEb 0.043 0.044    

95% CIb -0.31, -0.14 -0.42, -0.25    

Ls Meanc -0.22 -0.35 0.13 (0.02, 0.25) 0.024  

SEc 0.057 0.059    

95% CIc -0.33, -0.11 -0.47, -0.24    

 

  Day 29 Actual n 133 130    

Mean 0.05 0.07    

SD 0.284 0.284    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 111    

Mean -0.33 -0.34    

SD 0.813 0.780    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.18)     

Ls Meanb -0.31 -0.34 0.03 (-0.09, 0.14) 0.663  

SEb 0.044 0.044    

95% CIb -0.40, -0.23 -0.43, -0.25    

Ls Meanc -0.36 -0.36 0.01 (-0.06, 0.08) 0.839  

SEc 0.035 0.036    

95% CIc -0.42, -0.29 -0.43, -0.29    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.06)     

Ls Meanb -0.40 -0.42 0.01 (-0.02, 0.05) 0.454  

 

  Baseline Actual n 166 175    

Mean 0.49 0.57    

SD 0.736 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 194 209    

Mean 0.28 0.31    

SD 0.617 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 155 163    

Mean -0.21 -0.28    

SD 0.770 0.774    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.08)     

Ls Meanb -0.26 -0.23 -0.03 (-0.12, 0.06) 0.520  

SEb 0.034 0.033    

95% CIb -0.33, -0.19 -0.30, -0.17    

Ls Meanc -0.23 -0.24 0.01 (-0.11, 0.13) 0.877  

SEc 0.061 0.060    

95% CIc -0.35, -0.11 -0.35, -0.12    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.17 0.19    

SD 0.506 0.551    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 145 141    

Mean -0.28 -0.37    

SD 0.797 0.921    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.08)     

Ls Meanb -0.37 -0.34 -0.02 (-0.11, 0.07) 0.595  

SEb 0.034 0.035    

95% CIb -0.43, -0.30 -0.41, -0.27    

Ls Meanc -0.36 -0.34 -0.02 (-0.15, 0.10) 0.693  

SEc 0.060 0.059    

95% CIc -0.48, -0.25 -0.46, -0.22    

 

  Day 15 Actual n 165 167    

Mean 0.10 0.07    

SD 0.408 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.33 -0.49    

SD 0.845 0.823    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.21)     

Ls Meanb -0.40 -0.47 0.07 (-0.03, 0.16) 0.165  

SEb 0.036 0.036    

95% CIb -0.47, -0.33 -0.54, -0.39    

Ls Meanc -0.37 -0.45 0.08 (-0.02, 0.17) 0.106  

SEc 0.046 0.048    

95% CIc -0.46, -0.28 -0.54, -0.35    

 

  Day 29 Actual n 133 130    

Mean 0.04 0.06    

SD 0.286 0.271    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 111 111    

Mean -0.39 -0.46    

SD 0.753 0.829    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.10)     

Ls Meanb -0.48 -0.46 -0.02 (-0.12, 0.08) 0.651  

SEb 0.037 0.037    

95% CIb -0.55, -0.41 -0.53, -0.39    

Ls Meanc -0.43 -0.42 -0.01 (-0.08, 0.07) 0.858  

SEc 0.036 0.037    

95% CIc -0.50, -0.36 -0.49, -0.35    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.04)     

Ls Meanb -0.07 -0.07 0.00 (-0.01, 0.02) 0.703  

 

  Baseline Actual n 166 175    

Mean 0.11 0.06    

SD 0.517 0.306    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 194 209    

Mean 0.03 0.03    

SD 0.214 0.205    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 155 163    

Mean -0.08 -0.03    

SD 0.522 0.322    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.05)     

Ls Meanb -0.06 -0.04 -0.01 (-0.05, 0.02) 0.445  

SEb 0.014 0.014    

95% CIb -0.09, -0.03 -0.07, -0.02    

Ls Meanc -0.07 -0.07 0.00 (-0.05, 0.04) 0.911  

SEc 0.022 0.022    

95% CIc -0.11, -0.02 -0.11, -0.02    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 189    

Mean 0.03 0.04    

SD 0.278 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 145 141    

Mean -0.07 -0.01    

SD 0.548 0.423    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.07)     

Ls Meanb -0.05 -0.04 -0.01 (-0.05, 0.03) 0.587  

SEb 0.015 0.015    

95% CIb -0.08, -0.02 -0.07, -0.01    

Ls Meanc -0.06 -0.05 -0.01 (-0.08, 0.06) 0.743  

SEc 0.034 0.034    

95% CIc -0.13, 0.01 -0.12, 0.02    

 

  Day 15 Actual n 165 167    

Mean 0.02 0.01    

SD 0.174 0.155    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 123    

Mean -0.11 -0.04    

SD 0.558 0.236    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.07 -0.08 0.00 (-0.04, 0.04) 0.840  

SEb 0.015 0.015    

95% CIb -0.10, -0.04 -0.11, -0.05    

Ls Meanc -0.07 -0.09 0.02 (-0.02, 0.05) 0.311  

SEc 0.017 0.017    

95% CIc -0.11, -0.04 -0.12, -0.06    

 

  Day 29 Actual n 133 130    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 111 111    

Mean -0.13 -0.05    

SD 0.590 0.248    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.08 -0.09 0.01 (-0.03, 0.05) 0.667  

SEb 0.016 0.016    

95% CIb -0.11, -0.05 -0.12, -0.06    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

American Indian 

or Alaska Native 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.11, 0.03)     

Ls Meanb -0.84 -0.80 -0.04 (-0.10, 0.03) 0.274  

 

  Baseline Actual n 92 112  0.035d  

Mean 1.01 1.14    

SD 0.955 0.985    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.55 0.78    

SD 0.840 0.916    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.52 -0.38    

SD 0.942 0.947    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.38, -0.02)     

Ls Meanb -0.54 -0.35 -0.19 (-0.37, -0.02) 0.027  

SEb 0.067 0.061    

95% CIb -0.67, -0.41 -0.47, -0.23    

Ls Meanc -0.60 -0.42 -0.18 (-0.40, 0.04) 0.111  

SEc 0.096 0.090    

95% CIc -0.78, -0.41 -0.59, -0.24    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.32 0.40    

SD 0.589 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 76 85    

Mean -0.70 -0.74    

SD 0.938 0.941    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.22, 0.15)     

Ls Meanb -0.75 -0.72 -0.03 (-0.21, 0.15) 0.720  

SEb 0.069 0.064    

95% CIb -0.88, -0.61 -0.84, -0.59    

Ls Meanc -0.76 -0.72 -0.04 (-0.23, 0.15) 0.671  

SEc 0.079 0.077    

95% CIc -0.92, -0.61 -0.87, -0.57    

 

  Day 15 Actual n 63 76    

Mean 0.21 0.20    

SD 0.544 0.542    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.78 -0.96    

SD 0.984 0.971    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.14, 0.27)     

Ls Meanb -0.88 -0.95 0.06 (-0.13, 0.26) 0.526  

SEb 0.076 0.069    

95% CIb -1.03, -0.74 -1.08, -0.81    

Ls Meanc -0.87 -0.90 0.03 (-0.14, 0.21) 0.704  

SEc 0.075 0.071    

95% CIc -1.02, -0.72 -1.04, -0.76    

 

  Day 29 Actual n 69 80    

Mean 0.16 0.21    

SD 0.504 0.544    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 63 79    

Mean -0.84 -0.92    

SD 0.937 1.035    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.28, 0.10)     

Ls Meanb -0.96 -0.88 -0.09 (-0.28, 0.10) 0.358  

SEb 0.072 0.066    

95% CIb -1.11, -0.82 -1.01, -0.75    

Ls Meanc -0.97 -0.89 -0.08 (-0.24, 0.09) 0.352  

SEc 0.071 0.065    

95% CIc -1.11, -0.83 -1.02, -0.76    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.01)     

Ls Meanb -0.56 -0.54 -0.02 (-0.05, 0.01) 0.236  

 

  Baseline Actual n 92 112  0.007d  

Mean 0.59 0.71    

SD 0.800 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.22 0.32    

SD 0.598 0.610    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 104    

Mean -0.41 -0.39    

SD 0.797 0.841    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.22, 0.02)     

Ls Meanb -0.41 -0.32 -0.08 (-0.18, 0.01) 0.095  

SEb 0.038 0.034    

95% CIb -0.48, -0.33 -0.39, -0.26    

Ls Meanc -0.46 -0.39 -0.07 (-0.23, 0.09) 0.390  

SEc 0.070 0.066    

95% CIc -0.60, -0.32 -0.52, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.04 0.19    

SD 0.192 0.497    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 76 85    

Mean -0.54 -0.47    

SD 0.807 0.781    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.27, -0.01)     

Ls Meanb -0.57 -0.45 -0.12 (-0.22, -0.01) 0.032  

SEb 0.040 0.037    

95% CIb -0.65, -0.49 -0.53, -0.38    

Ls Meanc -0.58 -0.45 -0.13 (-0.25, -0.01) 0.030  

SEc 0.049 0.047    

95% CIc -0.67, -0.48 -0.54, -0.35    

 

  Day 15 Actual n 63 76    

Mean 0.00 0.01    

SD 0.000 0.115    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.53 -0.64    

SD 0.796 0.821    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.17)     

Ls Meanb -0.59 -0.62 0.02 (-0.09, 0.14) 0.683  

SEb 0.044 0.040    

95% CIb -0.68, -0.51 -0.70, -0.54    

Ls Meanc -0.60 -0.58 -0.02 (-0.05, 0.02) 0.321  

SEc 0.013 0.012    

95% CIc -0.62, -0.57 -0.61, -0.56    

 

  Day 29 Actual n 69 80    

Mean 0.00 0.03    

SD 0.000 0.157    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 63 79    

Mean -0.59 -0.63    

SD 0.796 0.850    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.13)     

Ls Meanb -0.60 -0.59 -0.01 (-0.12, 0.11) 0.916  

SEb 0.043 0.038    

95% CIb -0.68, -0.52 -0.67, -0.52    

Ls Meanc -0.63 -0.61 -0.03 (-0.07, 0.01) 0.207  

SEc 0.018 0.016    

95% CIc -0.67, -0.60 -0.64, -0.58    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, 0.00)     

Ls Meanb -0.66 -0.61 -0.05 (-0.10, 0.00) 0.037  

 

  Baseline Actual n 92 112  <.001d  

Mean 0.70 0.85    

SD 0.795 0.872    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.40 0.44    

SD 0.635 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.29 -0.46    

SD 0.891 0.835    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.38 -0.39 0.01 (-0.12, 0.14) 0.869  

SEb 0.049 0.044    

95% CIb -0.48, -0.29 -0.48, -0.31    

Ls Meanc -0.38 -0.43 0.05 (-0.12, 0.22) 0.592  

SEc 0.074 0.069    

95% CIc -0.53, -0.23 -0.56, -0.29    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 8 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.24 0.37    

SD 0.486 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 76 85    

Mean -0.46 -0.51    

SD 0.840 0.895    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.30, 0.02)     

Ls Meanb -0.57 -0.45 -0.12 (-0.25, 0.01) 0.076  

SEb 0.051 0.047    

95% CIb -0.67, -0.47 -0.54, -0.36    

Ls Meanc -0.54 -0.45 -0.09 (-0.26, 0.07) 0.274  

SEc 0.069 0.066    

95% CIc -0.67, -0.40 -0.58, -0.32    

 

  Day 15 Actual n 63 76    

Mean 0.05 0.16    

SD 0.215 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.78 -0.69    

SD 0.767 0.826    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.28, 0.07)     

Ls Meanb -0.75 -0.67 -0.09 (-0.23, 0.06) 0.240  

SEb 0.056 0.051    

95% CIb -0.86, -0.64 -0.77, -0.57    

Ls Meanc -0.79 -0.69 -0.10 (-0.23, 0.02) 0.106  

SEc 0.054 0.051    

95% CIc -0.90, -0.68 -0.79, -0.59    

 

  Day 29 Actual n 69 80    

Mean 0.03 0.04    

SD 0.169 0.191    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 63 79    

Mean -0.54 -0.75    

SD 0.737 0.776    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.11, 0.22)     

Ls Meanb -0.70 -0.74 0.04 (-0.10, 0.18) 0.537  

SEb 0.054 0.048    

95% CIb -0.80, -0.59 -0.84, -0.65    

Ls Meanc -0.61 -0.62 0.01 (-0.05, 0.07) 0.778  

SEc 0.026 0.023    

95% CIc -0.66, -0.56 -0.66, -0.57    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.05)     

Ls Meanb -0.59 -0.55 -0.04 (-0.13, 0.04) 0.323  

 

  Baseline Actual n 92 112  0.005d  

Mean 1.08 0.93    

SD 0.892 0.744    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.94 0.97    

SD 0.858 0.878    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.13 0.03    

SD 0.823 0.908    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.17)     

Ls Meanb -0.09 -0.05 -0.05 (-0.23, 0.14) 0.626  

SEb 0.071 0.065    

95% CIb -0.23, 0.05 -0.18, 0.08    

Ls Meanc -0.20 -0.13 -0.07 (-0.29, 0.15) 0.534  

SEc 0.096 0.090    

95% CIc -0.38, -0.01 -0.30, 0.05    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.63 0.90    

SD 0.787 0.970    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 4.00    

 

   Change n 76 85    

Mean -0.41 -0.05    

SD 0.867 1.011    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.42 (-0.65, -0.19)     

Ls Meanb -0.40 -0.06 -0.34 (-0.53, -0.15) <.001  

SEb 0.073 0.068    

95% CIb -0.54, -0.26 -0.19, 0.08    

Ls Meanc -0.46 -0.16 -0.30 (-0.55, -0.04) 0.025  

SEc 0.106 0.103    

95% CIc -0.67, -0.25 -0.37, 0.04    

 

  Day 15 Actual n 63 76    

Mean 0.37 0.39    

SD 0.604 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.71 -0.57    

SD 0.911 0.760    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.36, 0.14)     

Ls Meanb -0.73 -0.64 -0.09 (-0.30, 0.11) 0.378  

SEb 0.079 0.073    

95% CIb -0.89, -0.58 -0.78, -0.50    

Ls Meanc -0.66 -0.63 -0.03 (-0.23, 0.16) 0.745  

SEc 0.083 0.079    

95% CIc -0.82, -0.50 -0.78, -0.47    

 

  Day 29 Actual n 69 80    

Mean 0.28 0.14    

SD 0.591 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 63 79    

Mean -0.79 -0.80    

SD 0.970 0.758    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.10, 0.38)     

Ls Meanb -0.77 -0.88 0.11 (-0.08, 0.31) 0.253  

SEb 0.075 0.069    

95% CIb -0.92, -0.62 -1.02, -0.74    

Ls Meanc -0.73 -0.85 0.12 (-0.03, 0.27) 0.124  

SEc 0.067 0.062    

95% CIc -0.87, -0.60 -0.97, -0.73    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.36 -0.36 0.01 (-0.03, 0.04) 0.652  

 

  Baseline Actual n 92 112  <.001d  

Mean 0.47 0.46    

SD 0.762 0.758    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.22 0.26    

SD 0.559 0.540    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.25 -0.15    

SD 0.895 0.721    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.23 -0.19 -0.04 (-0.14, 0.07) 0.463  

SEb 0.040 0.036    

95% CIb -0.30, -0.15 -0.26, -0.11    

Ls Meanc -0.27 -0.23 -0.04 (-0.19, 0.11) 0.606  

SEc 0.066 0.062    

95% CIc -0.40, -0.14 -0.35, -0.11    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.20 0.19    

SD 0.490 0.448    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 76 85    

Mean -0.30 -0.27    

SD 0.924 0.762    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.27 -0.27 0.01 (-0.10, 0.12) 0.894  

SEb 0.042 0.039    

95% CIb -0.35, -0.19 -0.35, -0.20    

Ls Meanc -0.30 -0.32 0.01 (-0.13, 0.15) 0.866  

SEc 0.057 0.055    

95% CIc -0.42, -0.19 -0.43, -0.21    

 

  Day 15 Actual n 63 76    

Mean 0.10 0.01    

SD 0.346 0.115    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.36 -0.42    

SD 0.846 0.740    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.26)     

Ls Meanb -0.36 -0.44 0.08 (-0.04, 0.20) 0.214  

SEb 0.047 0.042    

95% CIb -0.45, -0.27 -0.52, -0.35    

Ls Meanc -0.36 -0.45 0.09 (0.00, 0.18) 0.042  

SEc 0.038 0.036    

95% CIc -0.44, -0.29 -0.52, -0.38    

 

  Day 29 Actual n 69 80    

Mean 0.03 0.01    

SD 0.241 0.112    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 63 79    

Mean -0.38 -0.39    

SD 0.607 0.706    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.18)     

Ls Meanb -0.40 -0.42 0.02 (-0.10, 0.14) 0.757  

SEb 0.045 0.041    

95% CIb -0.49, -0.32 -0.50, -0.34    

Ls Meanc -0.39 -0.40 0.02 (-0.04, 0.08) 0.583  

SEc 0.027 0.024    

95% CIc -0.44, -0.33 -0.45, -0.36    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.11, 0.04)     

Ls Meanb -0.17 -0.15 -0.02 (-0.07, 0.02) 0.329  

 

  Baseline Actual n 92 112  0.010d  

Mean 0.28 0.25    

SD 0.617 0.622    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.36 0.24    

SD 0.695 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean 0.04 0.01    

SD 0.633 0.675    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.16 (-0.04, 0.36)     

Ls Meanb 0.05 -0.05 0.10 (-0.03, 0.22) 0.119  

SEb 0.048 0.043    

95% CIb -0.05, 0.14 -0.13, 0.03    

Ls Meanc 0.02 -0.06 0.08 (-0.09, 0.24) 0.343  

SEc 0.071 0.067    

95% CIc -0.12, 0.16 -0.19, 0.07    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.18 0.27    

SD 0.474 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 76 85    

Mean -0.11 -0.01    

SD 0.665 0.852    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.14 (-0.35, 0.07)     

Ls Meanb -0.11 -0.02 -0.09 (-0.22, 0.04) 0.183  

SEb 0.049 0.046    

95% CIb -0.20, -0.01 -0.11, 0.07    

Ls Meanc -0.17 -0.10 -0.07 (-0.26, 0.12) 0.447  

SEc 0.079 0.076    

95% CIc -0.33, -0.02 -0.25, 0.05    

 

  Day 15 Actual n 63 76    

Mean 0.11 0.05    

SD 0.364 0.225    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.12 -0.15    

SD 0.458 0.488    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.19, 0.27)     

Ls Meanb -0.19 -0.21 0.02 (-0.12, 0.17) 0.729  

SEb 0.054 0.049    

95% CIb -0.29, -0.08 -0.31, -0.12    

Ls Meanc -0.13 -0.19 0.06 (-0.04, 0.15) 0.227  

SEc 0.039 0.037    

95% CIc -0.21, -0.05 -0.26, -0.11    

 

  Day 29 Actual n 69 80    

Mean 0.01 0.05    

SD 0.120 0.271    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 63 79    

Mean -0.21 -0.15    

SD 0.513 0.533    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.22, 0.22)     

Ls Meanb -0.24 -0.24 0.00 (-0.13, 0.13) 0.997  

SEb 0.052 0.047    

95% CIb -0.34, -0.13 -0.33, -0.14    

Ls Meanc -0.21 -0.17 -0.04 (-0.11, 0.03) 0.262  

SEc 0.031 0.029    

95% CIc -0.27, -0.15 -0.23, -0.11    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.06 (-0.14, 0.03)     

Ls Meanb -0.84 -0.78 -0.06 (-0.14, 0.03) 0.200  

 

  Baseline Actual n 92 112  <.001d  

Mean 1.27 1.34    

SD 0.939 1.027    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.83 1.07    

SD 0.882 0.959    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.49 -0.24    

SD 1.075 0.970    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.43, -0.02)     

Ls Meanb -0.52 -0.30 -0.23 (-0.43, -0.02) 0.029  

SEb 0.079 0.072    

95% CIb -0.68, -0.37 -0.44, -0.16    

Ls Meanc -0.59 -0.36 -0.23 (-0.47, 0.01) 0.056  

SEc 0.102 0.096    

95% CIc -0.79, -0.39 -0.55, -0.17    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.63 0.73    

SD 0.787 0.913    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 76 85    

Mean -0.63 -0.54    

SD 0.950 1.086    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.28, 0.15)     

Ls Meanb -0.66 -0.59 -0.06 (-0.28, 0.15) 0.550  

SEb 0.081 0.076    

95% CIb -0.81, -0.50 -0.74, -0.44    

Ls Meanc -0.66 -0.57 -0.09 (-0.33, 0.16) 0.476  

SEc 0.102 0.099    

95% CIc -0.86, -0.46 -0.77, -0.38    

 

  Day 15 Actual n 63 76    

Mean 0.32 0.42    

SD 0.563 0.678    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.93 -0.88    

SD 0.998 1.033    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.31, 0.16)     

Ls Meanb -0.99 -0.92 -0.07 (-0.30, 0.16) 0.542  

SEb 0.089 0.081    

95% CIb -1.16, -0.81 -1.08, -0.76    

Ls Meanc -0.98 -0.90 -0.08 (-0.28, 0.12) 0.446  

SEc 0.087 0.082    

95% CIc -1.15, -0.81 -1.06, -0.74    

 

  Day 29 Actual n 69 80    

Mean 0.29 0.29    

SD 0.621 0.532    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 63 79    

Mean -0.98 -0.94    

SD 0.889 1.078    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.28, 0.17)     

Ls Meanb -1.06 -1.01 -0.05 (-0.27, 0.16) 0.628  

SEb 0.085 0.077    

95% CIb -1.23, -0.90 -1.16, -0.86    

Ls Meanc -1.05 -1.02 -0.03 (-0.21, 0.15) 0.752  

SEc 0.078 0.072    

95% CIc -1.21, -0.90 -1.17, -0.88    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.14)     

Ls Meanb -0.68 -0.76 0.07 (0.01, 0.14) 0.035  

 

  Baseline Actual n 92 112  <.001d  

Mean 0.96 1.19    

SD 0.971 0.964    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.64 0.54    

SD 0.829 0.758    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.28 -0.69    

SD 0.954 0.966    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.22 (0.04, 0.40)     

Ls Meanb -0.37 -0.58 0.21 (0.03, 0.39) 0.019  

SEb 0.068 0.062    

95% CIb -0.50, -0.24 -0.70, -0.46    

Ls Meanc -0.44 -0.68 0.24 (0.02, 0.45) 0.030  

SEc 0.091 0.086    

95% CIc -0.62, -0.26 -0.85, -0.51    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.37 0.45    

SD 0.664 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 76 85    

Mean -0.59 -0.69    

SD 0.982 0.988    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.24, 0.14)     

Ls Meanb -0.68 -0.64 -0.05 (-0.23, 0.14) 0.627  

SEb 0.070 0.066    

95% CIb -0.82, -0.54 -0.76, -0.51    

Ls Meanc -0.66 -0.62 -0.05 (-0.24, 0.15) 0.629  

SEc 0.079 0.077    

95% CIc -0.82, -0.51 -0.77, -0.46    

 

  Day 15 Actual n 63 76    

Mean 0.37 0.34    

SD 0.747 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.59 -0.84    

SD 0.967 0.937    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.08, 0.34)     

Ls Meanb -0.68 -0.81 0.13 (-0.07, 0.33) 0.218  

SEb 0.077 0.071    

95% CIb -0.84, -0.53 -0.95, -0.67    

Ls Meanc -0.74 -0.83 0.09 (-0.12, 0.30) 0.418  

SEc 0.090 0.085    

95% CIc -0.92, -0.56 -1.00, -0.66    

 

  Day 29 Actual n 69 80    

Mean 0.20 0.23    

SD 0.531 0.551    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 63 79    

Mean -0.73 -0.86    

SD 0.902 0.902    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.21, 0.19)     

Ls Meanb -0.84 -0.84 -0.01 (-0.20, 0.18) 0.934  

SEb 0.074 0.067    

95% CIb -0.99, -0.70 -0.97, -0.70    

Ls Meanc -0.88 -0.82 -0.06 (-0.21, 0.10) 0.467  

SEc 0.068 0.063    

95% CIc -1.01, -0.75 -0.95, -0.70    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.05)     

Ls Meanb -0.87 -0.85 -0.02 (-0.09, 0.05) 0.573  

 

  Baseline Actual n 92 112  0.207d  

Mean 1.03 1.26    

SD 0.954 1.011    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.55 0.75    

SD 0.853 0.926    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.52 -0.54    

SD 1.075 1.004    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.30, 0.04)     

Ls Meanb -0.57 -0.45 -0.13 (-0.29, 0.04) 0.148  

SEb 0.066 0.060    

95% CIb -0.70, -0.44 -0.56, -0.33    

Ls Meanc -0.64 -0.52 -0.12 (-0.36, 0.12) 0.343  

SEc 0.104 0.097    

95% CIc -0.84, -0.44 -0.72, -0.33    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.30 0.38    

SD 0.607 0.754    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 76 85    

Mean -0.71 -0.87    

SD 0.964 1.021    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.17, 0.19)     

Ls Meanb -0.76 -0.77 0.01 (-0.17, 0.18) 0.941  

SEb 0.068 0.063    

95% CIb -0.89, -0.63 -0.89, -0.64    

Ls Meanc -0.77 -0.77 -0.01 (-0.21, 0.20) 0.932  

SEc 0.084 0.082    

95% CIc -0.94, -0.61 -0.93, -0.60    

 

  Day 15 Actual n 63 76    

Mean 0.14 0.21    

SD 0.435 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.83 -1.03    

SD 0.968 0.979    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.19, 0.20)     

Ls Meanb -0.97 -0.97 0.00 (-0.19, 0.20) 0.962  

SEb 0.074 0.068    

95% CIb -1.11, -0.82 -1.10, -0.84    

Ls Meanc -0.92 -0.88 -0.05 (-0.20, 0.11) 0.567  

SEc 0.066 0.062    

95% CIc -1.06, -0.79 -1.00, -0.76    

 

  Day 29 Actual n 69 80    

Mean 0.16 0.18    

SD 0.474 0.471    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 63 79    

Mean -0.92 -1.01    

SD 0.955 1.006    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.24, 0.13)     

Ls Meanb -1.01 -0.95 -0.06 (-0.24, 0.13) 0.539  

SEb 0.071 0.065    

95% CIb -1.15, -0.87 -1.07, -0.82    

Ls Meanc -1.01 -0.96 -0.04 (-0.19, 0.10) 0.534  

SEc 0.062 0.057    

95% CIc -1.13, -0.88 -1.08, -0.85    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.06, 0.05)     

Ls Meanb -0.32 -0.32 0.00 (-0.04, 0.04) 0.914  

 

  Baseline Actual n 92 112  0.951d  

Mean 0.40 0.40    

SD 0.742 0.622    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.31 0.25    

SD 0.684 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.11 -0.16    

SD 0.699 0.670    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.28)     

Ls Meanb -0.08 -0.17 0.09 (-0.01, 0.19) 0.071  

SEb 0.039 0.035    

95% CIb -0.15, 0.00 -0.24, -0.10    

Ls Meanc -0.16 -0.24 0.08 (-0.08, 0.24) 0.325  

SEc 0.069 0.065    

95% CIc -0.30, -0.03 -0.37, -0.12    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.16 0.21    

SD 0.492 0.576    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 76 85    

Mean -0.21 -0.22    

SD 0.718 0.746    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.14, 0.17)     

Ls Meanb -0.19 -0.21 0.01 (-0.09, 0.12) 0.805  

SEb 0.040 0.037    

95% CIb -0.27, -0.12 -0.28, -0.13    

Ls Meanc -0.28 -0.26 -0.02 (-0.18, 0.14) 0.802  

SEc 0.068 0.065    

95% CIc -0.42, -0.15 -0.39, -0.13    

 

  Day 15 Actual n 63 76    

Mean 0.06 0.03    

SD 0.304 0.161    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.34 -0.34    

SD 0.659 0.647    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.14, 0.20)     

Ls Meanb -0.35 -0.37 0.02 (-0.09, 0.14) 0.695  

SEb 0.044 0.040    

95% CIb -0.43, -0.26 -0.45, -0.29    

Ls Meanc -0.33 -0.37 0.04 (-0.04, 0.12) 0.302  

SEc 0.034 0.032    

95% CIc -0.40, -0.27 -0.44, -0.31    

 

  Day 29 Actual n 69 80    

Mean 0.01 0.01    

SD 0.120 0.112    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 63 79    

Mean -0.37 -0.35    

SD 0.725 0.600    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.14)     

Ls Meanb -0.40 -0.38 -0.02 (-0.13, 0.09) 0.751  

SEb 0.042 0.038    

95% CIb -0.48, -0.32 -0.46, -0.31    

Ls Meanc -0.36 -0.36 0.00 (-0.04, 0.04) 0.914  

SEc 0.017 0.016    

95% CIc -0.40, -0.33 -0.40, -0.33    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.06 (-0.01, 0.14)     

Ls Meanb -0.46 -0.52 0.07 (-0.02, 0.15) 0.115  

 

  Baseline Actual n 92 112  <.001d  

Mean 0.72 0.76    

SD 1.031 1.042    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.63 0.64    

SD 0.934 0.886    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.11 -0.15    

SD 1.126 1.156    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.16)     

Ls Meanb -0.13 -0.12 -0.01 (-0.19, 0.16) 0.885  

SEb 0.069 0.063    

95% CIb -0.26, 0.01 -0.24, 0.01    

Ls Meanc -0.19 -0.20 0.01 (-0.24, 0.27) 0.922  

SEc 0.109 0.103    

95% CIc -0.41, 0.02 -0.41, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.46 0.50    

SD 0.765 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 76 85    

Mean -0.32 -0.24    

SD 1.110 1.250    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.24, 0.11)     

Ls Meanb -0.32 -0.25 -0.07 (-0.25, 0.12) 0.471  

SEb 0.070 0.066    

95% CIb -0.46, -0.18 -0.38, -0.12    

Ls Meanc -0.36 -0.30 -0.06 (-0.31, 0.18) 0.610  

SEc 0.101 0.098    

95% CIc -0.56, -0.16 -0.49, -0.11    

 

  Day 15 Actual n 63 76    

Mean 0.21 0.16    

SD 0.572 0.402    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.47 -0.59    

SD 1.072 1.158    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.09, 0.30)     

Ls Meanb -0.52 -0.62 0.11 (-0.09, 0.31) 0.282  

SEb 0.076 0.070    

95% CIb -0.67, -0.37 -0.76, -0.49    

Ls Meanc -0.51 -0.58 0.08 (-0.10, 0.25) 0.386  

SEc 0.074 0.070    

95% CIc -0.65, -0.36 -0.72, -0.44    

 

  Day 29 Actual n 69 80    

Mean 0.13 0.04    

SD 0.417 0.191    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 63 79    

Mean -0.57 -0.68    

SD 0.928 1.044    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.23 (0.05, 0.41)     

Ls Meanb -0.51 -0.75 0.24 (0.05, 0.43) 0.013  

SEb 0.073 0.067    

95% CIb -0.65, -0.37 -0.88, -0.62    

Ls Meanc -0.58 -0.67 0.09 (-0.01, 0.19) 0.085  

SEc 0.046 0.042    

95% CIc -0.67, -0.49 -0.76, -0.59    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.11 (0.03, 0.19)     

Ls Meanb -0.44 -0.55 0.11 (0.03, 0.19) 0.007  

 

  Baseline Actual n 92 112  0.019d  

Mean 0.71 0.72    

SD 1.033 0.988    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.63 0.43    

SD 0.922 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.14 -0.32    

SD 1.106 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.19 (0.03, 0.35)     

Ls Meanb -0.11 -0.30 0.19 (0.03, 0.36) 0.024  

SEb 0.065 0.060    

95% CIb -0.23, 0.02 -0.42, -0.18    

Ls Meanc -0.20 -0.40 0.20 (-0.03, 0.42) 0.083  

SEc 0.096 0.091    

95% CIc -0.39, -0.01 -0.58, -0.22    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.44 0.40    

SD 0.813 0.771    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 76 85    

Mean -0.34 -0.31    

SD 1.114 1.225    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.23)     

Ls Meanb -0.29 -0.34 0.06 (-0.11, 0.23) 0.515  

SEb 0.066 0.062    

95% CIb -0.42, -0.16 -0.46, -0.22    

Ls Meanc -0.36 -0.39 0.03 (-0.21, 0.28) 0.797  

SEc 0.101 0.098    

95% CIc -0.56, -0.16 -0.59, -0.20    

 

  Day 15 Actual n 63 76    

Mean 0.21 0.14    

SD 0.544 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.53 -0.54    

SD 1.088 1.049    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.06, 0.31)     

Ls Meanb -0.48 -0.61 0.13 (-0.06, 0.31) 0.181  

SEb 0.072 0.066    

95% CIb -0.62, -0.34 -0.74, -0.48    

Ls Meanc -0.47 -0.56 0.08 (-0.08, 0.24) 0.307  

SEc 0.068 0.064    

95% CIc -0.61, -0.34 -0.68, -0.43    

 

  Day 29 Actual n 69 80    

Mean 0.12 0.05    

SD 0.404 0.271    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 63 79    

Mean -0.51 -0.68    

SD 0.948 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.01, 0.34)     

Ls Meanb -0.53 -0.70 0.17 (-0.01, 0.34) 0.065  

SEb 0.069 0.063    

95% CIb -0.67, -0.40 -0.82, -0.57    

Ls Meanc -0.56 -0.64 0.08 (-0.03, 0.20) 0.166  

SEc 0.051 0.047    

95% CIc -0.66, -0.46 -0.74, -0.55    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.08 (-0.14, -0.03)     

Ls Meanb -0.63 -0.57 -0.06 (-0.11, -0.02) 0.005  

 

  Baseline Actual n 92 112  <.001d  

Mean 0.66 0.71    

SD 0.774 0.788    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.28 0.38    

SD 0.543 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 104    

Mean -0.37 -0.38    

SD 0.822 0.780    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.07)     

Ls Meanb -0.45 -0.39 -0.06 (-0.17, 0.06) 0.325  

SEb 0.045 0.041    

95% CIb -0.53, -0.36 -0.47, -0.31    

Ls Meanc -0.45 -0.39 -0.06 (-0.22, 0.10) 0.457  

SEc 0.068 0.064    

95% CIc -0.58, -0.31 -0.51, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.16 0.31    

SD 0.406 0.579    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 76 85    

Mean -0.55 -0.39    

SD 0.790 0.725    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.37, -0.06)     

Ls Meanb -0.62 -0.46 -0.16 (-0.29, -0.04) 0.008  

SEb 0.046 0.043    

95% CIb -0.71, -0.53 -0.54, -0.37    

Ls Meanc -0.55 -0.38 -0.17 (-0.31, -0.03) 0.018  

SEc 0.059 0.057    

95% CIc -0.67, -0.43 -0.49, -0.27    

 

  Day 15 Actual n 63 76    

Mean 0.10 0.12    

SD 0.296 0.364    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.64 -0.64    

SD 0.783 0.786    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.23, 0.11)     

Ls Meanb -0.67 -0.63 -0.04 (-0.18, 0.09) 0.514  

SEb 0.051 0.047    

95% CIb -0.77, -0.57 -0.72, -0.54    

Ls Meanc -0.69 -0.68 -0.01 (-0.13, 0.10) 0.847  

SEc 0.049 0.047    

95% CIc -0.79, -0.60 -0.77, -0.59    

 

  Day 29 Actual n 69 80    

Mean 0.04 0.09    

SD 0.205 0.284    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 63 79    

Mean -0.48 -0.66    

SD 0.692 0.783    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.12)     

Ls Meanb -0.68 -0.65 -0.03 (-0.16, 0.09) 0.618  

SEb 0.049 0.044    

95% CIb -0.78, -0.59 -0.74, -0.56    

Ls Meanc -0.58 -0.55 -0.03 (-0.11, 0.05) 0.407  

SEc 0.035 0.032    

95% CIc -0.65, -0.51 -0.61, -0.49    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.05 (-0.10, 0.01)     

Ls Meanb -0.30 -0.27 -0.04 (-0.07, 0.00) 0.082  

 

  Baseline Actual n 92 112  <.001d  

Mean 0.40 0.33    

SD 0.799 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.34 0.26    

SD 0.690 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 83 104    

Mean -0.12 -0.05    

SD 0.889 0.742    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.10, 0.20)     

Ls Meanb -0.07 -0.11 0.04 (-0.07, 0.15) 0.491  

SEb 0.044 0.040    

95% CIb -0.16, 0.01 -0.19, -0.04    

Ls Meanc -0.10 -0.13 0.03 (-0.15, 0.21) 0.730  

SEc 0.077 0.073    

95% CIc -0.25, 0.05 -0.27, 0.01    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.11 0.23    

SD 0.358 0.680    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 76 85    

Mean -0.30 -0.15    

SD 0.749 0.794    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.31, 0.01)     

Ls Meanb -0.27 -0.16 -0.11 (-0.23, 0.01) 0.061  

SEb 0.045 0.042    

95% CIb -0.36, -0.18 -0.24, -0.07    

Ls Meanc -0.29 -0.18 -0.12 (-0.28, 0.05) 0.161  

SEc 0.067 0.065    

95% CIc -0.43, -0.16 -0.31, -0.05    

 

  Day 15 Actual n 63 76    

Mean 0.03 0.03    

SD 0.177 0.161    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.31 -0.27    

SD 0.650 0.647    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.16)     

Ls Meanb -0.36 -0.35 -0.01 (-0.14, 0.12) 0.887  

SEb 0.050 0.046    

95% CIb -0.46, -0.26 -0.44, -0.26    

Ls Meanc -0.29 -0.30 0.01 (-0.05, 0.07) 0.836  

SEc 0.025 0.024    

95% CIc -0.34, -0.24 -0.35, -0.25    

 

  Day 29 Actual n 69 80    

Mean 0.00 0.06    

SD 0.000 0.291    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 63 79    

Mean -0.32 -0.20    

SD 0.737 0.648    

Min -4.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.08)     

Ls Meanb -0.36 -0.30 -0.07 (-0.19, 0.06) 0.304  

SEb 0.048 0.044    

95% CIb -0.46, -0.27 -0.38, -0.21    

Ls Meanc -0.30 -0.24 -0.07 (-0.14, 0.01) 0.074  

SEc 0.032 0.030    

95% CIc -0.37, -0.24 -0.29, -0.18    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.03 (-0.05, 0.10)     

Ls Meanb -0.51 -0.53 0.02 (-0.04, 0.08) 0.495  

 

  Baseline Actual n 92 112  <.001d  

Mean 0.64 0.71    

SD 0.806 0.824    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 89 106    

Mean 0.37 0.38    

SD 0.629 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 83 104    

Mean -0.28 -0.37    

SD 0.831 0.893    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.23)     

Ls Meanb -0.30 -0.35 0.04 (-0.10, 0.19) 0.538  

SEb 0.055 0.050    

95% CIb -0.41, -0.19 -0.45, -0.25    

Ls Meanc -0.31 -0.36 0.05 (-0.12, 0.23) 0.552  

SEc 0.077 0.072    

95% CIc -0.46, -0.16 -0.51, -0.22    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.24 0.19    

SD 0.512 0.473    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 76 85    

Mean -0.43 -0.55    

SD 0.806 0.994    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.12, 0.25)     

Ls Meanb -0.46 -0.51 0.05 (-0.09, 0.20) 0.473  

SEb 0.057 0.053    

95% CIb -0.57, -0.35 -0.62, -0.41    

Ls Meanc -0.46 -0.54 0.08 (-0.08, 0.23) 0.328  

SEc 0.064 0.062    

95% CIc -0.59, -0.34 -0.66, -0.42    

 

  Day 15 Actual n 63 76    

Mean 0.10 0.12    

SD 0.296 0.399    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.51 -0.62    

SD 0.751 0.823    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.19, 0.20)     

Ls Meanb -0.59 -0.59 0.00 (-0.16, 0.17) 0.953  

SEb 0.062 0.057    

95% CIb -0.71, -0.47 -0.70, -0.48    

Ls Meanc -0.58 -0.57 -0.01 (-0.13, 0.11) 0.896  

SEc 0.053 0.050    

95% CIc -0.69, -0.48 -0.67, -0.48    

 

  Day 29 Actual n 69 80    

Mean 0.10 0.14    

SD 0.349 0.381    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 63 79    

Mean -0.48 -0.54    

SD 0.820 0.797    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.26, 0.12)     

Ls Meanb -0.62 -0.57 -0.06 (-0.21, 0.10) 0.471  

SEb 0.060 0.054    

95% CIb -0.74, -0.51 -0.67, -0.46    

Ls Meanc -0.58 -0.55 -0.03 (-0.15, 0.09) 0.613  

SEc 0.053 0.049    

95% CIc -0.69, -0.48 -0.65, -0.46    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.03)     

Ls Meanb -0.11 -0.11 0.00 (-0.02, 0.01) 0.861  

 

  Baseline Actual n 92 112  0.550d  

Mean 0.16 0.08    

SD 0.560 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 89 106    

Mean 0.06 0.03    

SD 0.349 0.216    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 83 104    

Mean -0.12 -0.04    

SD 0.453 0.392    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.16)     

Ls Meanb -0.07 -0.09 0.03 (-0.02, 0.07) 0.316  

SEb 0.019 0.017    

95% CIb -0.10, -0.03 -0.13, -0.06    

Ls Meanc -0.08 -0.08 0.00 (-0.07, 0.08) 0.927  

SEc 0.033 0.031    

95% CIc -0.15, -0.01 -0.14, -0.02    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 79 86    

Mean 0.03 0.03    

SD 0.158 0.240    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 76 85    

Mean -0.11 -0.05    

SD 0.531 0.434    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.14)     

Ls Meanb -0.08 -0.09 0.01 (-0.04, 0.06) 0.635  

SEb 0.020 0.018    

95% CIb -0.12, -0.04 -0.13, -0.06    

Ls Meanc -0.09 -0.08 -0.01 (-0.07, 0.06) 0.798  

SEc 0.027 0.026    

95% CIc -0.14, -0.04 -0.13, -0.03    

 

  Day 15 Actual n 63 76    

Mean 0.02 0.00    

SD 0.126 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 59 74    

Mean -0.17 -0.04    

SD 0.620 0.199    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.11)     

Ls Meanb -0.12 -0.11 -0.01 (-0.06, 0.05) 0.822  

SEb 0.022 0.020    

95% CIb -0.16, -0.07 -0.15, -0.07    

Ls Meanc -0.09 -0.11 0.01 (-0.02, 0.04) 0.373  

SEc 0.013 0.012    

95% CIc -0.12, -0.07 -0.13, -0.08    

 

  Day 29 Actual n 69 80    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 63 79    

Mean -0.17 -0.04    

SD 0.610 0.192    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.14 -0.12 -0.01 (-0.07, 0.04) 0.606  

SEb 0.021 0.019    

95% CIb -0.18, -0.10 -0.16, -0.09    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Asian Body Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.03)     

Ls Meanb -0.83 -0.78 -0.06 (-0.15, 0.03) 0.209  

 

  Baseline Actual n 29 20    

Mean 0.86 1.25    

SD 0.915 1.070    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 28 20    

Mean 0.43 0.70    

SD 0.634 0.979    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 27 20    

Mean -0.41 -0.55    

SD 0.844 1.317    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.23 (-0.53, 0.07)     

Ls Meanb -0.56 -0.34 -0.22 (-0.52, 0.07) 0.130  

SEb 0.100 0.114    

95% CIb -0.76, -0.37 -0.56, -0.11    

Ls Meanc -0.64 -0.44 -0.20 (-0.69, 0.29) 0.414  

SEc 0.217 0.207    

95% CIc -1.08, -0.20 -0.86, -0.02    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.07 0.10    

SD 0.262 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 27 19    

Mean -0.70 -1.16    

SD 0.775 1.068    

Min -3.00 -4.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.37, 0.23)     

Ls Meanb -0.92 -0.85 -0.07 (-0.36, 0.23) 0.646  

SEb 0.099 0.116    

95% CIb -1.12, -0.73 -1.08, -0.63    

Ls Meanc -0.91 -0.92 0.01 (-0.17, 0.19) 0.905  

SEc 0.072 0.073    

95% CIc -1.06, -0.77 -1.07, -0.78    

 

  Day 15 Actual n 26 16    

Mean 0.08 0.06    

SD 0.272 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.60 -1.13    

SD 0.707 1.258    

Min -3.00 -4.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.24, 0.39)     

Ls Meanb -0.92 -0.99 0.08 (-0.23, 0.39) 0.625  

SEb 0.102 0.124    

95% CIb -1.12, -0.72 -1.24, -0.75    

Ls Meanc -0.81 -0.87 0.06 (-0.13, 0.24) 0.532  

SEc 0.072 0.079    

95% CIc -0.96, -0.67 -1.03, -0.71    

 

  Day 29 Actual n 25 16    

Mean 0.24 0.06    

SD 0.597 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 24 16    

Mean -0.50 -1.25    

SD 1.103 1.238    

Min -3.00 -4.00    

Median -0.50 -1.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.22 (-0.10, 0.53)     

Ls Meanb -0.77 -0.99 0.21 (-0.10, 0.52) 0.183  

SEb 0.104 0.123    

95% CIb -0.98, -0.57 -1.23, -0.74    

Ls Meanc -0.61 -0.86 0.24 (-0.11, 0.60) 0.170  

SEc 0.141 0.137    

95% CIc -0.90, -0.33 -1.14, -0.58    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.00)     

Ls Meanb -0.47 -0.42 -0.05 (-0.11, 0.00) 0.048  

 

  Baseline Actual n 29 20    

Mean 0.62 0.50    

SD 1.015 0.946    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 28 20    

Mean 0.32 0.30    

SD 0.819 0.571    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 27 20    

Mean -0.26 -0.20    

SD 0.764 0.951    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.19, 0.23)     

Ls Meanb -0.21 -0.23 0.02 (-0.19, 0.23) 0.838  

SEb 0.070 0.081    

95% CIb -0.34, -0.07 -0.39, -0.07    

Ls Meanc -0.28 -0.26 -0.02 (-0.40, 0.37) 0.922  

SEc 0.173 0.168    

95% CIc -0.63, 0.07 -0.60, 0.08    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.00 0.30    

SD 0.000 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 27 19    

Mean -0.52 -0.32    

SD 0.935 1.108    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.43, 0.00)     

Ls Meanb -0.54 -0.32 -0.21 (-0.42, 0.00) 0.047  

SEb 0.070 0.083    

95% CIb -0.67, -0.40 -0.49, -0.16    

Ls Meanc -0.58 -0.36 -0.23 (-0.44, -0.01) 0.039  

SEc 0.089 0.091    

95% CIc -0.76, -0.40 -0.54, -0.17    

 

  Day 15 Actual n 26 16    

Mean 0.00 0.19    

SD 0.000 0.544    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.44 -0.19    

SD 0.917 1.047    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.41, 0.04)     

Ls Meanb -0.53 -0.34 -0.19 (-0.41, 0.04) 0.101  

SEb 0.073 0.089    

95% CIb -0.67, -0.38 -0.51, -0.16    

Ls Meanc -0.39 -0.20 -0.19 (-0.42, 0.04) 0.107  

SEc 0.092 0.102    

95% CIc -0.57, -0.20 -0.41, 0.01    

 

  Day 29 Actual n 25 16    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 24 16    

Mean -0.46 -0.38    

SD 0.932 0.806    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.17)     

Ls Meanb -0.54 -0.48 -0.06 (-0.28, 0.17) 0.617  

SEb 0.074 0.089    

95% CIb -0.69, -0.39 -0.66, -0.31    

Ls Meanc -0.43 -0.43 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.43, -0.43 -0.43, -0.43    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.05)     

Ls Meanb -0.32 -0.27 -0.05 (-0.14, 0.04) 0.293  

 

  Baseline Actual n 29 20    

Mean 0.48 0.45    

SD 0.634 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 28 20    

Mean 0.29 0.40    

SD 0.535 0.821    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 27 20    

Mean -0.19 -0.05    

SD 0.557 0.826    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.54, 0.11)     

Ls Meanb -0.21 -0.05 -0.16 (-0.40, 0.08) 0.193  

SEb 0.084 0.096    

95% CIb -0.37, -0.04 -0.24, 0.14    

Ls Meanc -0.28 -0.10 -0.17 (-0.51, 0.16) 0.296  

SEc 0.150 0.144    

95% CIc -0.58, 0.03 -0.39, 0.19    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.18 0.25    

SD 0.476 0.550    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 27 19    

Mean -0.26 -0.21    

SD 0.447 0.787    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.43, 0.22)     

Ls Meanb -0.28 -0.20 -0.08 (-0.32, 0.16) 0.514  

SEb 0.083 0.097    

95% CIb -0.45, -0.12 -0.39, -0.01    

Ls Meanc -0.27 -0.20 -0.07 (-0.34, 0.20) 0.591  

SEc 0.110 0.114    

95% CIc -0.49, -0.05 -0.43, 0.03    

 

  Day 15 Actual n 26 16    

Mean 0.08 0.06    

SD 0.392 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.28 -0.44    

SD 0.458 1.031    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.30, 0.38)     

Ls Meanb -0.38 -0.41 0.03 (-0.22, 0.28) 0.812  

SEb 0.085 0.101    

95% CIb -0.55, -0.21 -0.61, -0.21    

Ls Meanc -0.35 -0.37 0.02 (-0.21, 0.25) 0.872  

SEc 0.091 0.103    

95% CIc -0.54, -0.17 -0.58, -0.16    

 

  Day 29 Actual n 25 16    

Mean 0.12 0.06    

SD 0.440 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 24 16    

Mean -0.29 -0.44    

SD 0.464 1.031    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.27, 0.41)     

Ls Meanb -0.36 -0.41 0.05 (-0.20, 0.30) 0.700  

SEb 0.087 0.101    

95% CIb -0.53, -0.19 -0.61, -0.21    

Ls Meanc -0.27 -0.36 0.08 (-0.18, 0.34) 0.530  

SEc 0.106 0.104    

95% CIc -0.49, -0.06 -0.57, -0.14    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.33 (-0.58, -0.09)     

Ls Meanb -0.46 -0.26 -0.20 (-0.35, -0.05) 0.011  

 

  Baseline Actual n 29 20    

Mean 0.72 0.85    

SD 0.528 0.671    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 28 20    

Mean 0.61 0.90    

SD 0.497 0.641    

Min 0.00 0.00    

Median 1.00 1.00    

Max 1.00 2.00    

 

   Change n 27 20    

Mean -0.19 0.05    

SD 0.483 0.686    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.48 (-1.06, 0.09)     

Ls Meanb -0.21 0.08 -0.28 (-0.62, 0.05) 0.100  

SEb 0.119 0.136    

95% CIb -0.44, 0.02 -0.19, 0.34    

Ls Meanc -0.19 0.08 -0.27 (-0.58, 0.04) 0.086  

SEc 0.138 0.133    

95% CIc -0.47, 0.09 -0.19, 0.34    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.50 0.95    

SD 0.509 0.887    

Min 0.00 0.00    

Median 0.50 1.00    

Max 1.00 3.00    

 

   Change n 27 19    

Mean -0.26 0.11    

SD 0.526 0.994    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.73 (-1.31, -0.16)     

Ls Meanb -0.31 0.12 -0.43 (-0.77, -0.09) 0.013  

SEb 0.118 0.137    

95% CIb -0.54, -0.08 -0.15, 0.39    

Ls Meanc -0.31 0.15 -0.47 (-0.88, -0.05) 0.029  

SEc 0.172 0.176    

95% CIc -0.66, 0.03 -0.20, 0.51    

 

  Day 15 Actual n 26 16    

Mean 0.27 0.31    

SD 0.452 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.52 -0.50    

SD 0.510 1.033    

Min -1.00 -2.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.41 (-1.01, 0.18)     

Ls Meanb -0.59 -0.35 -0.24 (-0.60, 0.11) 0.173  

SEb 0.121 0.141    

95% CIb -0.83, -0.36 -0.63, -0.07    

Ls Meanc -0.58 -0.51 -0.07 (-0.44, 0.31) 0.708  

SEc 0.149 0.166    

95% CIc -0.88, -0.28 -0.85, -0.17    

 

  Day 29 Actual n 25 16    

Mean 0.24 0.25    

SD 0.436 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 24 16    

Mean -0.54 -0.56    

SD 0.588 0.814    

Min -2.00 -2.00    

Median -0.50 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.72, 0.48)     

Ls Meanb -0.57 -0.50 -0.07 (-0.43, 0.28) 0.687  

SEb 0.122 0.141    

95% CIb -0.81, -0.33 -0.78, -0.22    

Ls Meanc -0.59 -0.54 -0.04 (-0.38, 0.29) 0.791  

SEc 0.137 0.135    

95% CIc -0.87, -0.31 -0.82, -0.27    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.24 (-0.39, -0.10)     

Ls Meanb -0.31 -0.16 -0.15 (-0.24, -0.06) 0.002  

 

  Baseline Actual n 29 20    

Mean 0.38 0.35    

SD 0.622 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 28 20    

Mean 0.29 0.55    

SD 0.460 0.686    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 27 20    

Mean -0.07 0.20    

SD 0.675 0.616    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.42 (-0.83, -0.01)     

Ls Meanb -0.09 0.16 -0.26 (-0.51, -0.01) 0.046  

SEb 0.086 0.099    

95% CIb -0.26, 0.08 -0.03, 0.36    

Ls Meanc -0.07 0.19 -0.26 (-0.59, 0.07) 0.116  

SEc 0.147 0.142    

95% CIc -0.37, 0.22 -0.10, 0.47    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.07 0.15    

SD 0.262 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 27 19    

Mean -0.33 -0.21    

SD 0.734 0.419    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.21 (-0.62, 0.20)     

Ls Meanb -0.33 -0.20 -0.13 (-0.38, 0.12) 0.320  

SEb 0.086 0.100    

95% CIb -0.50, -0.16 -0.40, 0.00    

Ls Meanc -0.22 -0.15 -0.07 (-0.29, 0.15) 0.534  

SEc 0.091 0.094    

95% CIc -0.40, -0.04 -0.34, 0.04    

 

  Day 15 Actual n 26 16    

Mean 0.08 0.19    

SD 0.272 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.36 -0.06    

SD 0.757 0.680    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.60, 0.27)     

Ls Meanb -0.32 -0.22 -0.10 (-0.36, 0.16) 0.451  

SEb 0.088 0.105    

95% CIb -0.49, -0.15 -0.43, -0.01    

Ls Meanc -0.34 -0.22 -0.12 (-0.34, 0.10) 0.275  

SEc 0.087 0.098    

95% CIc -0.52, -0.17 -0.42, -0.02    

 

  Day 29 Actual n 25 16    

Mean 0.04 0.13    

SD 0.200 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 24 16    

Mean -0.42 -0.13    

SD 0.654 0.342    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.28 (-0.72, 0.15)     

Ls Meanb -0.36 -0.19 -0.17 (-0.44, 0.09) 0.203  

SEb 0.090 0.105    

95% CIb -0.54, -0.19 -0.40, 0.02    

Ls Meanc -0.38 -0.25 -0.13 (-0.29, 0.03) 0.119  

SEc 0.067 0.067    

95% CIc -0.52, -0.24 -0.39, -0.11    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.20 (-0.41, 0.01)     

Ls Meanb -0.08 0.01 -0.09 (-0.18, 0.00) 0.062  

 

  Baseline Actual n 29 20    

Mean 0.17 0.05    

SD 0.539 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 28 20    

Mean 0.07 0.25    

SD 0.378 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 27 20    

Mean -0.04 0.20    

SD 0.437 0.616    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.44 (-0.96, 0.08)     

Ls Meanb -0.06 0.13 -0.19 (-0.42, 0.03) 0.095  

SEb 0.079 0.091    

95% CIb -0.22, 0.09 -0.05, 0.31    

Ls Meanc -0.11 0.11 -0.23 (-0.52, 0.07) 0.135  

SEc 0.134 0.130    

95% CIc -0.38, 0.16 -0.15, 0.37    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.00 0.35    

SD 0.000 0.933    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 27 19    

Mean -0.15 0.32    

SD 0.534 0.946    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.73 (-1.26, -0.21)     

Ls Meanb -0.09 0.23 -0.32 (-0.55, -0.09) 0.006  

SEb 0.079 0.092    

95% CIb -0.24, 0.07 0.05, 0.41    

Ls Meanc -0.21 0.19 -0.40 (-0.78, -0.02) 0.042  

SEc 0.156 0.162    

95% CIc -0.53, 0.10 -0.14, 0.51    

 

  Day 15 Actual n 26 16    

Mean 0.08 0.19    

SD 0.392 0.750    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean 0.08 0.19    

SD 0.400 0.750    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.23 (-0.77, 0.31)     

Ls Meanb -0.06 0.04 -0.10 (-0.34, 0.14) 0.410  

SEb 0.081 0.095    

95% CIb -0.22, 0.10 -0.15, 0.23    

Ls Meanc 0.02 0.11 -0.09 (-0.47, 0.28) 0.621  

SEc 0.149 0.166    

95% CIc -0.28, 0.32 -0.23, 0.45    

 

  Day 29 Actual n 25 16    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 24 16    

Mean -0.08 0.00    

SD 0.408 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.60, 0.49)     

Ls Meanb -0.09 -0.06 -0.02 (-0.26, 0.21) 0.838  

SEb 0.082 0.095    

95% CIb -0.25, 0.07 -0.25, 0.12    

Ls Meanc -0.05 -0.05 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.05, -0.05 -0.05, -0.05    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.21 (-0.34, -0.08)     

Ls Meanb -1.01 -0.80 -0.21 (-0.34, -0.07) 0.003  

 

  Baseline Actual n 29 20    

Mean 1.10 1.30    

SD 0.900 1.081    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 28 20    

Mean 0.71 0.95    

SD 0.810 1.146    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 3.00    

 

   Change n 27 20    

Mean -0.44 -0.35    

SD 0.892 1.089    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-0.60, 0.12)     

Ls Meanb -0.56 -0.32 -0.24 (-0.59, 0.12) 0.186  

SEb 0.122 0.140    

95% CIb -0.80, -0.32 -0.60, -0.05    

Ls Meanc -0.56 -0.36 -0.20 (-0.73, 0.33) 0.452  

SEc 0.238 0.228    

95% CIc -1.04, -0.08 -0.82, 0.10    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.25 0.70    

SD 0.441 1.129    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 4.00    

 

   Change n 27 19    

Mean -0.81 -0.63    

SD 0.879 1.116    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.47 (-0.83, -0.11)     

Ls Meanb -1.00 -0.54 -0.46 (-0.81, -0.10) 0.011  

SEb 0.122 0.141    

95% CIb -1.24, -0.76 -0.82, -0.26    

Ls Meanc -0.98 -0.65 -0.33 (-0.78, 0.12) 0.148  

SEc 0.185 0.189    

95% CIc -1.35, -0.61 -1.03, -0.27    

 

  Day 15 Actual n 26 16    

Mean 0.15 0.13    

SD 0.368 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.96 -1.06    

SD 0.889 0.998    

Min -3.00 -2.00    

Median -1.00 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.43, 0.33)     

Ls Meanb -1.13 -1.08 -0.05 (-0.42, 0.32) 0.787  

SEb 0.125 0.148    

95% CIb -1.38, -0.89 -1.37, -0.79    

Ls Meanc -1.04 -1.04 0.00 (-0.22, 0.22) 0.990  

SEc 0.086 0.096    

95% CIc -1.21, -0.86 -1.23, -0.85    

 

  Day 29 Actual n 25 16    

Mean 0.08 0.25    

SD 0.277 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 24 16    

Mean -1.00 -1.00    

SD 0.933 1.033    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.25 (-0.63, 0.13)     

Ls Meanb -1.18 -0.93 -0.24 (-0.61, 0.13) 0.199  

SEb 0.126 0.148    

95% CIb -1.42, -0.93 -1.22, -0.64    

Ls Meanc -1.04 -0.92 -0.12 (-0.36, 0.13) 0.334  

SEc 0.101 0.098    

95% CIc -1.25, -0.84 -1.12, -0.72    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.14 (-0.22, -0.06)     

Ls Meanb -0.68 -0.55 -0.14 (-0.22, -0.05) 0.002  

 

  Baseline Actual n 29 20    

Mean 0.76 0.85    

SD 0.988 0.988    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 28 20    

Mean 0.32 0.35    

SD 0.612 0.745    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 27 20    

Mean -0.52 -0.50    

SD 1.014 1.000    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.32, 0.22)     

Ls Meanb -0.50 -0.45 -0.05 (-0.32, 0.22) 0.723  

SEb 0.093 0.107    

95% CIb -0.68, -0.32 -0.66, -0.24    

Ls Meanc -0.59 -0.52 -0.07 (-0.46, 0.33) 0.737  

SEc 0.178 0.171    

95% CIc -0.95, -0.23 -0.87, -0.18    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.07 0.20    

SD 0.262 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 27 19    

Mean -0.59 -0.68    

SD 0.931 0.885    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.23 (-0.51, 0.05)     

Ls Meanb -0.72 -0.49 -0.23 (-0.50, 0.05) 0.105  

SEb 0.092 0.108    

95% CIb -0.90, -0.53 -0.70, -0.28    

Ls Meanc -0.67 -0.56 -0.11 (-0.32, 0.10) 0.285  

SEc 0.085 0.087    

95% CIc -0.84, -0.50 -0.74, -0.39    

 

  Day 15 Actual n 26 16    

Mean 0.12 0.25    

SD 0.431 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.60 -0.63    

SD 0.913 0.957    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.45, 0.13)     

Ls Meanb -0.75 -0.59 -0.16 (-0.44, 0.13) 0.284  

SEb 0.095 0.115    

95% CIb -0.94, -0.56 -0.82, -0.37    

Ls Meanc -0.59 -0.40 -0.19 (-0.44, 0.06) 0.137  

SEc 0.099 0.111    

95% CIc -0.79, -0.39 -0.63, -0.18    

 

  Day 29 Actual n 25 16    

Mean 0.08 0.19    

SD 0.277 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 24 16    

Mean -0.63 -0.69    

SD 1.013 1.014    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.45, 0.13)     

Ls Meanb -0.71 -0.55 -0.16 (-0.45, 0.13) 0.289  

SEb 0.097 0.115    

95% CIb -0.90, -0.52 -0.78, -0.33    

Ls Meanc -0.68 -0.58 -0.10 (-0.34, 0.14) 0.406  

SEc 0.098 0.096    

95% CIc -0.88, -0.48 -0.78, -0.39    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.12 (-0.22, -0.02)     

Ls Meanb -0.68 -0.55 -0.13 (-0.24, -0.02) 0.024  

 

  Baseline Actual n 29 20    

Mean 0.66 1.10    

SD 0.936 1.252    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 4.00    

 

  Day 3 Actual n 28 20    

Mean 0.32 0.70    

SD 0.548 0.979    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 27 20    

Mean -0.33 -0.40    

SD 0.679 1.392    

Min -2.00 -4.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.30 (-0.57, -0.04)     

Ls Meanb -0.48 -0.16 -0.33 (-0.61, -0.04) 0.026  

SEb 0.099 0.113    

95% CIb -0.67, -0.29 -0.38, 0.07    

Ls Meanc -0.59 -0.30 -0.29 (-0.73, 0.16) 0.201  

SEc 0.200 0.187    

95% CIc -0.99, -0.19 -0.68, 0.07    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.07 0.25    

SD 0.262 0.550    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 27 19    

Mean -0.48 -0.79    

SD 0.753 1.316    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-0.51, 0.02)     

Ls Meanb -0.74 -0.47 -0.26 (-0.55, 0.02) 0.073  

SEb 0.098 0.114    

95% CIb -0.93, -0.54 -0.70, -0.25    

Ls Meanc -0.66 -0.52 -0.14 (-0.40, 0.13) 0.297  

SEc 0.108 0.108    

95% CIc -0.88, -0.44 -0.74, -0.31    

 

  Day 15 Actual n 26 16    

Mean 0.08 0.13    

SD 0.272 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.40 -1.06    

SD 0.707 1.389    

Min -3.00 -4.00    

Median 0.00 -1.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.25, 0.30)     

Ls Meanb -0.74 -0.76 0.03 (-0.27, 0.33) 0.864  

SEb 0.101 0.119    

95% CIb -0.94, -0.54 -1.00, -0.53    

Ls Meanc -0.63 -0.62 -0.01 (-0.23, 0.21) 0.917  

SEc 0.086 0.093    

95% CIc -0.81, -0.46 -0.81, -0.44    

 

  Day 29 Actual n 25 16    

Mean 0.12 0.25    

SD 0.332 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 24 16    

Mean -0.46 -0.94    

SD 0.779 1.569    

Min -3.00 -4.00    

Median 0.00 -1.50    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.34, 0.22)     

Ls Meanb -0.69 -0.63 -0.06 (-0.36, 0.24) 0.693  

SEb 0.103 0.119    

95% CIb -0.89, -0.49 -0.86, -0.40    

Ls Meanc -0.64 -0.54 -0.10 (-0.44, 0.24) 0.549  

SEc 0.136 0.128    

95% CIc -0.92, -0.36 -0.80, -0.28    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.04 (-0.11, 0.03)     

Ls Meanb -0.20 -0.18 -0.02 (-0.06, 0.02) 0.253  

 

  Baseline Actual n 29 20    

Mean 0.10 0.35    

SD 0.409 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 28 20    

Mean 0.11 0.10    

SD 0.416 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 27 20    

Mean 0.00 -0.25    

SD 0.000 0.550    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.20, 0.32)     

Ls Meanb -0.11 -0.14 0.03 (-0.11, 0.17) 0.652  

SEb 0.047 0.054    

95% CIb -0.20, -0.02 -0.25, -0.04    

Ls Meanc -0.03 -0.18 0.14 (-0.02, 0.30) 0.081  

SEc 0.072 0.067    

95% CIc -0.18, 0.11 -0.31, -0.04    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.04 0.05    

SD 0.189 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 27 19    

Mean -0.07 -0.32    

SD 0.385 0.582    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.25, 0.27)     

Ls Meanb -0.18 -0.19 0.01 (-0.13, 0.15) 0.936  

SEb 0.047 0.055    

95% CIb -0.27, -0.09 -0.30, -0.08    

Ls Meanc -0.16 -0.19 0.03 (-0.08, 0.15) 0.563  

SEc 0.048 0.048    

95% CIc -0.26, -0.06 -0.29, -0.10    

 

  Day 15 Actual n 26 16    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.12 -0.38    

SD 0.440 0.719    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.24, 0.32)     

Ls Meanb -0.22 -0.24 0.02 (-0.13, 0.17) 0.762  

SEb 0.048 0.059    

95% CIb -0.32, -0.13 -0.36, -0.13    

Ls Meanc -0.22 -0.22 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.22, -0.22 -0.22, -0.22    

 

  Day 29 Actual n 25 16    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 24 16    

Mean -0.08 -0.38    

SD 0.408 0.719    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.27, 0.29)     

Ls Meanb -0.21 -0.22 0.01 (-0.14, 0.15) 0.941  

SEb 0.049 0.059    

95% CIb -0.31, -0.11 -0.33, -0.10    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.34 (-0.49, -0.20)     

Ls Meanb -0.26 -0.03 -0.23 (-0.33, -0.13) <.001  

 

  Baseline Actual n 29 20    

Mean 0.24 0.35    

SD 0.577 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 28 20    

Mean 0.29 0.60    

SD 0.659 0.995    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 27 20    

Mean -0.04 0.25    

SD 0.649 0.786    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.54 (-0.93, -0.15)     

Ls Meanb -0.11 0.26 -0.37 (-0.63, -0.10) 0.007  

SEb 0.092 0.105    

95% CIb -0.29, 0.07 0.05, 0.47    

Ls Meanc -0.26 0.12 -0.37 (-0.77, 0.02) 0.065  

SEc 0.179 0.172    

95% CIc -0.62, 0.10 -0.23, 0.47    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.29 0.35    

SD 0.713 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 27 19    

Mean -0.04 0.00    

SD 0.518 0.471    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.37 (-0.76, 0.02)     

Ls Meanb -0.16 0.10 -0.25 (-0.52, 0.01) 0.062  

SEb 0.091 0.106    

95% CIb -0.34, 0.02 -0.11, 0.30    

Ls Meanc -0.07 0.02 -0.09 (-0.37, 0.20) 0.529  

SEc 0.117 0.120    

95% CIc -0.31, 0.16 -0.23, 0.26    

 

  Day 15 Actual n 26 16    

Mean 0.00 0.13    

SD 0.000 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.24 -0.13    

SD 0.597 0.885    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.20 (-0.61, 0.21)     

Ls Meanb -0.32 -0.18 -0.14 (-0.41, 0.14) 0.335  

SEb 0.094 0.111    

95% CIb -0.50, -0.13 -0.40, 0.04    

Ls Meanc -0.27 -0.13 -0.15 (-0.29, -0.01) 0.043  

SEc 0.056 0.063    

95% CIc -0.39, -0.16 -0.25, 0.00    

 

  Day 29 Actual n 25 16    

Mean 0.00 0.13    

SD 0.000 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 24 16    

Mean -0.21 -0.13    

SD 0.588 0.885    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.28 (-0.69, 0.13)     

Ls Meanb -0.34 -0.15 -0.19 (-0.47, 0.09) 0.175  

SEb 0.095 0.111    

95% CIb -0.53, -0.15 -0.36, 0.07    

Ls Meanc -0.27 -0.13 -0.14 (-0.29, 0.01) 0.069  

SEc 0.062 0.060    

95% CIc -0.40, -0.14 -0.25, -0.01    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.19 (-0.32, -0.06)     

Ls Meanb -0.27 -0.14 -0.13 (-0.21, -0.04) 0.006  

 

  Baseline Actual n 29 20    

Mean 0.28 0.35    

SD 0.591 0.745    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 28 20    

Mean 0.25 0.55    

SD 0.585 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 27 20    

Mean -0.04 0.20    

SD 0.706 0.696    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.42 (-0.77, -0.07)     

Ls Meanb -0.07 0.21 -0.28 (-0.51, -0.05) 0.019  

SEb 0.080 0.091    

95% CIb -0.22, 0.09 0.03, 0.39    

Ls Meanc -0.21 0.09 -0.30 (-0.69, 0.09) 0.127  

SEc 0.173 0.168    

95% CIc -0.56, 0.14 -0.25, 0.43    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.36 0.40    

SD 0.780 0.821    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 27 19    

Mean 0.00 0.05    

SD 0.679 0.705    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.36 (-0.71, -0.01)     

Ls Meanb -0.09 0.15 -0.24 (-0.47, 0.00) 0.046  

SEb 0.079 0.093    

95% CIb -0.24, 0.07 -0.03, 0.33    

Ls Meanc -0.11 0.01 -0.12 (-0.50, 0.26) 0.534  

SEc 0.157 0.163    

95% CIc -0.43, 0.20 -0.32, 0.33    

 

  Day 15 Actual n 26 16    

Mean 0.00 0.06    

SD 0.000 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.28 -0.25    

SD 0.614 0.856    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.40, 0.33)     

Ls Meanb -0.32 -0.30 -0.02 (-0.26, 0.22) 0.860  

SEb 0.081 0.097    

95% CIb -0.48, -0.16 -0.49, -0.11    

Ls Meanc -0.31 -0.24 -0.06 (-0.17, 0.04) 0.242  

SEc 0.042 0.047    

95% CIc -0.39, -0.22 -0.34, -0.15    

 

  Day 29 Actual n 25 16    

Mean 0.00 0.13    

SD 0.000 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 24 16    

Mean -0.25 -0.19    

SD 0.608 0.911    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.54, 0.19)     

Ls Meanb -0.34 -0.23 -0.11 (-0.36, 0.13) 0.355  

SEb 0.083 0.097    

95% CIb -0.50, -0.18 -0.42, -0.04    

Ls Meanc -0.32 -0.18 -0.14 (-0.29, 0.01) 0.069  

SEc 0.062 0.060    

95% CIc -0.44, -0.19 -0.30, -0.06    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.11 (-0.21, -0.02)     

Ls Meanb -0.35 -0.27 -0.08 (-0.15, -0.01) 0.028  

 

  Baseline Actual n 29 20    

Mean 0.48 0.65    

SD 0.574 0.875    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 28 20    

Mean 0.46 0.80    

SD 0.637 0.834    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

   Change n 27 20    

Mean -0.07 0.15    

SD 0.675 0.489    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.44 (-0.77, -0.11)     

Ls Meanb -0.05 0.26 -0.31 (-0.55, -0.07) 0.010  

SEb 0.081 0.093    

95% CIb -0.21, 0.11 0.08, 0.44    

Ls Meanc -0.26 0.05 -0.31 (-0.64, 0.02) 0.067  

SEc 0.148 0.143    

95% CIc -0.56, 0.04 -0.24, 0.34    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.18 0.55    

SD 0.390 0.605    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 2.00    

 

   Change n 27 19    

Mean -0.30 -0.05    

SD 0.669 0.705    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.46 (-0.80, -0.13)     

Ls Meanb -0.32 0.01 -0.33 (-0.57, -0.09) 0.007  

SEb 0.080 0.094    

95% CIb -0.48, -0.16 -0.18, 0.19    

Ls Meanc -0.29 0.02 -0.31 (-0.60, -0.02) 0.039  

SEc 0.119 0.123    

95% CIc -0.53, -0.05 -0.23, 0.27    

 

  Day 15 Actual n 26 16    

Mean 0.15 0.13    

SD 0.368 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.40 -0.69    

SD 0.707 0.946    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.32, 0.38)     

Ls Meanb -0.39 -0.41 0.02 (-0.23, 0.27) 0.858  

SEb 0.083 0.100    

95% CIb -0.55, -0.23 -0.61, -0.22    

Ls Meanc -0.42 -0.43 0.01 (-0.22, 0.24) 0.915  

SEc 0.089 0.099    

95% CIc -0.60, -0.24 -0.63, -0.23    

 

  Day 29 Actual n 25 16    

Mean 0.12 0.00    

SD 0.332 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 24 16    

Mean -0.38 -0.81    

SD 0.711 0.911    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.32 (-0.03, 0.68)     

Ls Meanb -0.35 -0.58 0.23 (-0.02, 0.48) 0.076  

SEb 0.084 0.100    

95% CIb -0.52, -0.19 -0.78, -0.39    

Ls Meanc -0.44 -0.58 0.14 (-0.05, 0.33) 0.153  

SEc 0.077 0.074    

95% CIc -0.60, -0.29 -0.73, -0.43    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 88 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.08 (-0.10, 0.27)     

Ls Meanb -0.15 -0.22 0.06 (-0.08, 0.20) 0.370  

 

  Baseline Actual n 29 20    

Mean 0.31 0.55    

SD 0.604 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 28 20    

Mean 0.21 0.40    

SD 0.499 0.883    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 27 20    

Mean -0.04 -0.15    

SD 0.518 0.671    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.55, 0.34)     

Ls Meanb -0.12 -0.04 -0.08 (-0.41, 0.25) 0.633  

SEb 0.114 0.129    

95% CIb -0.35, 0.10 -0.30, 0.21    

Ls Meanc -0.10 -0.10 0.00 (-0.34, 0.34) 0.987  

SEc 0.155 0.143    

95% CIc -0.42, 0.21 -0.39, 0.19    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.21 0.40    

SD 0.568 0.883    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 27 19    

Mean -0.07 -0.16    

SD 0.616 1.068    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.58, 0.32)     

Ls Meanb -0.14 -0.05 -0.09 (-0.42, 0.23) 0.575  

SEb 0.113 0.131    

95% CIb -0.36, 0.08 -0.30, 0.21    

Ls Meanc -0.25 -0.12 -0.13 (-0.56, 0.31) 0.561  

SEc 0.181 0.180    

95% CIc -0.61, 0.12 -0.48, 0.24    

 

  Day 15 Actual n 26 16    

Mean 0.23 0.19    

SD 0.514 0.750    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean 0.08 -0.31    

SD 0.572 1.250    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.22 (-0.24, 0.68)     

Ls Meanb -0.13 -0.29 0.16 (-0.18, 0.50) 0.349  

SEb 0.116 0.136    

95% CIb -0.36, 0.10 -0.56, -0.02    

Ls Meanc -0.09 -0.14 0.05 (-0.39, 0.50) 0.805  

SEc 0.174 0.188    

95% CIc -0.44, 0.27 -0.52, 0.24    

 

  Day 29 Actual n 25 16    

Mean 0.16 0.13    

SD 0.473 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 24 16    

Mean -0.04 -0.38    

SD 0.751 0.719    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.30, 0.63)     

Ls Meanb -0.13 -0.26 0.12 (-0.22, 0.46) 0.486  

SEb 0.118 0.136    

95% CIb -0.37, 0.10 -0.52, 0.01    

Ls Meanc -0.09 -0.21 0.12 (-0.19, 0.43) 0.427  

SEc 0.126 0.120    

95% CIc -0.35, 0.17 -0.45, 0.03    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.16 (-0.24, -0.08)     

Ls Meanb -0.54 -0.41 -0.13 (-0.19, -0.06) <.001  

 

  Baseline Actual n 29 20    

Mean 0.48 0.70    

SD 0.738 0.865    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 3.00    

 

  Day 3 Actual n 28 20    

Mean 0.29 0.30    

SD 0.600 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 27 20    

Mean -0.26 -0.40    

SD 0.813 0.681    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.29, 0.20)     

Ls Meanb -0.34 -0.30 -0.03 (-0.23, 0.16) 0.730  

SEb 0.067 0.077    

95% CIb -0.47, -0.21 -0.45, -0.15    

Ls Meanc -0.40 -0.38 -0.02 (-0.33, 0.29) 0.906  

SEc 0.139 0.132    

95% CIc -0.68, -0.12 -0.65, -0.12    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.04 0.30    

SD 0.189 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 27 19    

Mean -0.37 -0.26    

SD 0.629 0.733    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.31 (-0.56, -0.06)     

Ls Meanb -0.54 -0.30 -0.24 (-0.44, -0.05) 0.015  

SEb 0.067 0.078    

95% CIb -0.68, -0.41 -0.45, -0.15    

Ls Meanc -0.51 -0.24 -0.28 (-0.48, -0.08) 0.008  

SEc 0.083 0.084    

95% CIc -0.68, -0.35 -0.41, -0.07    

 

  Day 15 Actual n 26 16    

Mean 0.00 0.25    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean -0.44 -0.56    

SD 0.712 1.031    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-0.50, 0.02)     

Ls Meanb -0.59 -0.40 -0.19 (-0.40, 0.02) 0.071  

SEb 0.069 0.083    

95% CIb -0.73, -0.46 -0.57, -0.24    

Ls Meanc -0.64 -0.40 -0.24 (-0.49, 0.00) 0.054  

SEc 0.098 0.107    

95% CIc -0.84, -0.44 -0.62, -0.18    

 

  Day 29 Actual n 25 16    

Mean 0.00 0.19    

SD 0.000 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 24 16    

Mean -0.42 -0.63    

SD 0.717 0.957    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.40, 0.12)     

Ls Meanb -0.57 -0.46 -0.11 (-0.32, 0.10) 0.300  

SEb 0.070 0.083    

95% CIb -0.71, -0.43 -0.62, -0.30    

Ls Meanc -0.64 -0.43 -0.21 (-0.39, -0.02) 0.027  

SEc 0.075 0.070    

95% CIc -0.79, -0.49 -0.58, -0.29    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.03 (-0.11, 0.04)     

Ls Meanb -0.02 -0.02 0.00 (-0.02, 0.01) 0.357  

 

  Baseline Actual n 29 20    

Mean 0.00 0.05    

SD 0.000 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

  Day 3 Actual n 28 20    

Mean 0.04 0.00    

SD 0.189 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 27 20    

Mean 0.04 -0.05    

SD 0.192 0.224    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.11, 0.61)     

Ls Meanb 0.01 -0.02 0.04 (-0.02, 0.09) 0.167  

SEb 0.017 0.020    

95% CIb -0.02, 0.05 -0.06, 0.02    

Ls Meanc 0.01 -0.03 0.03 (-0.06, 0.13) 0.456  

SEc 0.041 0.040    

95% CIc -0.08, 0.09 -0.11, 0.05    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 95 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 28 20    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 27 19    

Mean 0.00 -0.05    

SD 0.000 0.229    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.37, 0.36)     

Ls Meanb -0.02 -0.02 0.00 (-0.05, 0.05) 0.976  

SEb 0.017 0.020    

95% CIb -0.06, 0.01 -0.06, 0.02    

Ls Meanc -0.02 -0.02 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.02, -0.02 -0.02, -0.02    

 

  Day 15 Actual n 26 16    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 16    

Mean 0.00 -0.06    

SD 0.000 0.250    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.39, 0.39)     

Ls Meanb -0.02 -0.02 0.00 (-0.06, 0.06) 0.995  

SEb 0.018 0.022    

95% CIb -0.06, 0.01 -0.07, 0.02    

Ls Meanc -0.02 -0.02 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.02, -0.02 -0.02, -0.02    

 

  Day 29 Actual n 25 16    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 24 16    

Mean 0.00 -0.06    

SD 0.000 0.250    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.40, 0.39)     

Ls Meanb -0.02 -0.02 0.00 (-0.06, 0.06) 0.981  

SEb 0.018 0.022    

95% CIb -0.06, 0.01 -0.07, 0.02    

Ls Meanc -0.03 -0.03 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.03, -0.03 -0.03, -0.03    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Black or African 

American 

Body Aches Overall  Effect Size (95% 

CI)a 

0.26 (0.05, 0.46)     

Ls Meanb -0.81 -1.09 0.28 (0.05, 0.51) 0.020  

 

  Baseline Actual n 12 19    

Mean 1.50 1.42    

SD 1.243 0.961    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.85 0.71    

SD 1.068 0.772    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.80 -0.76    

SD 1.135 0.970    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.43, 0.55)     

Ls Meanb -0.64 -0.71 0.06 (-0.46, 0.59) 0.812  

SEb 0.233 0.196    

95% CIb -1.10, -0.19 -1.09, -0.32    

Ls Meanc -0.63 -0.65 0.02 (-0.64, 0.68) 0.946  

SEc 0.373 0.343    

95% CIc -1.40, 0.15 -1.36, 0.06    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.83 0.73    

SD 1.115 1.033    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean -0.60 -0.73    

SD 1.578 1.534    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.30 (-0.19, 0.79)     

Ls Meanb -0.43 -0.76 0.32 (-0.21, 0.85) 0.230  

SEb 0.232 0.199    

95% CIb -0.89, 0.02 -1.15, -0.37    

Ls Meanc -0.32 -0.57 0.25 (-0.73, 1.22) 0.603  

SEc 0.520 0.506    

95% CIc -1.40, 0.77 -1.62, 0.49    

 

  Day 15 Actual n 10 13    

Mean 0.30 0.15    

SD 0.675 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.88 -1.46    

SD 1.553 0.967    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.40 (-0.12, 0.93)     

Ls Meanb -0.79 -1.22 0.44 (-0.13, 1.00) 0.130  

SEb 0.246 0.205    

95% CIb -1.27, -0.30 -1.63, -0.82    

Ls Meanc -1.23 -1.45 0.22 (-0.35, 0.78) 0.429  

SEc 0.304 0.269    

95% CIc -1.88, -0.58 -2.02, -0.88    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.22    

SD 0.354 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 9    

Mean -1.67 -1.56    

SD 1.506 1.333    

Min -3.00 -3.00    

Median -2.00 -2.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.69, 0.45)     

Ls Meanb -1.35 -1.22 -0.13 (-0.74, 0.49) 0.683  

SEb 0.261 0.222    

95% CIb -1.86, -0.83 -1.65, -0.78    

Ls Meanc -1.80 -1.84 0.03 (-0.78, 0.85) 0.929  

SEc 0.391 0.479    

95% CIc -2.67, -0.93 -2.90, -0.77    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.14 (-0.03, 0.31)     

Ls Meanb -0.96 -1.10 0.14 (-0.04, 0.32) 0.115  

 

  Baseline Actual n 12 19    

Mean 1.50 1.00    

SD 1.243 0.816    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.31 0.35    

SD 0.630 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -1.30 -0.65    

SD 1.252 0.786    

Min -3.00 -2.00    

Median -1.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.50, 0.35)     

Ls Meanb -0.95 -0.87 -0.07 (-0.50, 0.35) 0.738  

SEb 0.185 0.154    

95% CIb -1.31, -0.58 -1.18, -0.57    

Ls Meanc -1.23 -0.99 -0.24 (-0.72, 0.23) 0.301  

SEc 0.256 0.241    

95% CIc -1.76, -0.70 -1.49, -0.49    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.25 0.47    

SD 0.866 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean -1.10 -0.60    

SD 1.287 1.352    

Min -3.00 -2.00    

Median -0.50 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.68, 0.17)     

Ls Meanb -1.01 -0.75 -0.25 (-0.68, 0.18) 0.247  

SEb 0.184 0.158    

95% CIb -1.37, -0.65 -1.06, -0.44    

Ls Meanc -0.77 -0.55 -0.22 (-1.07, 0.63) 0.595  

SEc 0.448 0.437    

95% CIc -1.71, 0.16 -1.46, 0.36    

 

  Day 15 Actual n 10 13    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.13 -1.08    

SD 1.246 0.760    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-0.24, 0.67)     

Ls Meanb -0.99 -1.20 0.22 (-0.24, 0.68) 0.358  

SEb 0.197 0.163    

95% CIb -1.37, -0.60 -1.52, -0.88    

Ls Meanc -1.10 -1.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.10, -1.10 -1.10, -1.10    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.22    

SD 0.000 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 9    

Mean -2.00 -0.89    

SD 1.265 1.054    

Min -3.00 -2.00    

Median -2.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.22 (-0.72, 0.29)     

Ls Meanb -1.31 -1.10 -0.22 (-0.72, 0.29) 0.405  

SEb 0.212 0.179    

95% CIb -1.73, -0.90 -1.45, -0.75    

Ls Meanc -1.54 -1.37 -0.17 (-1.11, 0.77) 0.697  

SEc 0.339 0.508    

95% CIc -2.29, -0.78 -2.50, -0.24    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.45 (0.19, 0.71)     

Ls Meanb -0.23 -0.65 0.42 (0.16, 0.68) 0.002  

 

  Baseline Actual n 12 19    

Mean 0.58 1.37    

SD 0.900 0.955    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.77 0.71    

SD 0.725 0.772    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -0.10 -0.59    

SD 0.568 0.795    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.53, 0.61)     

Ls Meanb -0.21 -0.25 0.04 (-0.49, 0.57) 0.882  

SEb 0.234 0.199    

95% CIb -0.67, 0.25 -0.64, 0.14    

Ls Meanc -0.06 -0.25 0.19 (-0.31, 0.68) 0.439  

SEc 0.268 0.251    

95% CIc -0.62, 0.49 -0.77, 0.27    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.83 0.73    

SD 1.030 0.799    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean 0.40 -0.60    

SD 1.075 0.986    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.38 (-0.20, 0.95)     

Ls Meanb 0.05 -0.30 0.35 (-0.18, 0.89) 0.197  

SEb 0.233 0.202    

95% CIb -0.41, 0.51 -0.70, 0.09    

Ls Meanc 0.58 0.19 0.39 (-0.41, 1.18) 0.323  

SEc 0.389 0.382    

95% CIc -0.24, 1.39 -0.61, 0.99    

 

  Day 15 Actual n 10 13    

Mean 0.40 0.08    

SD 0.699 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.38 -1.15    

SD 0.744 1.144    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.73 (0.12, 1.34)     

Ls Meanb -0.24 -0.92 0.68 (0.12, 1.25) 0.019  

SEb 0.247 0.208    

95% CIb -0.72, 0.25 -1.33, -0.51    

Ls Meanc -0.74 -0.96 0.22 (-0.17, 0.60) 0.248  

SEc 0.198 0.177    

95% CIc -1.16, -0.32 -1.33, -0.58    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.22    

SD 0.354 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 9    

Mean 0.00 -0.89    

SD 0.000 1.269    

Min 0.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.37 (-0.29, 1.02)     

Ls Meanb -0.47 -0.82 0.34 (-0.27, 0.96) 0.274  

SEb 0.261 0.223    

95% CIb -0.99, 0.04 -1.25, -0.38    

Ls Meanc -0.60 -0.64 0.03 (-0.89, 0.96) 0.935  

SEc 0.398 0.447    

95% CIc -1.49, 0.28 -1.63, 0.36    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.39 (0.19, 0.59)     

Ls Meanb -0.66 -1.02 0.36 (0.17, 0.55) 0.001  

 

  Baseline Actual n 12 19    

Mean 1.58 1.26    

SD 0.900 0.933    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 1.08 0.94    

SD 0.954 0.659    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.20 -0.41    

SD 0.789 0.870    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.34 (-0.16, 0.85)     

Ls Meanb -0.25 -0.57 0.32 (-0.15, 0.78) 0.179  

SEb 0.202 0.169    

95% CIb -0.65, 0.15 -0.90, -0.23    

Ls Meanc -0.50 -0.73 0.23 (-0.29, 0.74) 0.370  

SEc 0.290 0.267    

95% CIc -1.10, 0.10 -1.28, -0.17    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 1.08 0.80    

SD 0.900 0.676    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.40 -0.47    

SD 1.075 0.915    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.31 (-0.19, 0.82)     

Ls Meanb -0.33 -0.62 0.29 (-0.18, 0.75) 0.228  

SEb 0.201 0.173    

95% CIb -0.73, 0.06 -0.96, -0.28    

Ls Meanc -0.26 -0.60 0.34 (-0.10, 0.78) 0.119  

SEc 0.230 0.227    

95% CIc -0.74, 0.22 -1.07, -0.13    

 

  Day 15 Actual n 10 13    

Mean 0.70 0.31    

SD 0.949 0.480    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.75 -1.00    

SD 1.035 1.291    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.61 (0.07, 1.15)     

Ls Meanb -0.63 -1.19 0.56 (0.06, 1.06) 0.028  

SEb 0.215 0.179    

95% CIb -1.06, -0.21 -1.54, -0.84    

Ls Meanc -0.59 -1.02 0.42 (-0.19, 1.03) 0.163  

SEc 0.330 0.300    

95% CIc -1.29, 0.11 -1.65, -0.38    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.56    

SD 0.354 0.527    

Min 0.00 0.00    

Median 0.00 1.00    

Max 1.00 1.00    

 

   Change n 6 9    

Mean -1.17 -1.11    

SD 0.753 1.269    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.74, 0.44)     

Ls Meanb -1.26 -1.12 -0.14 (-0.68, 0.41) 0.623  

SEb 0.230 0.195    

95% CIb -1.71, -0.81 -1.51, -0.74    

Ls Meanc -1.28 -0.88 -0.40 (-0.93, 0.14) 0.127  

SEc 0.260 0.298    

95% CIc -1.86, -0.70 -1.54, -0.21    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 109 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.49 -0.49 0.00 (-0.09, 0.09) 0.993  

 

  Baseline Actual n 12 19    

Mean 1.17 0.53    

SD 1.337 0.772    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.46 0.00    

SD 0.877 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 10 17    

Mean -0.50 -0.59    

SD 1.080 0.795    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.33 (0.01, 0.64)     

Ls Meanb -0.24 -0.58 0.33 (0.01, 0.65) 0.041  

SEb 0.135 0.107    

95% CIb -0.51, 0.02 -0.79, -0.36    

Ls Meanc -0.41 -0.70 0.30 (0.05, 0.54) 0.021  

SEc 0.138 0.128    

95% CIc -0.69, -0.12 -0.97, -0.44    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.33 0.20    

SD 0.888 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.70 -0.20    

SD 1.418 0.775    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.20, 0.44)     

Ls Meanb -0.25 -0.38 0.12 (-0.20, 0.45) 0.461  

SEb 0.134 0.113    

95% CIb -0.52, 0.01 -0.60, -0.15    

Ls Meanc 0.04 0.06 -0.02 (-0.64, 0.60) 0.944  

SEc 0.319 0.311    

95% CIc -0.62, 0.71 -0.59, 0.71    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.15    

SD 0.316 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 111 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.25 -0.15    

SD 1.389 0.899    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.48, 0.22)     

Ls Meanb -0.54 -0.41 -0.13 (-0.49, 0.23) 0.483  

SEb 0.148 0.119    

95% CIb -0.83, -0.25 -0.65, -0.18    

Ls Meanc -0.72 -0.79 0.07 (-0.50, 0.64) 0.798  

SEc 0.267 0.265    

95% CIc -1.29, -0.16 -1.35, -0.23    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean -1.00 -0.33    

SD 1.549 0.707    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.13 (-0.53, 0.28)     

Ls Meanb -0.69 -0.56 -0.13 (-0.54, 0.28) 0.538  

SEb 0.166 0.139    

95% CIb -1.01, -0.36 -0.83, -0.28    

Ls Meanc -0.60 -0.60 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.60, -0.60 -0.60, -0.60    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.23 (0.03, 0.43)     

Ls Meanb -0.29 -0.54 0.25 (0.02, 0.48) 0.036  

 

  Baseline Actual n 12 19    

Mean 1.17 0.58    

SD 1.193 1.017    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.46 0.47    

SD 0.776 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -0.30 -0.18    

SD 0.823 0.951    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.29, 0.68)     

Ls Meanb -0.11 -0.33 0.21 (-0.32, 0.74) 0.428  

SEb 0.231 0.195    

95% CIb -0.57, 0.34 -0.71, 0.06    

Ls Meanc -0.28 -0.33 0.05 (-0.52, 0.61) 0.860  

SEc 0.317 0.297    

95% CIc -0.94, 0.38 -0.94, 0.29    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.50 0.53    

SD 1.000 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.50 -0.07    

SD 1.354 1.280    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.64, 0.34)     

Ls Meanb -0.29 -0.13 -0.17 (-0.70, 0.37) 0.540  

SEb 0.230 0.199    

95% CIb -0.75, 0.16 -0.52, 0.26    

Ls Meanc -0.05 0.00 -0.05 (-0.73, 0.63) 0.873  

SEc 0.353 0.354    

95% CIc -0.79, 0.68 -0.74, 0.74    

 

  Day 15 Actual n 10 13    

Mean 0.30 0.23    

SD 0.675 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.50 -0.46    

SD 1.309 1.391    

Min -2.00 -3.00    

Median -0.50 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.39 (-0.13, 0.92)     

Ls Meanb -0.17 -0.60 0.43 (-0.14, 1.00) 0.140  

SEb 0.245 0.205    

95% CIb -0.65, 0.32 -1.00, -0.19    

Ls Meanc -0.45 -0.67 0.21 (-0.44, 0.87) 0.501  

SEc 0.356 0.327    

95% CIc -1.21, 0.30 -1.36, 0.03    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.00    

SD 0.354 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 9    

Mean -1.17 -1.00    

SD 1.722 1.225    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.36, 0.78)     

Ls Meanb -0.66 -0.89 0.23 (-0.39, 0.85) 0.464  

SEb 0.262 0.223    

95% CIb -1.17, -0.14 -1.33, -0.45    

Ls Meanc -1.01 -1.24 0.23 (-0.08, 0.54) 0.134  

SEc 0.142 0.174    

95% CIc -1.32, -0.69 -1.62, -0.85    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.00 (-0.20, 0.20)     

Ls Meanb -0.90 -0.90 0.00 (-0.22, 0.22) 0.992  

 

  Baseline Actual n 12 19    

Mean 1.42 1.63    

SD 1.165 0.955    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 1.00 1.53    

SD 1.080 0.943    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    

 

   Change n 10 17    

Mean -0.40 -0.06    

SD 1.174 0.827    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.32 (-0.89, 0.25)     

Ls Meanb -0.49 -0.15 -0.34 (-0.93, 0.26) 0.267  

SEb 0.255 0.210    

95% CIb -0.99, 0.01 -0.56, 0.26    

Ls Meanc -0.54 -0.08 -0.46 (-1.18, 0.25) 0.194  

SEc 0.401 0.367    

95% CIc -1.37, 0.29 -0.84, 0.68    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.92 1.13    

SD 1.084 0.834    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.40 -0.53    

SD 1.265 1.125    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.58, 0.57)     

Ls Meanb -0.48 -0.48 -0.01 (-0.60, 0.59) 0.986  

SEb 0.254 0.215    

95% CIb -0.98, 0.02 -0.90, -0.05    

Ls Meanc -0.41 -0.40 0.00 (-0.82, 0.81) 0.995  

SEc 0.435 0.423    

95% CIc -1.31, 0.50 -1.29, 0.48    

 

  Day 15 Actual n 10 13    

Mean 0.40 0.46    

SD 0.699 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.88 -1.31    

SD 1.126 1.182    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.59, 0.65)     

Ls Meanb -1.13 -1.15 0.03 (-0.62, 0.67) 0.933  

SEb 0.274 0.224    

95% CIb -1.67, -0.59 -1.60, -0.71    

Ls Meanc -1.21 -1.11 -0.11 (-0.82, 0.60) 0.751  

SEc 0.370 0.328    

95% CIc -2.00, -0.43 -1.80, -0.41    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.33    

SD 0.354 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 6 9    

Mean -1.50 -1.44    

SD 1.643 1.130    

Min -3.00 -3.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.81, 0.57)     

Ls Meanb -1.43 -1.30 -0.13 (-0.85, 0.59) 0.731  

SEb 0.298 0.250    

95% CIb -2.01, -0.84 -1.79, -0.81    

Ls Meanc -1.64 -1.51 -0.13 (-0.76, 0.51) 0.666  

SEc 0.307 0.365    

95% CIc -2.32, -0.95 -2.33, -0.70    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.30 (0.08, 0.52)     

Ls Meanb -0.61 -0.92 0.31 (0.07, 0.54) 0.013  

 

  Baseline Actual n 12 19    

Mean 1.25 1.32    

SD 1.055 1.003    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.77 0.41    

SD 1.092 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.80 -0.94    

SD 1.135 1.144    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.34, 0.71)     

Ls Meanb -0.70 -0.89 0.19 (-0.35, 0.73) 0.492  

SEb 0.239 0.201    

95% CIb -1.17, -0.23 -1.28, -0.49    

Ls Meanc -1.01 -1.12 0.11 (-0.53, 0.76) 0.719  

SEc 0.367 0.337    

95% CIc -1.77, -0.25 -1.82, -0.42    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 1.00 0.47    

SD 1.128 0.516    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 1.00    

 

   Change n 10 15    

Mean -0.20 -0.73    

SD 1.317 1.223    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.52 (-0.01, 1.05)     

Ls Meanb -0.27 -0.80 0.53 (-0.01, 1.07) 0.055  

SEb 0.237 0.204    

95% CIb -0.74, 0.19 -1.21, -0.40    

Ls Meanc -0.09 -0.60 0.51 (-0.19, 1.22) 0.146  

SEc 0.380 0.370    

95% CIc -0.88, 0.70 -1.37, 0.17    

 

  Day 15 Actual n 10 13    

Mean 0.20 0.15    

SD 0.632 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.00 -1.15    

SD 1.195 0.899    

Min -3.00 -2.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.38 (-0.19, 0.94)     

Ls Meanb -0.66 -1.04 0.38 (-0.19, 0.96) 0.192  

SEb 0.253 0.210    

95% CIb -1.15, -0.16 -1.45, -0.63    

Ls Meanc -0.81 -0.98 0.17 (-0.27, 0.62) 0.418  

SEc 0.239 0.215    

95% CIc -1.32, -0.30 -1.44, -0.53    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.33    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 6 9    

Mean -1.33 -1.44    

SD 1.211 1.014    

Min -3.00 -3.00    

Median -1.50 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.57, 0.65)     

Ls Meanb -1.16 -1.20 0.04 (-0.59, 0.67) 0.897  

SEb 0.268 0.227    

95% CIb -1.68, -0.63 -1.65, -0.75    

Ls Meanc -1.64 -1.25 -0.39 (-0.86, 0.09) 0.100  

SEc 0.238 0.265    

95% CIc -2.16, -1.11 -1.84, -0.66    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.19 (-0.03, 0.41)     

Ls Meanb -0.79 -1.00 0.21 (-0.04, 0.46) 0.096  

 

  Baseline Actual n 12 19    

Mean 1.58 1.32    

SD 1.165 1.057    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.69 0.88    

SD 1.032 0.993    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 10 17    

Mean -1.00 -0.47    

SD 1.054 1.125    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.23 (-0.73, 0.27)     

Ls Meanb -0.72 -0.47 -0.25 (-0.80, 0.30) 0.374  

SEb 0.244 0.207    

95% CIb -1.20, -0.24 -0.88, -0.07    

Ls Meanc -0.66 -0.28 -0.38 (-1.14, 0.38) 0.306  

SEc 0.425 0.395    

95% CIc -1.55, 0.22 -1.10, 0.54    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.58 0.73    

SD 1.084 1.033    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean -0.90 -0.60    

SD 1.287 1.549    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.56, 0.44)     

Ls Meanb -0.71 -0.64 -0.07 (-0.62, 0.49) 0.814  

SEb 0.243 0.210    

95% CIb -1.18, -0.23 -1.05, -0.23    

Ls Meanc -0.42 -0.32 -0.10 (-1.05, 0.84) 0.821  

SEc 0.505 0.490    

95% CIc -1.48, 0.63 -1.34, 0.70    

 

  Day 15 Actual n 10 13    

Mean 0.30 0.23    

SD 0.675 0.439    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.25 -1.38    

SD 1.035 0.870    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.42, 0.65)     

Ls Meanb -0.98 -1.10 0.12 (-0.46, 0.71) 0.678  

SEb 0.258 0.216    

95% CIb -1.48, -0.47 -1.52, -0.68    

Ls Meanc -1.40 -1.34 -0.06 (-0.46, 0.34) 0.753  

SEc 0.218 0.193    

95% CIc -1.86, -0.94 -1.75, -0.93    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.22    

SD 0.354 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 9    

Mean -1.67 -1.44    

SD 1.506 1.590    

Min -3.00 -3.00    

Median -2.00 -2.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.70, 0.45)     

Ls Meanb -1.26 -1.13 -0.13 (-0.77, 0.50) 0.679  

SEb 0.272 0.231    

95% CIb -1.79, -0.73 -1.58, -0.67    

Ls Meanc -1.78 -1.88 0.09 (-0.67, 0.86) 0.791  

SEc 0.358 0.442    

95% CIc -2.58, -0.98 -2.86, -0.89    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.47 -0.44 -0.03 (-0.16, 0.10) 0.629  

 

  Baseline Actual n 12 19    

Mean 0.92 0.37    

SD 1.084 0.831    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.46 0.41    

SD 0.967 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.50 0.00    

SD 0.850 0.707    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.47, 0.29)     

Ls Meanb -0.24 -0.16 -0.08 (-0.44, 0.28) 0.651  

SEb 0.153 0.125    

95% CIb -0.54, 0.06 -0.40, 0.09    

Ls Meanc -0.50 -0.22 -0.28 (-0.76, 0.20) 0.236  

SEc 0.262 0.245    

95% CIc -1.05, 0.04 -0.73, 0.28    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.42 0.33    

SD 0.900 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.30 -0.13    

SD 1.059 0.915    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.34, 0.44)     

Ls Meanb -0.21 -0.25 0.05 (-0.32, 0.41) 0.802  

SEb 0.152 0.128    

95% CIb -0.51, 0.09 -0.51, 0.00    

Ls Meanc -0.11 -0.13 0.02 (-0.65, 0.70) 0.947  

SEc 0.357 0.347    

95% CIc -0.86, 0.63 -0.86, 0.59    

 

  Day 15 Actual n 10 13    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.75 -0.31    

SD 0.886 0.855    

Min -2.00 -3.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.54, 0.30)     

Ls Meanb -0.66 -0.54 -0.12 (-0.51, 0.28) 0.561  

SEb 0.165 0.135    

95% CIb -0.98, -0.34 -0.81, -0.28    

Ls Meanc -0.48 -0.48 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.48, -0.48 -0.48, -0.48    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean -1.00 -0.44    

SD 1.265 1.014    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.44, 0.50)     

Ls Meanb -0.64 -0.66 0.03 (-0.41, 0.47) 0.900  

SEb 0.181 0.152    

95% CIb -0.99, -0.28 -0.96, -0.37    

Ls Meanc -0.67 -0.67 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.67, -0.67 -0.67, -0.67    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.08 (-0.27, 0.11)     

Ls Meanb -0.64 -0.56 -0.08 (-0.27, 0.11) 0.408  

 

  Baseline Actual n 12 19    

Mean 0.50 0.84    

SD 0.905 0.958    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.31 0.65    

SD 0.630 0.996    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 17    

Mean -0.50 -0.18    

SD 0.850 1.015    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.54 (-1.02, -0.06)     

Ls Meanb -0.70 -0.20 -0.51 (-0.95, -0.06) 0.027  

SEb 0.198 0.164    

95% CIb -1.09, -0.32 -0.52, 0.12    

Ls Meanc -0.67 -0.14 -0.53 (-1.12, 0.06) 0.076  

SEc 0.340 0.308    

95% CIc -1.37, 0.04 -0.77, 0.50    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.08 0.80    

SD 0.289 1.146    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 10 15    

Mean -0.50 -0.07    

SD 0.850 1.438    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.46 (-0.94, 0.02)     

Ls Meanb -0.57 -0.14 -0.43 (-0.88, 0.02) 0.061  

SEb 0.197 0.167    

95% CIb -0.96, -0.18 -0.47, 0.19    

Ls Meanc -1.08 -0.44 -0.64 (-1.41, 0.13) 0.097  

SEc 0.424 0.402    

95% CIc -1.96, -0.20 -1.28, 0.40    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.23    

SD 0.316 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.38 -0.23    

SD 0.744 1.013    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.61, 0.42)     

Ls Meanb -0.71 -0.62 -0.09 (-0.57, 0.39) 0.716  

SEb 0.210 0.173    

95% CIb -1.13, -0.30 -0.96, -0.28    

Ls Meanc -0.54 -0.42 -0.12 (-0.65, 0.41) 0.627  

SEc 0.295 0.268    

95% CIc -1.17, 0.09 -0.98, 0.15    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean 0.00 -0.33    

SD 0.000 0.707    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.53, 0.59)     

Ls Meanb -0.70 -0.73 0.03 (-0.50, 0.56) 0.910  

SEb 0.224 0.188    

95% CIb -1.14, -0.26 -1.10, -0.36    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.16)     

Ls Meanb -0.72 -0.66 -0.06 (-0.29, 0.17) 0.589  

 

  Baseline Actual n 12 19    

Mean 0.83 0.79    

SD 1.115 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.38 0.71    

SD 0.650 1.047    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 17    

Mean -0.50 -0.12    

SD 0.850 1.111    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.41 (-0.85, 0.04)     

Ls Meanb -0.59 -0.18 -0.42 (-0.87, 0.04) 0.073  

SEb 0.208 0.179    

95% CIb -1.00, -0.19 -0.53, 0.17    

Ls Meanc -0.71 -0.17 -0.54 (-1.18, 0.11) 0.100  

SEc 0.373 0.340    

95% CIc -1.48, 0.07 -0.88, 0.53    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.33 0.60    

SD 0.888 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean -0.50 -0.27    

SD 0.850 1.163    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.17 (-0.61, 0.28)     

Ls Meanb -0.56 -0.39 -0.17 (-0.63, 0.29) 0.465  

SEb 0.207 0.181    

95% CIb -0.97, -0.15 -0.74, -0.03    

Ls Meanc -0.57 -0.36 -0.21 (-0.92, 0.51) 0.556  

SEc 0.386 0.377    

95% CIc -1.37, 0.24 -1.15, 0.42    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.15    

SD 0.316 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.50 -0.31    

SD 0.756 1.109    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.54, 0.40)     

Ls Meanb -0.82 -0.75 -0.07 (-0.56, 0.41) 0.765  

SEb 0.218 0.185    

95% CIb -1.25, -0.40 -1.11, -0.39    

Ls Meanc -0.56 -0.52 -0.04 (-0.55, 0.47) 0.870  

SEc 0.279 0.258    

95% CIc -1.15, 0.04 -1.06, 0.03    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean -0.50 -0.33    

SD 1.225 0.707    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.58, 0.42)     

Ls Meanb -0.82 -0.74 -0.08 (-0.60, 0.43) 0.750  

SEb 0.227 0.195    

95% CIb -1.27, -0.38 -1.12, -0.35    

Ls Meanc -0.40 -0.40 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.40, -0.40 -0.40, -0.40    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.14 (-0.06, 0.34)     

Ls Meanb -0.65 -0.77 0.12 (-0.06, 0.30) 0.191  

 

  Baseline Actual n 12 19    

Mean 0.75 1.21    

SD 0.965 0.787    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.38 0.35    

SD 0.650 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -0.40 -0.88    

SD 0.699 0.857    

Min -1.00 -2.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.64, 0.31)     

Ls Meanb -0.82 -0.68 -0.14 (-0.55, 0.27) 0.497  

SEb 0.180 0.150    

95% CIb -1.17, -0.47 -0.97, -0.38    

Ls Meanc -0.97 -0.93 -0.04 (-0.53, 0.45) 0.869  

SEc 0.258 0.238    

95% CIc -1.50, -0.43 -1.42, -0.43    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.33 0.67    

SD 0.651 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 15    

Mean -0.40 -0.60    

SD 1.075 1.352    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.74, 0.22)     

Ls Meanb -0.60 -0.38 -0.22 (-0.63, 0.19) 0.294  

SEb 0.179 0.153    

95% CIb -0.95, -0.25 -0.68, -0.08    

Ls Meanc -1.07 -0.83 -0.24 (-1.03, 0.55) 0.531  

SEc 0.418 0.398    

95% CIc -1.94, -0.20 -1.66, 0.00    

 

  Day 15 Actual n 10 13    

Mean 0.40 0.08    

SD 0.699 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.50 -1.00    

SD 0.926 0.816    

Min -2.00 -2.00    

Median -0.50 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.43 (-0.08, 0.94)     

Ls Meanb -0.55 -0.92 0.37 (-0.07, 0.81) 0.099  

SEb 0.191 0.158    

95% CIb -0.92, -0.17 -1.23, -0.61    

Ls Meanc -0.48 -0.97 0.49 (0.05, 0.94) 0.031  

SEc 0.238 0.213    

95% CIc -0.98, 0.03 -1.42, -0.52    

 

  Day 29 Actual n 8 9    

Mean 0.25 0.44    

SD 0.463 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 9    

Mean -0.17 -0.67    

SD 0.408 1.225    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.40, 0.72)     

Ls Meanb -0.53 -0.67 0.14 (-0.35, 0.62) 0.579  

SEb 0.203 0.172    

95% CIb -0.93, -0.13 -1.00, -0.33    

Ls Meanc -0.27 0.08 -0.35 (-1.33, 0.63) 0.448  

SEc 0.404 0.494    

95% CIc -1.17, 0.63 -1.02, 1.18    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.22, 0.29)     

Ls Meanb -0.63 -0.66 0.04 (-0.22, 0.29) 0.769  

 

  Baseline Actual n 12 19    

Mean 1.42 0.79    

SD 1.084 0.855    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.69 0.59    

SD 1.109 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.50 -0.24    

SD 0.707 0.970    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.49, 0.71)     

Ls Meanb -0.24 -0.35 0.11 (-0.47, 0.68) 0.718  

SEb 0.249 0.210    

95% CIb -0.73, 0.25 -0.76, 0.07    

Ls Meanc -0.38 -0.28 -0.10 (-0.79, 0.59) 0.767  

SEc 0.378 0.353    

95% CIc -1.16, 0.41 -1.01, 0.45    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.42 0.60    

SD 0.996 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.90 -0.40    

SD 1.101 1.183    

Min -3.00 -2.00    

Median -0.50 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.38 (-0.99, 0.22)     

Ls Meanb -0.71 -0.34 -0.36 (-0.94, 0.21) 0.217  

SEb 0.248 0.214    

95% CIb -1.19, -0.22 -0.76, 0.08    

Ls Meanc -0.25 0.01 -0.26 (-1.04, 0.52) 0.493  

SEc 0.405 0.401    

95% CIc -1.09, 0.60 -0.82, 0.85    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.31    

SD 0.316 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.00 -0.54    

SD 0.756 1.450    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.63, 0.67)     

Ls Meanb -0.68 -0.69 0.02 (-0.60, 0.63) 0.952  

SEb 0.265 0.221    

95% CIb -1.20, -0.16 -1.13, -0.26    

Ls Meanc -1.12 -0.97 -0.14 (-0.85, 0.56) 0.671  

SEc 0.377 0.349    

95% CIc -1.92, -0.31 -1.71, -0.23    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean -1.50 -0.78    

SD 1.378 0.972    

Min -3.00 -2.00    

Median -1.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.75, 0.66)     

Ls Meanb -1.02 -0.98 -0.04 (-0.71, 0.63) 0.908  

SEb 0.282 0.240    

95% CIb -1.58, -0.47 -1.45, -0.51    

Ls Meanc -1.07 -1.07 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.07, -1.07 -1.07, -1.07    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 139 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.12 (-0.02, 0.26)     

Ls Meanb -0.54 -0.65 0.12 (-0.03, 0.26) 0.113  

 

  Baseline Actual n 12 19    

Mean 1.08 0.89    

SD 1.084 0.937    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.31 0.41    

SD 0.630 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -0.60 -0.59    

SD 0.843 0.870    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.38, 0.45)     

Ls Meanb -0.47 -0.51 0.04 (-0.38, 0.45) 0.862  

SEb 0.177 0.144    

95% CIb -0.82, -0.13 -0.79, -0.23    

Ls Meanc -0.38 -0.45 0.08 (-0.30, 0.45) 0.685  

SEc 0.214 0.196    

95% CIc -0.82, 0.07 -0.86, -0.04    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.58 0.33    

SD 1.084 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 10 15    

Mean -0.30 -0.53    

SD 0.949 0.915    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.43 (0.01, 0.84)     

Ls Meanb -0.18 -0.60 0.42 (0.01, 0.84) 0.046  

SEb 0.175 0.148    

95% CIb -0.53, 0.16 -0.90, -0.31    

Ls Meanc -0.14 -0.45 0.31 (-0.22, 0.84) 0.239  

SEc 0.285 0.276    

95% CIc -0.74, 0.45 -1.03, 0.13    

 

  Day 15 Actual n 10 13    

Mean 0.40 0.15    

SD 0.966 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.25 -0.77    

SD 1.581 0.832    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.45 (0.00, 0.90)     

Ls Meanb -0.28 -0.73 0.45 (0.00, 0.90) 0.050  

SEb 0.190 0.155    

95% CIb -0.65, 0.10 -1.03, -0.42    

Ls Meanc -0.36 -0.75 0.39 (-0.34, 1.12) 0.275  

SEc 0.394 0.353    

95% CIc -1.20, 0.47 -1.50, -0.01    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.22    

SD 0.000 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 6 9    

Mean -1.33 -0.67    

SD 1.211 0.866    

Min -3.00 -2.00    

Median -1.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-0.69, 0.33)     

Ls Meanb -0.97 -0.79 -0.18 (-0.69, 0.33) 0.484  

SEb 0.208 0.174    

95% CIb -1.38, -0.56 -1.13, -0.45    

Ls Meanc -1.01 -0.68 -0.33 (-0.79, 0.12) 0.131  

SEc 0.199 0.246    

95% CIc -1.45, -0.57 -1.22, -0.13    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.19 -0.19 -0.01 (-0.03, 0.02) 0.553  

 

  Baseline Actual n 12 19    

Mean 0.08 0.32    

SD 0.289 0.749    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.08 0.00    

SD 0.277 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 10 17    

Mean -0.10 -0.35    

SD 0.316 0.786    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.20, 0.20)     

Ls Meanb -0.20 -0.20 0.00 (-0.12, 0.12) 0.992  

SEb 0.051 0.040    

95% CIb -0.30, -0.10 -0.28, -0.12    

Ls Meanc -0.26 -0.26 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.26, -0.26 -0.26, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 15    

Mean -0.10 -0.27    

SD 0.316 0.704    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.20, 0.21)     

Ls Meanb -0.20 -0.20 0.00 (-0.12, 0.13) 0.974  

SEb 0.051 0.042    

95% CIb -0.30, -0.10 -0.28, -0.12    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.00    

SD 0.316 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean 0.13 -0.15    

SD 0.354 0.555    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.02, 0.43)     

Ls Meanb -0.08 -0.20 0.12 (-0.01, 0.26) 0.076  

SEb 0.056 0.045    

95% CIb -0.19, 0.04 -0.29, -0.11    

Ls Meanc -0.02 -0.14 0.12 (-0.10, 0.35) 0.271  

SEc 0.122 0.108    

95% CIc -0.28, 0.24 -0.37, 0.09    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean 0.00 -0.22    

SD 0.000 0.667    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.26, 0.27)     

Ls Meanb -0.20 -0.20 0.00 (-0.16, 0.17) 0.960  

SEb 0.065 0.054    

95% CIb -0.32, -0.07 -0.31, -0.10    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Native Hawaiian 

or Other Pacific 

Islanders 

Body Aches Overall  Effect Size (95% 

CI)a 

0.05 (-0.10, 0.21)     

Ls Meanb -0.84 -0.89 0.05 (-0.11, 0.21) 0.512  

 

  Baseline Actual n 16 12    

Mean 1.31 1.00    

SD 1.014 0.853    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 0.63 0.74    

SD 0.831 0.806    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean -0.64 -0.10    

SD 1.216 1.101    

Min -3.00 -2.00    

Median -0.50 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.75, 0.32)     

Ls Meanb -0.51 -0.31 -0.20 (-0.71, 0.30) 0.430  

SEb 0.169 0.200    

95% CIb -0.84, -0.18 -0.70, 0.09    

Ls Meanc -0.44 -0.33 -0.11 (-0.81, 0.59) 0.742  

SEc 0.239 0.289    

95% CIc -0.94, 0.06 -0.93, 0.27    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.44 0.50    

SD 0.784 0.966    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 14 10    

Mean -0.86 -0.80    

SD 1.099 1.033    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.46, 0.61)     

Ls Meanb -0.84 -0.91 0.07 (-0.43, 0.58) 0.779  

SEb 0.169 0.198    

95% CIb -1.17, -0.50 -1.30, -0.52    

Ls Meanc -0.93 -0.98 0.05 (-0.59, 0.68) 0.881  

SEc 0.214 0.257    

95% CIc -1.38, -0.49 -1.52, -0.44    

 

  Day 15 Actual n 15 15    

Mean 0.13 0.33    

SD 0.516 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -1.25 -0.90    

SD 1.215 0.876    

Min -3.00 -2.00    

Median -2.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.54, 0.57)     

Ls Meanb -1.05 -1.06 0.01 (-0.52, 0.54) 0.965  

SEb 0.183 0.201    

95% CIb -1.41, -0.69 -1.45, -0.66    

Ls Meanc -1.12 -1.19 0.08 (-0.40, 0.55) 0.740  

SEc 0.173 0.189    

95% CIc -1.48, -0.75 -1.59, -0.79    

 

  Day 29 Actual n 9 6    

Mean 0.22 0.33    

SD 0.667 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 8 6    

Mean -1.00 -0.83    

SD 1.414 0.983    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.65, 0.69)     

Ls Meanb -0.83 -0.85 0.02 (-0.61, 0.66) 0.945  

SEb 0.212 0.247    

95% CIb -1.25, -0.41 -1.34, -0.37    

Ls Meanc -0.98 -1.12 0.14 (-0.84, 1.13) 0.752  

SEc 0.259 0.392    

95% CIc -1.57, -0.39 -2.01, -0.23    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.10 (-0.20, 0.01)     

Ls Meanb -0.56 -0.49 -0.07 (-0.14, 0.01) 0.084  

 

  Baseline Actual n 16 12    

Mean 0.69 0.42    

SD 0.704 0.669    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 0.53 0.42    

SD 0.905 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean -0.36 0.10    

SD 1.008 0.316    

Min -2.00 0.00    

Median -0.50 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.35, 0.48)     

Ls Meanb -0.19 -0.23 0.04 (-0.24, 0.33) 0.763  

SEb 0.094 0.112    

95% CIb -0.37, 0.00 -0.45, -0.01    

Ls Meanc -0.34 -0.13 -0.21 (-0.97, 0.55) 0.570  

SEc 0.244 0.299    

95% CIc -0.85, 0.17 -0.75, 0.50    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.22 0.44    

SD 0.647 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean -0.64 0.00    

SD 0.842 0.816    

Min -2.00 -1.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.42 (-0.84, -0.01)     

Ls Meanb -0.47 -0.17 -0.29 (-0.58, -0.01) 0.044  

SEb 0.094 0.111    

95% CIb -0.65, -0.28 -0.39, 0.05    

Ls Meanc -0.58 -0.28 -0.30 (-0.88, 0.27) 0.286  

SEc 0.184 0.228    

95% CIc -0.97, -0.19 -0.76, 0.20    

 

  Day 15 Actual n 15 15    

Mean 0.13 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.67 -0.40    

SD 0.651 0.699    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.47, 0.39)     

Ls Meanb -0.61 -0.58 -0.03 (-0.32, 0.27) 0.855  

SEb 0.102 0.112    

95% CIb -0.81, -0.41 -0.80, -0.36    

Ls Meanc -0.55 -0.55 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.55, -0.55 -0.55, -0.55    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 6    

Mean -0.88 -0.67    

SD 0.641 0.816    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.29, 0.77)     

Ls Meanb -0.52 -0.68 0.17 (-0.20, 0.53) 0.371  

SEb 0.122 0.142    

95% CIb -0.76, -0.28 -0.96, -0.40    

Ls Meanc -0.79 -0.79 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.79, -0.79 -0.79, -0.79    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.09 (-0.06, 0.25)     

Ls Meanb -0.51 -0.59 0.08 (-0.06, 0.22) 0.263  

 

  Baseline Actual n 16 12    

Mean 0.75 0.75    

SD 0.856 0.866    

Min 0.00 0.00    

Median 0.50 0.50    

Max 2.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 0.68 0.68    

SD 0.749 0.885    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean -0.07 -0.10    

SD 1.072 0.568    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.47, 0.47)     

Ls Meanb -0.20 -0.20 0.00 (-0.41, 0.40) 0.994  

SEb 0.136 0.160    

95% CIb -0.46, 0.07 -0.51, 0.12    

Ls Meanc -0.28 -0.29 0.01 (-0.59, 0.60) 0.976  

SEc 0.210 0.240    

95% CIc -0.72, 0.15 -0.79, 0.21    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.56 0.63    

SD 0.856 0.957    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean -0.21 -0.50    

SD 1.122 1.354    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.39, 0.54)     

Ls Meanb -0.32 -0.39 0.06 (-0.34, 0.47) 0.759  

SEb 0.136 0.158    

95% CIb -0.59, -0.06 -0.70, -0.08    

Ls Meanc -0.51 -0.60 0.09 (-0.63, 0.81) 0.789  

SEc 0.241 0.285    

95% CIc -1.01, 0.00 -1.20, 0.00    

 

  Day 15 Actual n 15 15    

Mean 0.33 0.27    

SD 0.488 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.25 -0.80    

SD 0.622 0.789    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.39 (-0.10, 0.88)     

Ls Meanb -0.38 -0.71 0.33 (-0.09, 0.76) 0.121  

SEb 0.147 0.161    

95% CIb -0.66, -0.09 -1.03, -0.39    

Ls Meanc -0.35 -0.78 0.43 (0.08, 0.78) 0.020  

SEc 0.130 0.140    

95% CIc -0.62, -0.07 -1.07, -0.48    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 6    

Mean -0.88 -1.00    

SD 0.835 1.095    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.36, 0.78)     

Ls Meanb -0.70 -0.88 0.18 (-0.31, 0.67) 0.479  

SEb 0.165 0.192    

95% CIb -1.03, -0.38 -1.26, -0.50    

Ls Meanc -0.93 -0.93 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.93, -0.93 -0.93, -0.93    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.51 (-0.77, -0.25)     

Ls Meanb -0.85 -0.48 -0.36 (-0.56, -0.17) 0.001  

 

  Baseline Actual n 16 12    

Mean 1.06 1.25    

SD 0.772 0.622    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 0.74 1.00    

SD 0.653 0.745    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean -0.29 -0.30    

SD 0.825 0.483    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.33 (-1.00, 0.34)     

Ls Meanb -0.49 -0.26 -0.24 (-0.71, 0.24) 0.332  

SEb 0.160 0.188    

95% CIb -0.81, -0.18 -0.62, 0.11    

Ls Meanc -0.43 -0.33 -0.09 (-0.63, 0.44) 0.715  

SEc 0.186 0.215    

95% CIc -0.81, -0.04 -0.78, 0.12    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.72 1.06    

SD 0.895 0.998    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 3.00    

 

   Change n 14 10    

Mean -0.43 -0.20    

SD 0.852 0.789    

Min -2.00 -1.00    

Median -0.50 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.63 (-1.29, 0.03)     

Ls Meanb -0.59 -0.14 -0.45 (-0.92, 0.03) 0.064  

SEb 0.160 0.185    

95% CIb -0.90, -0.27 -0.50, 0.22    

Ls Meanc -0.52 -0.18 -0.33 (-1.03, 0.36) 0.330  

SEc 0.231 0.274    

95% CIc -1.00, -0.03 -0.76, 0.39    

 

  Day 15 Actual n 15 15    

Mean 0.27 0.80    

SD 0.458 0.862    

Min 0.00 0.00    

Median 0.00 1.00    

Max 1.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.67 -0.70    

SD 0.985 0.675    

Min -2.00 -2.00    

Median -0.50 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.58 (-1.28, 0.12)     

Ls Meanb -0.98 -0.57 -0.41 (-0.91, 0.09) 0.104  

SEb 0.173 0.190    

95% CIb -1.32, -0.64 -0.94, -0.19    

Ls Meanc -1.02 -0.47 -0.55 (-0.99, -0.11) 0.017  

SEc 0.159 0.164    

95% CIc -1.35, -0.68 -0.81, -0.12    

 

  Day 29 Actual n 9 6    

Mean 0.11 0.33    

SD 0.333 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 8 6    

Mean -1.25 -1.00    

SD 0.886 0.632    

Min -2.00 -2.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.89, 0.67)     

Ls Meanb -1.03 -0.95 -0.08 (-0.64, 0.48) 0.779  

SEb 0.187 0.218    

95% CIb -1.40, -0.66 -1.38, -0.52    

Ls Meanc -1.21 -1.17 -0.04 (-0.63, 0.55) 0.884  

SEc 0.155 0.230    

95% CIc -1.56, -0.86 -1.69, -0.65    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.12 (-0.29, 0.05)     

Ls Meanb -0.18 -0.11 -0.07 (-0.18, 0.04) 0.182  

 

  Baseline Actual n 16 12    

Mean 0.38 0.25    

SD 0.719 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 19 19    

Mean 0.42 0.37    

SD 0.769 0.684    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean 0.00 0.00    

SD 0.877 0.471    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.32, 0.68)     

Ls Meanb 0.06 -0.05 0.11 (-0.20, 0.42) 0.479  

SEb 0.103 0.121    

95% CIb -0.14, 0.27 -0.29, 0.19    

Ls Meanc -0.06 -0.12 0.06 (-0.49, 0.62) 0.812  

SEc 0.196 0.227    

95% CIc -0.47, 0.35 -0.60, 0.35    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.11 0.50    

SD 0.471 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean 0.00 0.10    

SD 0.392 0.568    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.41 (-0.91, 0.08)     

Ls Meanb -0.10 0.15 -0.26 (-0.56, 0.05) 0.100  

SEb 0.103 0.119    

95% CIb -0.31, 0.10 -0.08, 0.39    

Ls Meanc -0.06 0.07 -0.14 (-0.53, 0.26) 0.481  

SEc 0.133 0.153    

95% CIc -0.34, 0.22 -0.25, 0.39    

 

  Day 15 Actual n 15 15    

Mean 0.00 0.27    

SD 0.000 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.25 -0.10    

SD 0.622 0.738    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.29 (-0.81, 0.22)     

Ls Meanb -0.26 -0.08 -0.18 (-0.50, 0.14) 0.268  

SEb 0.111 0.122    

95% CIb -0.48, -0.04 -0.32, 0.16    

Ls Meanc -0.32 -0.13 -0.20 (-0.46, 0.06) 0.128  

SEc 0.099 0.103    

95% CIc -0.53, -0.11 -0.34, 0.09    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 6    

Mean -0.13 -0.17    

SD 0.354 0.408    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.58, 0.62)     

Ls Meanb -0.21 -0.23 0.01 (-0.36, 0.38) 0.944  

SEb 0.124 0.145    

95% CIb -0.46, 0.03 -0.51, 0.06    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.18, 0.21)     

Ls Meanb 0.04 0.03 0.01 (-0.07, 0.08) 0.886  

 

  Baseline Actual n 16 12    

Mean 0.13 0.00    

SD 0.500 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 19 19    

Mean 0.37 0.47    

SD 0.597 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean 0.29 0.20    

SD 0.611 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.18 (-0.50, 0.86)     

Ls Meanb 0.24 0.17 0.07 (-0.19, 0.33) 0.604  

SEb 0.086 0.101    

95% CIb 0.07, 0.41 -0.02, 0.37    

Ls Meanc 0.31 0.25 0.06 (-0.48, 0.61) 0.810  

SEc 0.192 0.220    

95% CIc -0.09, 0.71 -0.21, 0.71    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.22 0.38    

SD 0.548 0.806    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean 0.14 0.20    

SD 0.363 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.87, 0.47)     

Ls Meanb 0.11 0.18 -0.08 (-0.33, 0.18) 0.561  

SEb 0.086 0.100    

95% CIb -0.06, 0.28 -0.01, 0.38    

Ls Meanc 0.13 0.14 -0.01 (-0.44, 0.42) 0.961  

SEc 0.145 0.171    

95% CIc -0.17, 0.43 -0.22, 0.50    

 

  Day 15 Actual n 15 15    

Mean 0.00 0.33    

SD 0.000 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.71, 0.70)     

Ls Meanb -0.03 -0.03 0.00 (-0.27, 0.26) 0.983  

SEb 0.093 0.102    

95% CIb -0.21, 0.15 -0.23, 0.17    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.69, 1.00)     

Ls Meanb -0.02 -0.08 0.06 (-0.26, 0.38) 0.716  

SEb 0.108 0.125    

95% CIb -0.23, 0.19 -0.33, 0.16    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.23 (0.00, 0.47)     

Ls Meanb -0.68 -0.91 0.23 (-0.01, 0.47) 0.063  

 

  Baseline Actual n 16 12    

Mean 1.25 1.17    

SD 1.065 0.835    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 1.00 1.05    

SD 1.000 0.911    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean -0.29 -0.10    

SD 0.994 1.197    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.77, 0.45)     

Ls Meanb -0.38 -0.23 -0.15 (-0.75, 0.44) 0.614  

SEb 0.201 0.236    

95% CIb -0.78, 0.01 -0.69, 0.23    

Ls Meanc -0.14 -0.07 -0.07 (-0.91, 0.77) 0.862  

SEc 0.298 0.339    

95% CIc -0.76, 0.48 -0.78, 0.64    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.89 0.63    

SD 0.963 0.957    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

   Change n 14 10    

Mean -0.43 -0.70    

SD 1.158 0.823    

Min -2.00 -2.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.46, 0.76)     

Ls Meanb -0.51 -0.66 0.15 (-0.45, 0.74) 0.629  

SEb 0.201 0.232    

95% CIb -0.91, -0.12 -1.11, -0.20    

Ls Meanc -0.61 -0.89 0.28 (-0.51, 1.07) 0.474  

SEc 0.265 0.312    

95% CIc -1.17, -0.06 -1.54, -0.24    

 

  Day 15 Actual n 15 15    

Mean 0.40 0.27    

SD 0.737 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.83 -1.00    

SD 0.718 1.054    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.58, 0.70)     

Ls Meanb -1.00 -1.06 0.06 (-0.56, 0.68) 0.848  

SEb 0.217 0.239    

95% CIb -1.42, -0.57 -1.53, -0.59    

Ls Meanc -0.86 -0.98 0.12 (-0.38, 0.63) 0.613  

SEc 0.190 0.199    

95% CIc -1.26, -0.46 -1.40, -0.57    

 

  Day 29 Actual n 9 6    

Mean 0.33 0.67    

SD 0.707 0.516    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

   Change n 8 6    

Mean -0.88 -0.67    

SD 1.246 0.516    

Min -3.00 -1.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.80, 0.64)     

Ls Meanb -0.91 -0.83 -0.08 (-0.78, 0.62) 0.831  

SEb 0.235 0.274    

95% CIb -1.37, -0.44 -1.37, -0.29    

Ls Meanc -1.02 -1.25 0.23 (-0.42, 0.88) 0.438  

SEc 0.161 0.258    

95% CIc -1.38, -0.65 -1.84, -0.67    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -0.88 -0.90 0.02 (-0.16, 0.19) 0.828  

 

  Baseline Actual n 16 12    

Mean 1.38 1.17    

SD 0.885 1.030    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 19 19    

Mean 1.00 0.79    

SD 1.000 0.855    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean -0.29 -0.30    

SD 0.825 1.252    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.25 (-0.26, 0.77)     

Ls Meanb -0.19 -0.43 0.24 (-0.25, 0.73) 0.334  

SEb 0.163 0.193    

95% CIb -0.51, 0.13 -0.81, -0.05    

Ls Meanc 0.05 -0.14 0.19 (-0.47, 0.85) 0.552  

SEc 0.231 0.280    

95% CIc -0.44, 0.53 -0.73, 0.44    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.44 0.69    

SD 0.856 0.873    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean -1.00 -0.40    

SD 0.877 1.350    

Min -2.00 -3.00    

Median -1.00 -0.50    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.44 (-0.95, 0.07)     

Ls Meanb -0.91 -0.49 -0.42 (-0.90, 0.06) 0.089  

SEb 0.163 0.190    

95% CIb -1.23, -0.59 -0.86, -0.11    

Ls Meanc -0.86 -0.39 -0.47 (-1.21, 0.28) 0.208  

SEc 0.250 0.308    

95% CIc -1.38, -0.34 -1.04, 0.25    

 

  Day 15 Actual n 15 15    

Mean 0.27 0.40    

SD 0.594 0.737    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -1.25 -0.90    

SD 0.754 1.449    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.73, 0.33)     

Ls Meanb -1.14 -0.95 -0.19 (-0.70, 0.32) 0.463  

SEb 0.177 0.195    

95% CIb -1.49, -0.79 -1.33, -0.57    

Ls Meanc -1.00 -0.88 -0.12 (-0.55, 0.32) 0.584  

SEc 0.164 0.180    

95% CIc -1.34, -0.65 -1.26, -0.50    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 6    

Mean -1.00 -1.33    

SD 1.069 0.816    

Min -3.00 -2.00    

Median -1.00 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.40, 0.83)     

Ls Meanb -1.13 -1.33 0.20 (-0.39, 0.79) 0.500  

SEb 0.197 0.229    

95% CIb -1.52, -0.74 -1.78, -0.88    

Ls Meanc -1.14 -1.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.14, -1.14 -1.14, -1.14    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.11 (-0.25, 0.04)     

Ls Meanb -0.98 -0.89 -0.09 (-0.22, 0.04) 0.172  

 

  Baseline Actual n 16 12    

Mean 1.38 1.08    

SD 0.885 0.793    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 0.84 0.53    

SD 0.958 0.772    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean -0.64 -0.60    

SD 1.151 0.699    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.31 (-0.22, 0.85)     

Ls Meanb -0.46 -0.73 0.26 (-0.19, 0.72) 0.254  

SEb 0.150 0.178    

95% CIb -0.76, -0.17 -1.08, -0.38    

Ls Meanc -0.47 -0.77 0.30 (-0.40, 1.00) 0.383  

SEc 0.239 0.283    

95% CIc -0.97, 0.03 -1.36, -0.18    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.28 0.44    

SD 0.669 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean -1.14 -0.60    

SD 0.949 0.966    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.43 (-0.96, 0.11)     

Ls Meanb -1.07 -0.71 -0.36 (-0.81, 0.09) 0.117  

SEb 0.150 0.176    

95% CIb -1.37, -0.78 -1.06, -0.36    

Ls Meanc -1.12 -0.71 -0.41 (-0.96, 0.15) 0.143  

SEc 0.185 0.222    

95% CIc -1.51, -0.73 -1.18, -0.25    

 

  Day 15 Actual n 15 15    

Mean 0.13 0.27    

SD 0.516 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -1.42 -0.90    

SD 0.900 0.738    

Min -3.00 -2.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-0.74, 0.37)     

Ls Meanb -1.22 -1.06 -0.15 (-0.63, 0.32) 0.519  

SEb 0.163 0.179    

95% CIb -1.54, -0.90 -1.42, -0.71    

Ls Meanc -1.26 -1.11 -0.15 (-0.34, 0.05) 0.129  

SEc 0.071 0.077    

95% CIc -1.41, -1.11 -1.27, -0.95    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.50    

SD 0.000 0.548    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 8 6    

Mean -1.38 -0.83    

SD 0.916 1.169    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.51 (-1.18, 0.17)     

Ls Meanb -1.14 -0.71 -0.43 (-1.00, 0.14) 0.142  

SEb 0.191 0.223    

95% CIb -1.52, -0.76 -1.15, -0.27    

Ls Meanc -1.36 -0.86 -0.51 (-1.06, 0.05) 0.068  

SEc 0.146 0.217    

95% CIc -1.69, -1.03 -1.35, -0.37    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.06 (-0.24, 0.13)     

Ls Meanb -0.08 -0.05 -0.03 (-0.13, 0.07) 0.551  

 

  Baseline Actual n 16 12    

Mean 0.19 0.25    

SD 0.544 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 19 19    

Mean 0.74 0.26    

SD 1.098 0.562    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean 0.79 0.00    

SD 1.188 0.667    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

1.21 (0.59, 1.83)     

Ls Meanb 0.69 0.08 0.62 (0.30, 0.93) <.001  

SEb 0.105 0.123    

95% CIb 0.49, 0.90 -0.17, 0.32    

Ls Meanc 0.78 0.09 0.69 (-0.17, 1.55) 0.110  

SEc 0.304 0.341    

95% CIc 0.14, 1.41 -0.63, 0.80    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.11 0.50    

SD 0.471 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 14 10    

Mean 0.07 0.20    

SD 0.616 0.789    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.59 (-1.20, 0.03)     

Ls Meanb -0.02 0.28 -0.30 (-0.61, 0.02) 0.063  

SEb 0.105 0.122    

95% CIb -0.22, 0.19 0.04, 0.52    

Ls Meanc -0.01 0.17 -0.18 (-0.86, 0.49) 0.571  

SEc 0.223 0.256    

95% CIc -0.48, 0.45 -0.36, 0.71    

 

  Day 15 Actual n 15 15    

Mean 0.13 0.13    

SD 0.516 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.08 -0.30    

SD 0.289 0.483    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.62, 0.67)     

Ls Meanb -0.15 -0.16 0.01 (-0.31, 0.34) 0.938  

SEb 0.114 0.124    

95% CIb -0.37, 0.07 -0.41, 0.08    

Ls Meanc -0.18 -0.18 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.18, -0.18 -0.18, -0.18    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.17    

SD 0.000 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 8 6    

Mean 0.00 -0.17    

SD 0.000 0.753    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.35 (-1.13, 0.42)     

Ls Meanb -0.21 -0.03 -0.18 (-0.57, 0.21) 0.370  

SEb 0.132 0.153    

95% CIb -0.47, 0.05 -0.33, 0.27    

Ls Meanc -0.22 0.11 -0.33 (-0.73, 0.06) 0.090  

SEc 0.100 0.146    

95% CIc -0.45, 0.01 -0.22, 0.45    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.14 (-0.28, 0.57)     

Ls Meanb -0.19 -0.32 0.12 (-0.27, 0.52) 0.518  

 

  Baseline Actual n 16 12    

Mean 0.69 0.33    

SD 1.014 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 1.00 0.53    

SD 1.106 0.772    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean 0.50 0.30    

SD 1.345 0.675    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.35 (-0.42, 1.13)     

Ls Meanb 0.24 -0.07 0.31 (-0.37, 0.99) 0.369  

SEb 0.234 0.270    

95% CIb -0.22, 0.70 -0.60, 0.46    

Ls Meanc 0.15 -0.19 0.34 (-0.44, 1.13) 0.369  

SEc 0.281 0.301    

95% CIc -0.44, 0.74 -0.82, 0.43    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 1.06 0.50    

SD 1.259 0.894    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean 0.36 0.00    

SD 1.823 1.054    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.42 (-0.35, 1.19)     

Ls Meanb 0.20 -0.17 0.37 (-0.31, 1.05) 0.284  

SEb 0.235 0.268    

95% CIb -0.26, 0.66 -0.70, 0.35    

Ls Meanc 0.09 -0.42 0.51 (-0.40, 1.43) 0.255  

SEc 0.311 0.355    

95% CIc -0.56, 0.74 -1.17, 0.32    

 

  Day 15 Actual n 15 15    

Mean 0.47 0.60    

SD 0.915 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.33 0.10    

SD 1.435 1.101    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-1.01, 0.60)     

Ls Meanb -0.43 -0.25 -0.18 (-0.89, 0.53) 0.619  

SEb 0.248 0.275    

95% CIb -0.92, 0.06 -0.79, 0.29    

Ls Meanc -0.39 -0.25 -0.15 (-0.87, 0.58) 0.678  

SEc 0.279 0.285    

95% CIc -0.98, 0.19 -0.85, 0.35    

 

  Day 29 Actual n 9 6    

Mean 0.33 0.00    

SD 1.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 8 6    

Mean -0.13 -0.33    

SD 1.458 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.49, 1.19)     

Ls Meanb -0.25 -0.56 0.30 (-0.44, 1.05) 0.420  

SEb 0.254 0.292    

95% CIb -0.75, 0.25 -1.13, 0.02    

Ls Meanc -0.22 -0.75 0.53 (-0.71, 1.77) 0.356  

SEc 0.349 0.533    

95% CIc -1.01, 0.57 -1.96, 0.45    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.13 (-0.37, 0.11)     

Ls Meanb -0.25 -0.14 -0.11 (-0.32, 0.10) 0.289  

 

  Baseline Actual n 16 12    

Mean 0.50 0.33    

SD 0.894 0.778    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 0.58 0.58    

SD 0.902 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean 0.36 0.30    

SD 1.151 0.483    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.43, 0.68)     

Ls Meanb 0.19 0.08 0.11 (-0.37, 0.58) 0.659  

SEb 0.160 0.186    

95% CIb -0.12, 0.50 -0.28, 0.45    

Ls Meanc 0.07 -0.03 0.10 (-0.61, 0.81) 0.771  

SEc 0.258 0.284    

95% CIc -0.47, 0.61 -0.62, 0.57    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.56 0.50    

SD 1.042 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 14 10    

Mean 0.14 0.00    

SD 1.167 0.943    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.55, 0.55)     

Ls Meanb 0.00 0.00 0.00 (-0.47, 0.47) 0.990  

SEb 0.160 0.184    

95% CIb -0.31, 0.31 -0.36, 0.36    

Ls Meanc -0.12 -0.12 0.00 (-0.74, 0.73) 0.990  

SEc 0.246 0.294    

95% CIc -0.64, 0.39 -0.73, 0.50    

 

  Day 15 Actual n 15 15    

Mean 0.13 0.47    

SD 0.352 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.25 -0.10    

SD 0.754 0.994    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.81, 0.35)     

Ls Meanb -0.36 -0.17 -0.19 (-0.68, 0.30) 0.440  

SEb 0.171 0.189    

95% CIb -0.70, -0.03 -0.54, 0.20    

Ls Meanc -0.37 -0.18 -0.18 (-0.64, 0.27) 0.402  

SEc 0.171 0.181    

95% CIc -0.73, -0.01 -0.56, 0.20    

 

  Day 29 Actual n 9 6    

Mean 0.22 0.00    

SD 0.667 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 8 6    

Mean -0.25 -0.33    

SD 1.165 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.39, 0.88)     

Ls Meanb -0.12 -0.33 0.21 (-0.33, 0.75) 0.447  

SEb 0.182 0.211    

95% CIb -0.47, 0.24 -0.74, 0.09    

Ls Meanc -0.29 -0.65 0.35 (-0.47, 1.18) 0.356  

SEc 0.232 0.355    

95% CIc -0.82, 0.24 -1.45, 0.16    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.04 (-0.22, 0.13)     

Ls Meanb -0.38 -0.35 -0.03 (-0.15, 0.09) 0.629  

 

  Baseline Actual n 16 12    

Mean 0.44 0.67    

SD 0.727 0.492    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

  Day 3 Actual n 19 19    

Mean 0.32 0.47    

SD 0.478 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 14 10    

Mean -0.07 -0.40    

SD 0.829 0.516    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.19 (-0.65, 0.27)     

Ls Meanb -0.24 -0.12 -0.12 (-0.42, 0.17) 0.411  

SEb 0.098 0.116    

95% CIb -0.44, -0.05 -0.35, 0.11    

Ls Meanc -0.29 -0.21 -0.08 (-0.57, 0.40) 0.723  

SEc 0.161 0.191    

95% CIc -0.63, 0.05 -0.61, 0.19    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.22 0.50    

SD 0.428 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 14 10    

Mean -0.14 -0.40    

SD 0.864 0.699    

Min -2.00 -1.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.26 (-0.71, 0.20)     

Ls Meanb -0.32 -0.15 -0.17 (-0.46, 0.13) 0.265  

SEb 0.098 0.114    

95% CIb -0.51, -0.13 -0.38, 0.07    

Ls Meanc -0.38 -0.30 -0.08 (-0.59, 0.43) 0.759  

SEc 0.165 0.198    

95% CIc -0.72, -0.03 -0.72, 0.11    

 

  Day 15 Actual n 15 15    

Mean 0.07 0.13    

SD 0.258 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.25 -0.70    

SD 0.754 0.483    

Min -2.00 -1.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.37, 0.59)     

Ls Meanb -0.44 -0.52 0.07 (-0.24, 0.38) 0.650  

SEb 0.106 0.117    

95% CIb -0.65, -0.24 -0.75, -0.29    

Ls Meanc -0.43 -0.51 0.08 (-0.14, 0.30) 0.447  

SEc 0.077 0.085    

95% CIc -0.60, -0.27 -0.69, -0.33    

 

  Day 29 Actual n 9 6    

Mean 0.11 0.00    

SD 0.333 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 8 6    

Mean -0.13 -0.50    

SD 0.641 0.548    

Min -1.00 -1.00    

Median 0.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.58, 0.50)     

Ls Meanb -0.45 -0.43 -0.03 (-0.37, 0.32) 0.886  

SEb 0.115 0.134    

95% CIb -0.68, -0.22 -0.69, -0.16    

Ls Meanc -0.29 -0.42 0.13 (-0.29, 0.55) 0.507  

SEc 0.107 0.161    

95% CIc -0.53, -0.04 -0.78, -0.05    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.02)     

Ls Meanb -0.15 -0.10 -0.05 (-0.12, 0.02) 0.149  

 

  Baseline Actual n 16 12    

Mean 0.25 0.17    

SD 0.683 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 19 19    

Mean 0.26 0.37    

SD 0.653 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean 0.07 0.10    

SD 0.829 0.738    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.48, 0.20)     

Ls Meanb 0.04 0.13 -0.09 (-0.31, 0.13) 0.422  

SEb 0.074 0.087    

95% CIb -0.11, 0.18 -0.04, 0.30    

Ls Meanc 0.13 0.20 -0.07 (-0.64, 0.50) 0.797  

SEc 0.201 0.229    

95% CIc -0.29, 0.55 -0.28, 0.68    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.00 0.38    

SD 0.000 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 14 10    

Mean -0.14 0.00    

SD 0.535 0.471    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.31 (-0.65, 0.03)     

Ls Meanb -0.17 0.03 -0.20 (-0.42, 0.02) 0.078  

SEb 0.073 0.086    

95% CIb -0.31, -0.02 -0.14, 0.20    

Ls Meanc -0.16 0.02 -0.17 (-0.40, 0.05) 0.118  

SEc 0.075 0.088    

95% CIc -0.32, 0.00 -0.17, 0.20    

 

  Day 15 Actual n 15 15    

Mean 0.00 0.13    

SD 0.000 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.17 -0.20    

SD 0.577 0.632    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.35, 0.36)     

Ls Meanb -0.17 -0.17 0.00 (-0.23, 0.23) 0.988  

SEb 0.080 0.087    

95% CIb -0.32, -0.01 -0.34, 0.00    

Ls Meanc -0.18 -0.18 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.18, -0.18 -0.18, -0.18    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 6    

Mean 0.00 -0.33    

SD 0.000 0.816    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.29, 0.56)     

Ls Meanb -0.18 -0.26 0.09 (-0.19, 0.36) 0.541  

SEb 0.092 0.107    

95% CIb -0.36, 0.00 -0.47, -0.05    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.06 (-0.11, 0.23)     

Ls Meanb -0.73 -0.79 0.05 (-0.11, 0.22) 0.503  

 

  Baseline Actual n 16 12    

Mean 0.75 1.17    

SD 0.775 1.115    

Min 0.00 0.00    

Median 1.00 1.50    

Max 2.00 3.00    

 

  Day 3 Actual n 19 19    

Mean 0.37 0.47    

SD 0.597 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 14 10    

Mean -0.21 -0.80    

SD 0.975 1.033    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.29, 0.62)     

Ls Meanb -0.53 -0.69 0.16 (-0.27, 0.58) 0.471  

SEb 0.142 0.166    

95% CIb -0.81, -0.25 -1.01, -0.36    

Ls Meanc -0.48 -0.73 0.26 (-0.25, 0.76) 0.298  

SEc 0.176 0.199    

95% CIc -0.84, -0.11 -1.15, -0.32    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.17 0.69    

SD 0.514 1.078    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 14 10    

Mean -0.64 -0.70    

SD 0.745 1.252    

Min -2.00 -3.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.49 (-0.94, -0.04)     

Ls Meanb -0.91 -0.46 -0.46 (-0.88, -0.04) 0.033  

SEb 0.142 0.164    

95% CIb -1.19, -0.64 -0.78, -0.13    

Ls Meanc -0.81 -0.54 -0.27 (-0.93, 0.39) 0.398  

SEc 0.218 0.253    

95% CIc -1.27, -0.36 -1.07, -0.01    

 

  Day 15 Actual n 15 15    

Mean 0.13 0.20    

SD 0.352 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean -0.50 -1.30    

SD 0.798 1.059    

Min -2.00 -3.00    

Median 0.00 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.30, 0.65)     

Ls Meanb -0.79 -0.95 0.16 (-0.28, 0.61) 0.465  

SEb 0.154 0.168    

95% CIb -1.09, -0.48 -1.28, -0.62    

Ls Meanc -0.86 -0.97 0.11 (-0.25, 0.48) 0.522  

SEc 0.135 0.137    

95% CIc -1.14, -0.57 -1.26, -0.68    

 

  Day 29 Actual n 9 6    

Mean 0.33 0.00    

SD 1.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 8 6    

Mean -0.50 -1.00    

SD 1.309 1.095    

Min -2.00 -2.00    

Median -0.50 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.40 (-0.13, 0.94)     

Ls Meanb -0.63 -1.01 0.38 (-0.12, 0.88) 0.141  

SEb 0.168 0.195    

95% CIb -0.96, -0.30 -1.39, -0.62    

Ls Meanc -0.68 -1.18 0.50 (-0.72, 1.72) 0.380  

SEc 0.324 0.479    

95% CIc -1.42, 0.05 -2.26, -0.10    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb 0.01 0.03 -0.02 (-0.07, 0.03) 0.405  

 

  Baseline Actual n 16 12    

Mean 0.13 0.00    

SD 0.500 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 19 19    

Mean 0.00 0.11    

SD 0.000 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 14 10    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.17 (-0.57, 0.24)     

Ls Meanb 0.00 0.06 -0.06 (-0.22, 0.09) 0.418  

SEb 0.051 0.060    

95% CIb -0.10, 0.10 -0.06, 0.18    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 18 16    

Mean 0.00 0.13    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 14 10    

Mean 0.00 0.20    

SD 0.000 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.47 (-0.87, -0.07)     

Ls Meanb 0.00 0.18 -0.18 (-0.33, -0.03) 0.022  

SEb 0.051 0.059    

95% CIb -0.10, 0.10 0.06, 0.29    

Ls Meanc 0.01 0.18 -0.17 (-0.53, 0.19) 0.339  

SEc 0.121 0.143    

95% CIc -0.24, 0.26 -0.12, 0.48    

 

  Day 15 Actual n 15 15    

Mean 0.00 0.13    

SD 0.000 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 10    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.41, 0.43)     

Ls Meanb 0.00 0.00 0.00 (-0.16, 0.16) 0.965  

SEb 0.055 0.060    

95% CIb -0.11, 0.11 -0.12, 0.12    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 29 Actual n 9 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.42, 0.57)     

Ls Meanb 0.00 -0.03 0.03 (-0.16, 0.22) 0.763  

SEb 0.063 0.073    

95% CIb -0.13, 0.12 -0.18, 0.11    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

White Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.03)     

Ls Meanb -0.79 -0.77 -0.03 (-0.08, 0.03) 0.350  

 

  Baseline Actual n 199 191    

Mean 1.12 0.86    

SD 1.106 0.927    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.64 0.57    

SD 0.913 0.854    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 181 174    

Mean -0.44 -0.28    

SD 1.045 0.958    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.11)     

Ls Meanb -0.44 -0.42 -0.02 (-0.14, 0.11) 0.804  

SEb 0.050 0.051    

95% CIb -0.54, -0.34 -0.52, -0.32    

Ls Meanc -0.44 -0.41 -0.03 (-0.20, 0.13) 0.687  

SEc 0.084 0.087    

95% CIc -0.61, -0.28 -0.58, -0.24    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 223    

Mean 0.44 0.42    

SD 0.798 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 171 154    

Mean -0.63 -0.40    

SD 1.116 0.959    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.04)     

Ls Meanb -0.65 -0.56 -0.09 (-0.22, 0.04) 0.184  

SEb 0.050 0.053    

95% CIb -0.74, -0.55 -0.66, -0.45    

Ls Meanc -0.66 -0.59 -0.07 (-0.24, 0.09) 0.384  

SEc 0.083 0.087    

95% CIc -0.83, -0.50 -0.76, -0.42    

 

  Day 15 Actual n 224 204    

Mean 0.20 0.15    

SD 0.566 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.92 -0.68    

SD 1.164 0.900    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.10)     

Ls Meanb -0.90 -0.87 -0.03 (-0.17, 0.10) 0.628  

SEb 0.051 0.054    

95% CIb -1.00, -0.80 -0.98, -0.76    

Ls Meanc -0.86 -0.87 0.01 (-0.11, 0.13) 0.849  

SEc 0.057 0.062    

95% CIc -0.97, -0.75 -0.99, -0.75    

 

  Day 29 Actual n 172 157    

Mean 0.11 0.07    

SD 0.425 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 132 116    

Mean -1.02 -0.82    

SD 1.142 0.938    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.93 -0.93 0.00 (-0.14, 0.14) 0.963  

SEb 0.053 0.056    

95% CIb -1.03, -0.83 -1.04, -0.82    

Ls Meanc -0.92 -0.97 0.05 (-0.04, 0.14) 0.302  

SEc 0.045 0.049    

95% CIc -1.01, -0.83 -1.06, -0.87    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.01, 0.04)     

Ls Meanb -0.78 -0.79 0.01 (-0.01, 0.04) 0.409  

 

  Baseline Actual n 199 191    

Mean 0.89 0.83    

SD 1.029 0.966    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 249 241    

Mean 0.38 0.31    

SD 0.725 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 174    

Mean -0.42 -0.52    

SD 1.019 0.904    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.07, 0.24)     

Ls Meanb -0.42 -0.58 0.15 (0.07, 0.24) <.001  

SEb 0.031 0.032    

95% CIb -0.49, -0.36 -0.64, -0.51    

Ls Meanc -0.42 -0.56 0.14 (-0.01, 0.28) 0.059  

SEc 0.071 0.073    

95% CIc -0.56, -0.28 -0.70, -0.41    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.13 0.16    

SD 0.423 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 171 155    

Mean -0.71 -0.68    

SD 1.043 0.993    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.13, 0.04)     

Ls Meanb -0.76 -0.71 -0.05 (-0.13, 0.04) 0.297  

SEb 0.032 0.033    

95% CIb -0.82, -0.70 -0.78, -0.65    

Ls Meanc -0.78 -0.75 -0.03 (-0.12, 0.07) 0.602  

SEc 0.050 0.052    

95% CIc -0.88, -0.68 -0.85, -0.65    

 

  Day 15 Actual n 224 204    

Mean 0.04 0.03    

SD 0.247 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 198 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.84 -0.79    

SD 1.082 0.971    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.85 -0.85 0.00 (-0.09, 0.09) 0.964  

SEb 0.033 0.035    

95% CIb -0.91, -0.79 -0.92, -0.78    

Ls Meanc -0.84 -0.85 0.01 (-0.06, 0.07) 0.819  

SEc 0.032 0.035    

95% CIc -0.90, -0.77 -0.91, -0.78    

 

  Day 29 Actual n 172 157    

Mean 0.03 0.01    

SD 0.239 0.113    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 132 116    

Mean -0.93 -0.86    

SD 1.113 1.003    

Min -4.00 -3.00    

Median -0.50 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.16)     

Ls Meanb -0.85 -0.91 0.06 (-0.04, 0.16) 0.220  

SEb 0.035 0.037    

95% CIb -0.92, -0.78 -0.99, -0.84    

Ls Meanc -0.90 -0.93 0.03 (-0.02, 0.08) 0.255  

SEc 0.024 0.026    

95% CIc -0.95, -0.85 -0.98, -0.88    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.48 -0.50 0.02 (-0.03, 0.06) 0.452  

 

  Baseline Actual n 199 191    

Mean 0.82 0.60    

SD 0.912 0.826    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.57 0.50    

SD 0.790 0.775    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 181 174    

Mean -0.18 -0.13    

SD 0.799 0.760    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.12 (0.00, 0.24)     

Ls Meanb -0.15 -0.25 0.10 (0.00, 0.21) 0.059  

SEb 0.041 0.042    

95% CIb -0.23, -0.07 -0.34, -0.17    

Ls Meanc -0.18 -0.22 0.05 (-0.09, 0.18) 0.512  

SEc 0.069 0.072    

95% CIc -0.31, -0.04 -0.37, -0.08    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.43 0.34    

SD 0.680 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 171 155    

Mean -0.26 -0.26    

SD 0.872 0.765    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.02, 0.27)     

Ls Meanb -0.26 -0.39 0.13 (0.02, 0.24) 0.022  

SEb 0.041 0.043    

95% CIb -0.35, -0.18 -0.48, -0.31    

Ls Meanc -0.25 -0.38 0.13 (0.00, 0.26) 0.054  

SEc 0.067 0.070    

95% CIc -0.38, -0.12 -0.52, -0.25    

 

  Day 15 Actual n 224 204    

Mean 0.18 0.11    

SD 0.468 0.361    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.51 -0.46    

SD 0.848 0.790    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.14)     

Ls Meanb -0.55 -0.56 0.01 (-0.10, 0.12) 0.881  

SEb 0.042 0.045    

95% CIb -0.64, -0.47 -0.65, -0.47    

Ls Meanc -0.51 -0.59 0.08 (-0.01, 0.18) 0.081  

SEc 0.045 0.048    

95% CIc -0.60, -0.42 -0.69, -0.50    

 

  Day 29 Actual n 172 157    

Mean 0.08 0.10    

SD 0.314 0.372    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 132 116    

Mean -0.64 -0.49    

SD 0.935 0.850    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.13)     

Ls Meanb -0.63 -0.62 -0.01 (-0.12, 0.11) 0.914  

SEb 0.044 0.047    

95% CIb -0.71, -0.54 -0.71, -0.53    

Ls Meanc -0.58 -0.59 0.01 (-0.07, 0.10) 0.749  

SEc 0.041 0.044    

95% CIc -0.66, -0.50 -0.68, -0.51    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.04 (-0.11, 0.03)     

Ls Meanb -0.74 -0.71 -0.03 (-0.09, 0.03) 0.306  

 

  Baseline Actual n 199 191    

Mean 1.19 1.19    

SD 0.859 0.788    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 1.08 1.09    

SD 0.832 0.864    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 181 174    

Mean -0.08 -0.09    

SD 0.722 0.814    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.13)     

Ls Meanb -0.17 -0.14 -0.03 (-0.16, 0.11) 0.703  

SEb 0.052 0.054    

95% CIb -0.27, -0.07 -0.25, -0.04    

Ls Meanc -0.09 -0.09 -0.01 (-0.15, 0.14) 0.930  

SEc 0.075 0.077    

95% CIc -0.24, 0.06 -0.24, 0.07    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.88 0.89    

SD 0.859 0.842    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 171 155    

Mean -0.28 -0.30    

SD 0.896 0.815    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.24, 0.10)     

Ls Meanb -0.38 -0.32 -0.06 (-0.19, 0.08) 0.420  

SEb 0.053 0.055    

95% CIb -0.48, -0.28 -0.43, -0.21    

Ls Meanc -0.31 -0.31 0.01 (-0.16, 0.17) 0.928  

SEc 0.083 0.086    

95% CIc -0.47, -0.14 -0.48, -0.14    

 

  Day 15 Actual n 224 204    

Mean 0.39 0.36    

SD 0.667 0.591    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.74 -0.82    

SD 0.984 0.825    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.17, 0.17)     

Ls Meanb -0.86 -0.86 0.00 (-0.14, 0.14) 0.990  

SEb 0.054 0.057    

95% CIb -0.96, -0.75 -0.97, -0.75    

Ls Meanc -0.83 -0.85 0.02 (-0.12, 0.17) 0.754  

SEc 0.070 0.075    

95% CIc -0.97, -0.69 -1.00, -0.70    

 

  Day 29 Actual n 172 157    

Mean 0.21 0.17    

SD 0.498 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 132 116    

Mean -0.96 -1.03    

SD 0.936 0.879    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.23)     

Ls Meanb -1.02 -1.06 0.04 (-0.10, 0.19) 0.555  

SEb 0.056 0.059    

95% CIb -1.13, -0.91 -1.18, -0.95    

Ls Meanc -1.04 -1.13 0.09 (-0.03, 0.21) 0.139  

SEc 0.058 0.063    

95% CIc -1.16, -0.93 -1.26, -1.01    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.24 -0.26 0.01 (-0.02, 0.04) 0.369  

 

  Baseline Actual n 199 191    

Mean 0.35 0.34    

SD 0.716 0.684    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 249 241    

Mean 0.29 0.31    

SD 0.625 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 174    

Mean -0.03 -0.03    

SD 0.676 0.832    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.03 -0.04 0.01 (-0.07, 0.09) 0.864  

SEb 0.030 0.031    

95% CIb -0.09, 0.03 -0.10, 0.02    

Ls Meanc -0.06 -0.06 0.00 (-0.13, 0.13) 0.989  

SEc 0.064 0.066    

95% CIc -0.19, 0.07 -0.19, 0.07    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.21 0.17    

SD 0.551 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 171 155    

Mean -0.13 -0.20    

SD 0.686 0.724    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.19)     

Ls Meanb -0.16 -0.21 0.05 (-0.03, 0.13) 0.222  

SEb 0.031 0.032    

95% CIb -0.22, -0.10 -0.27, -0.15    

Ls Meanc -0.19 -0.25 0.06 (-0.04, 0.17) 0.203  

SEc 0.051 0.053    

95% CIc -0.29, -0.09 -0.36, -0.15    

 

  Day 15 Actual n 224 204    

Mean 0.08 0.06    

SD 0.353 0.299    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.26 -0.27    

SD 0.695 0.728    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.28 -0.27 -0.01 (-0.10, 0.07) 0.768  

SEb 0.031 0.033    

95% CIb -0.34, -0.22 -0.33, -0.20    

Ls Meanc -0.29 -0.30 0.02 (-0.06, 0.09) 0.626  

SEc 0.037 0.039    

95% CIc -0.36, -0.21 -0.38, -0.23    

 

  Day 29 Actual n 172 157    

Mean 0.01 0.01    

SD 0.152 0.113    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 132 116    

Mean -0.26 -0.34    

SD 0.613 0.711    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.12)     

Ls Meanb -0.32 -0.31 0.00 (-0.09, 0.09) 0.933  

SEb 0.033 0.035    

95% CIb -0.38, -0.25 -0.38, -0.24    

Ls Meanc -0.28 -0.29 0.01 (-0.03, 0.04) 0.587  

SEc 0.017 0.018    

95% CIc -0.31, -0.25 -0.33, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.14)     

Ls Meanb -0.17 -0.23 0.06 (0.01, 0.10) 0.023  

 

  Baseline Actual n 199 191    

Mean 0.36 0.39    

SD 0.771 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.30 0.29    

SD 0.667 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 181 174    

Mean -0.02 -0.07    

SD 0.826 0.745    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.19)     

Ls Meanb -0.05 -0.10 0.04 (-0.06, 0.15) 0.439  

SEb 0.042 0.043    

95% CIb -0.14, 0.03 -0.18, -0.01    

Ls Meanc -0.04 -0.08 0.04 (-0.09, 0.18) 0.526  

SEc 0.069 0.071    

95% CIc -0.18, 0.09 -0.22, 0.05    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.28 0.25    

SD 0.672 0.628    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 171 155    

Mean -0.08 -0.10    

SD 0.881 0.888    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.14)     

Ls Meanb -0.10 -0.09 0.00 (-0.11, 0.11) 0.950  

SEb 0.042 0.044    

95% CIb -0.18, -0.02 -0.18, -0.01    

Ls Meanc -0.04 -0.07 0.03 (-0.11, 0.17) 0.696  

SEc 0.072 0.074    

95% CIc -0.18, 0.10 -0.22, 0.07    

 

  Day 15 Actual n 224 204    

Mean 0.14 0.10    

SD 0.507 0.402    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.13 -0.28    

SD 0.780 0.700    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.02, 0.28)     

Ls Meanb -0.18 -0.28 0.10 (-0.01, 0.21) 0.079  

SEb 0.043 0.046    

95% CIb -0.26, -0.09 -0.37, -0.19    

Ls Meanc -0.20 -0.30 0.10 (0.00, 0.20) 0.055  

SEc 0.050 0.054    

95% CIc -0.30, -0.10 -0.40, -0.19    

 

  Day 29 Actual n 172 157    

Mean 0.09 0.06    

SD 0.394 0.283    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 132 116    

Mean -0.20 -0.36    

SD 0.836 0.828    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.26)     

Ls Meanb -0.24 -0.33 0.08 (-0.03, 0.20) 0.162  

SEb 0.044 0.046    

95% CIb -0.33, -0.16 -0.42, -0.23    

Ls Meanc -0.28 -0.35 0.07 (-0.02, 0.16) 0.138  

SEc 0.044 0.048    

95% CIc -0.37, -0.19 -0.45, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.08)     

Ls Meanb -0.91 -0.92 0.01 (-0.06, 0.08) 0.724  

 

  Baseline Actual n 199 191    

Mean 1.45 1.36    

SD 1.085 1.031    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 250 241    

Mean 1.10 1.07    

SD 1.019 0.995    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 181 174    

Mean -0.21 -0.21    

SD 0.882 1.040    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.08, 0.22)     

Ls Meanb -0.31 -0.38 0.07 (-0.08, 0.23) 0.361  

SEb 0.061 0.063    

95% CIb -0.43, -0.19 -0.51, -0.26    

Ls Meanc -0.28 -0.34 0.06 (-0.11, 0.24) 0.482  

SEc 0.088 0.090    

95% CIc -0.45, -0.11 -0.52, -0.17    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.88 0.89    

SD 0.976 0.952    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

   Change n 171 155    

Mean -0.46 -0.41    

SD 1.042 1.055    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.58 -0.57 0.00 (-0.16, 0.16) 0.964  

SEb 0.062 0.064    

95% CIb -0.70, -0.46 -0.70, -0.45    

Ls Meanc -0.59 -0.62 0.03 (-0.15, 0.22) 0.734  

SEc 0.094 0.097    

95% CIc -0.77, -0.40 -0.81, -0.43    

 

  Day 15 Actual n 224 204    

Mean 0.42 0.39    

SD 0.722 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.99 -0.94    

SD 1.158 1.033    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.19)     

Ls Meanb -1.06 -1.09 0.04 (-0.13, 0.20) 0.678  

SEb 0.063 0.067    

95% CIb -1.18, -0.93 -1.22, -0.96    

Ls Meanc -1.08 -1.13 0.05 (-0.11, 0.21) 0.552  

SEc 0.078 0.083    

95% CIc -1.23, -0.93 -1.29, -0.96    

 

  Day 29 Actual n 172 157    

Mean 0.27 0.29    

SD 0.583 0.641    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 132 116    

Mean -1.10 -1.18    

SD 1.138 1.084    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.26)     

Ls Meanb -1.15 -1.26 0.11 (-0.06, 0.28) 0.212  

SEb 0.065 0.068    

95% CIb -1.28, -1.02 -1.39, -1.13    

Ls Meanc -1.21 -1.26 0.05 (-0.10, 0.19) 0.540  

SEc 0.071 0.077    

95% CIc -1.35, -1.07 -1.41, -1.10    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 214 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.81 -0.82 0.01 (-0.03, 0.05) 0.679  

 

  Baseline Actual n 199 191    

Mean 1.13 0.97    

SD 0.989 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 250 241    

Mean 0.56 0.62    

SD 0.780 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 181 174    

Mean -0.51 -0.34    

SD 0.992 0.965    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.51 -0.46 -0.05 (-0.17, 0.07) 0.403  

SEb 0.045 0.047    

95% CIb -0.60, -0.42 -0.55, -0.37    

Ls Meanc -0.61 -0.53 -0.07 (-0.23, 0.08) 0.355  

SEc 0.078 0.081    

95% CIc -0.76, -0.45 -0.69, -0.37    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.47 0.46    

SD 0.805 0.757    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 171 155    

Mean -0.61 -0.55    

SD 1.097 0.995    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.16)     

Ls Meanb -0.62 -0.65 0.04 (-0.09, 0.16) 0.562  

SEb 0.046 0.048    

95% CIb -0.71, -0.53 -0.75, -0.56    

Ls Meanc -0.66 -0.73 0.07 (-0.08, 0.23) 0.365  

SEc 0.078 0.081    

95% CIc -0.81, -0.50 -0.88, -0.57    

 

  Day 15 Actual n 224 204    

Mean 0.18 0.17    

SD 0.508 0.481    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.94 -0.77    

SD 1.051 0.984    

Min -4.00 -3.00    

Median -1.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.94 -0.91 -0.03 (-0.16, 0.10) 0.654  

SEb 0.047 0.050    

95% CIb -1.03, -0.85 -1.01, -0.81    

Ls Meanc -0.91 -0.90 -0.02 (-0.12, 0.08) 0.728  

SEc 0.048 0.051    

95% CIc -1.01, -0.82 -1.00, -0.80    

 

  Day 29 Actual n 172 157    

Mean 0.09 0.10    

SD 0.303 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 132 116    

Mean -1.08 -0.91    

SD 1.070 0.956    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -1.03 -1.01 -0.03 (-0.16, 0.11) 0.713  

SEb 0.050 0.053    

95% CIb -1.13, -0.94 -1.11, -0.91    

Ls Meanc -1.05 -1.05 -0.01 (-0.09, 0.08) 0.906  

SEc 0.040 0.043    

95% CIc -1.13, -0.97 -1.13, -0.96    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.10, 0.00)     

Ls Meanb -0.88 -0.83 -0.05 (-0.10, 0.00) 0.057  

 

  Baseline Actual n 199 191    

Mean 1.13 1.01    

SD 1.065 0.965    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.61 0.58    

SD 0.853 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 181 174    

Mean -0.50 -0.45    

SD 0.987 0.965    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.53 -0.53 0.00 (-0.13, 0.13) 1.000  

SEb 0.049 0.050    

95% CIb -0.62, -0.43 -0.62, -0.43    

Ls Meanc -0.53 -0.53 0.00 (-0.16, 0.16) 0.987  

SEc 0.080 0.082    

95% CIc -0.69, -0.38 -0.69, -0.37    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.44 0.44    

SD 0.788 0.812    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 171 155    

Mean -0.63 -0.59    

SD 1.011 1.031    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.11)     

Ls Meanb -0.70 -0.68 -0.01 (-0.14, 0.12) 0.845  

SEb 0.049 0.051    

95% CIb -0.79, -0.60 -0.78, -0.58    

Ls Meanc -0.69 -0.70 0.01 (-0.15, 0.17) 0.874  

SEc 0.081 0.084    

95% CIc -0.85, -0.53 -0.87, -0.54    

 

  Day 15 Actual n 224 204    

Mean 0.17 0.19    

SD 0.537 0.542    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.97 -0.80    

SD 1.108 1.026    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.08)     

Ls Meanb -0.98 -0.93 -0.06 (-0.19, 0.08) 0.406  

SEb 0.050 0.053    

95% CIb -1.08, -0.89 -1.03, -0.82    

Ls Meanc -0.93 -0.90 -0.03 (-0.16, 0.09) 0.603  

SEc 0.060 0.064    

95% CIc -1.05, -0.82 -1.03, -0.78    

 

  Day 29 Actual n 172 157    

Mean 0.09 0.13    

SD 0.356 0.419    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 132 116    

Mean -1.05 -0.88    

SD 1.114 0.997    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.24, 0.03)     

Ls Meanb -1.05 -0.94 -0.11 (-0.25, 0.03) 0.124  

SEb 0.052 0.055    

95% CIb -1.16, -0.95 -1.05, -0.84    

Ls Meanc -1.02 -0.96 -0.06 (-0.17, 0.04) 0.223  

SEc 0.049 0.053    

95% CIc -1.12, -0.92 -1.06, -0.85    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.36 -0.35 -0.01 (-0.04, 0.02) 0.402  

 

  Baseline Actual n 199 191    

Mean 0.45 0.40    

SD 0.776 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.28 0.28    

SD 0.640 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 181 174    

Mean -0.13 -0.10    

SD 0.824 0.651    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.15 -0.17 0.02 (-0.06, 0.10) 0.628  

SEb 0.031 0.032    

95% CIb -0.21, -0.08 -0.23, -0.10    

Ls Meanc -0.17 -0.18 0.01 (-0.12, 0.13) 0.938  

SEc 0.065 0.067    

95% CIc -0.30, -0.05 -0.31, -0.05    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.18 0.22    

SD 0.500 0.579    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 171 155    

Mean -0.23 -0.20    

SD 0.797 0.733    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.27 -0.22 -0.04 (-0.13, 0.04) 0.312  

SEb 0.032 0.033    

95% CIb -0.33, -0.21 -0.29, -0.16    

Ls Meanc -0.29 -0.28 -0.01 (-0.12, 0.10) 0.853  

SEc 0.057 0.059    

95% CIc -0.40, -0.18 -0.40, -0.17    

 

  Day 15 Actual n 224 204    

Mean 0.04 0.05    

SD 0.304 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.39 -0.38    

SD 0.849 0.714    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.13)     

Ls Meanb -0.40 -0.41 0.01 (-0.08, 0.10) 0.777  

SEb 0.033 0.035    

95% CIb -0.47, -0.34 -0.48, -0.35    

Ls Meanc -0.40 -0.42 0.01 (-0.06, 0.09) 0.707  

SEc 0.036 0.039    

95% CIc -0.48, -0.33 -0.49, -0.34    

 

  Day 29 Actual n 172 157    

Mean 0.01 0.03    

SD 0.108 0.264    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 132 116    

Mean -0.47 -0.43    

SD 0.851 0.771    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.44 -0.44 0.00 (-0.09, 0.09) 0.989  

SEb 0.034 0.036    

95% CIb -0.51, -0.37 -0.51, -0.37    

Ls Meanc -0.48 -0.45 -0.03 (-0.08, 0.03) 0.341  

SEc 0.027 0.029    

95% CIc -0.53, -0.43 -0.51, -0.39    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.08)     

Ls Meanb -0.44 -0.46 0.02 (-0.04, 0.09) 0.537  

 

  Baseline Actual n 199 191    

Mean 0.69 0.66    

SD 1.026 1.002    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.52 0.63    

SD 0.846 0.958    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 181 174    

Mean -0.16 -0.07    

SD 0.990 1.018    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb -0.17 -0.11 -0.06 (-0.18, 0.07) 0.398  

SEb 0.051 0.053    

95% CIb -0.27, -0.07 -0.22, -0.01    

Ls Meanc -0.24 -0.16 -0.08 (-0.24, 0.08) 0.325  

SEc 0.082 0.084    

95% CIc -0.40, -0.08 -0.33, 0.01    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.41 0.46    

SD 0.778 0.824    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 171 155    

Mean -0.25 -0.23    

SD 1.132 1.084    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.28 -0.28 0.00 (-0.13, 0.13) 0.965  

SEb 0.052 0.054    

95% CIb -0.38, -0.18 -0.38, -0.17    

Ls Meanc -0.29 -0.27 -0.01 (-0.18, 0.15) 0.866  

SEc 0.083 0.086    

95% CIc -0.45, -0.13 -0.44, -0.11    

 

  Day 15 Actual n 224 204    

Mean 0.21 0.15    

SD 0.596 0.467    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.45 -0.53    

SD 1.048 1.089    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.18)     

Ls Meanb -0.50 -0.54 0.04 (-0.09, 0.18) 0.531  

SEb 0.053 0.056    

95% CIb -0.60, -0.40 -0.65, -0.43    

Ls Meanc -0.49 -0.55 0.06 (-0.06, 0.19) 0.333  

SEc 0.061 0.065    

95% CIc -0.61, -0.37 -0.68, -0.42    

 

  Day 29 Actual n 172 157    

Mean 0.16 0.08    

SD 0.559 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 132 116    

Mean -0.50 -0.56    

SD 0.969 1.082    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.22)     

Ls Meanb -0.56 -0.64 0.09 (-0.05, 0.22) 0.226  

SEb 0.054 0.056    

95% CIb -0.66, -0.45 -0.75, -0.53    

Ls Meanc -0.57 -0.62 0.05 (-0.06, 0.16) 0.350  

SEc 0.053 0.057    

95% CIc -0.67, -0.46 -0.73, -0.51    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.02 (-0.05, 0.08)     

Ls Meanb -0.36 -0.37 0.02 (-0.05, 0.08) 0.627  

 

  Baseline Actual n 199 191    

Mean 0.59 0.61    

SD 0.943 0.982    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 250 241    

Mean 0.42 0.54    

SD 0.779 0.908    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 181 174    

Mean -0.14 -0.09    

SD 0.794 0.993    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.14 -0.08 -0.05 (-0.18, 0.07) 0.388  

SEb 0.049 0.051    

95% CIb -0.23, -0.04 -0.18, 0.02    

Ls Meanc -0.19 -0.11 -0.08 (-0.23, 0.07) 0.304  

SEc 0.076 0.078    

95% CIc -0.34, -0.04 -0.26, 0.04    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.37 0.42    

SD 0.751 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 171 155    

Mean -0.18 -0.23    

SD 1.088 1.084    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.19 -0.19 0.00 (-0.13, 0.12) 0.941  

SEb 0.050 0.052    

95% CIb -0.29, -0.09 -0.29, -0.09    

Ls Meanc -0.21 -0.22 0.01 (-0.15, 0.17) 0.929  

SEc 0.082 0.085    

95% CIc -0.37, -0.05 -0.39, -0.06    

 

  Day 15 Actual n 224 204    

Mean 0.19 0.12    

SD 0.579 0.432    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.40 -0.50    

SD 1.031 1.103    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.19)     

Ls Meanb -0.41 -0.46 0.05 (-0.08, 0.18) 0.474  

SEb 0.051 0.054    

95% CIb -0.51, -0.31 -0.56, -0.35    

Ls Meanc -0.40 -0.47 0.07 (-0.05, 0.19) 0.264  

SEc 0.059 0.063    

95% CIc -0.52, -0.29 -0.60, -0.35    

 

  Day 29 Actual n 172 157    

Mean 0.11 0.05    

SD 0.439 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 132 116    

Mean -0.45 -0.53    

SD 0.944 1.034    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.47 -0.53 0.06 (-0.08, 0.19) 0.417  

SEb 0.052 0.054    

95% CIb -0.57, -0.37 -0.64, -0.42    

Ls Meanc -0.51 -0.57 0.05 (-0.04, 0.15) 0.256  

SEc 0.046 0.049    

95% CIc -0.60, -0.42 -0.66, -0.47    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.09)     

Ls Meanb -0.38 -0.41 0.03 (-0.01, 0.06) 0.173  

 

  Baseline Actual n 198 191    

Mean 0.62 0.49    

SD 0.789 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.49 0.34    

SD 0.729 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 174    

Mean -0.08 -0.19    

SD 0.766 0.657    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.25 (0.13, 0.37)     

Ls Meanb -0.06 -0.25 0.19 (0.10, 0.28) <.001  

SEb 0.036 0.037    

95% CIb -0.13, 0.01 -0.32, -0.18    

Ls Meanc -0.11 -0.28 0.17 (0.05, 0.29) 0.007  

SEc 0.062 0.064    

95% CIc -0.23, 0.01 -0.41, -0.15    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.35 0.23    

SD 0.613 0.498    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 170 155    

Mean -0.23 -0.30    

SD 0.754 0.666    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.02, 0.28)     

Ls Meanb -0.25 -0.36 0.11 (0.02, 0.21) 0.020  

SEb 0.036 0.038    

95% CIb -0.32, -0.18 -0.44, -0.29    

Ls Meanc -0.24 -0.38 0.14 (0.03, 0.25) 0.014  

SEc 0.057 0.059    

95% CIc -0.35, -0.13 -0.50, -0.26    

 

  Day 15 Actual n 224 204    

Mean 0.16 0.13    

SD 0.421 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 158 140    

Mean -0.42 -0.39    

SD 0.734 0.685    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.42 -0.43 0.00 (-0.10, 0.10) 0.950  

SEb 0.037 0.039    

95% CIb -0.50, -0.35 -0.50, -0.35    

Ls Meanc -0.43 -0.45 0.02 (-0.07, 0.11) 0.619  

SEc 0.043 0.046    

95% CIc -0.51, -0.34 -0.54, -0.36    

 

  Day 29 Actual n 172 157    

Mean 0.09 0.09    

SD 0.363 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 116    

Mean -0.45 -0.41    

SD 0.777 0.647    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.11)     

Ls Meanb -0.50 -0.48 -0.02 (-0.12, 0.08) 0.724  

SEb 0.038 0.040    

95% CIb -0.57, -0.42 -0.56, -0.40    

Ls Meanc -0.41 -0.42 0.01 (-0.07, 0.08) 0.837  

SEc 0.035 0.038    

95% CIc -0.48, -0.34 -0.49, -0.35    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.10 (0.04, 0.16)     

Ls Meanb -0.25 -0.33 0.08 (0.03, 0.13) 0.002  

 

  Baseline Actual n 199 191    

Mean 0.47 0.49    

SD 0.803 0.845    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.36 0.32    

SD 0.739 0.713    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 181 174    

Mean -0.10 -0.13    

SD 0.719 0.742    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.19)     

Ls Meanb -0.13 -0.17 0.04 (-0.07, 0.15) 0.489  

SEb 0.044 0.045    

95% CIb -0.22, -0.04 -0.26, -0.08    

Ls Meanc -0.10 -0.12 0.02 (-0.11, 0.15) 0.772  

SEc 0.066 0.068    

95% CIc -0.23, 0.02 -0.26, 0.01    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.31 0.28    

SD 0.738 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 171 155    

Mean -0.11 -0.17    

SD 0.891 0.891    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.19)     

Ls Meanb -0.14 -0.19 0.04 (-0.07, 0.16) 0.449  

SEb 0.045 0.047    

95% CIb -0.23, -0.05 -0.28, -0.10    

Ls Meanc -0.10 -0.18 0.08 (-0.07, 0.23) 0.302  

SEc 0.077 0.079    

95% CIc -0.25, 0.05 -0.34, -0.02    

 

  Day 15 Actual n 224 204    

Mean 0.20 0.07    

SD 0.591 0.313    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.19 -0.39    

SD 0.882 0.783    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.20 (0.06, 0.35)     

Ls Meanb -0.25 -0.41 0.17 (0.05, 0.29) 0.006  

SEb 0.045 0.048    

95% CIb -0.33, -0.16 -0.51, -0.32    

Ls Meanc -0.26 -0.42 0.17 (0.06, 0.28) 0.003  

SEc 0.054 0.058    

95% CIc -0.36, -0.15 -0.54, -0.31    

 

  Day 29 Actual n 172 157    

Mean 0.13 0.09    

SD 0.413 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 132 116    

Mean -0.31 -0.45    

SD 0.811 0.898    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.15 (0.00, 0.30)     

Ls Meanb -0.32 -0.45 0.12 (0.00, 0.25) 0.047  

SEb 0.047 0.049    

95% CIb -0.41, -0.23 -0.54, -0.35    

Ls Meanc -0.38 -0.47 0.08 (-0.01, 0.18) 0.083  

SEc 0.046 0.049    

95% CIc -0.47, -0.29 -0.56, -0.37    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.42 -0.45 0.02 (-0.01, 0.06) 0.129  

 

  Baseline Actual n 198 191    

Mean 0.56 0.50    

SD 0.783 0.781    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 250 241    

Mean 0.37 0.28    

SD 0.706 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 174    

Mean -0.14 -0.25    

SD 0.778 0.739    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.00, 0.22)     

Ls Meanb -0.19 -0.27 0.08 (0.00, 0.17) 0.054  

SEb 0.033 0.033    

95% CIb -0.25, -0.12 -0.34, -0.21    

Ls Meanc -0.17 -0.27 0.10 (-0.03, 0.22) 0.137  

SEc 0.064 0.066    

95% CIc -0.30, -0.05 -0.40, -0.14    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.25 0.14    

SD 0.621 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 170 155    

Mean -0.31 -0.38    

SD 0.851 0.832    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.17)     

Ls Meanb -0.35 -0.40 0.04 (-0.04, 0.13) 0.323  

SEb 0.033 0.035    

95% CIb -0.42, -0.29 -0.47, -0.33    

Ls Meanc -0.36 -0.43 0.07 (-0.05, 0.18) 0.262  

SEc 0.058 0.060    

95% CIc -0.48, -0.25 -0.55, -0.31    

 

  Day 15 Actual n 224 204    

Mean 0.10 0.05    

SD 0.405 0.238    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 158 140    

Mean -0.46 -0.44    

SD 0.864 0.789    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.47 -0.49 0.02 (-0.07, 0.11) 0.627  

SEb 0.034 0.036    

95% CIb -0.54, -0.41 -0.57, -0.42    

Ls Meanc -0.43 -0.48 0.05 (-0.03, 0.12) 0.198  

SEc 0.036 0.038    

95% CIc -0.50, -0.36 -0.56, -0.41    

 

  Day 29 Actual n 172 157    

Mean 0.02 0.07    

SD 0.186 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 131 116    

Mean -0.53 -0.43    

SD 0.797 0.760    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.04)     

Ls Meanb -0.53 -0.47 -0.06 (-0.16, 0.03) 0.211  

SEb 0.035 0.037    

95% CIb -0.60, -0.46 -0.54, -0.40    

Ls Meanc -0.49 -0.47 -0.02 (-0.08, 0.03) 0.410  

SEc 0.028 0.030    

95% CIc -0.55, -0.44 -0.53, -0.41    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.02)     

Ls Meanb -0.11 -0.10 -0.01 (-0.02, 0.01) 0.358  

 

  Baseline Actual n 199 191    

Mean 0.16 0.07    

SD 0.572 0.348    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 250 241    

Mean 0.06 0.05    

SD 0.292 0.278    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 181 174    

Mean -0.09 0.00    

SD 0.571 0.284    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.06 -0.05 -0.01 (-0.05, 0.04) 0.784  

SEb 0.016 0.016    

95% CIb -0.09, -0.03 -0.08, -0.02    

Ls Meanc -0.08 -0.07 -0.02 (-0.08, 0.05) 0.612  

SEc 0.032 0.033    

95% CIc -0.14, -0.02 -0.13, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 232 224    

Mean 0.04 0.03    

SD 0.268 0.230    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 171 155    

Mean -0.12 -0.02    

SD 0.621 0.418    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.07)     

Ls Meanb -0.08 -0.07 -0.01 (-0.06, 0.03) 0.585  

SEb 0.016 0.017    

95% CIb -0.11, -0.05 -0.10, -0.04    

Ls Meanc -0.09 -0.09 0.00 (-0.06, 0.07) 0.930  

SEc 0.032 0.033    

95% CIc -0.15, -0.02 -0.15, -0.02    

 

  Day 15 Actual n 224 204    

Mean 0.01 0.00    

SD 0.134 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 159 140    

Mean -0.18 -0.07    

SD 0.611 0.353    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.12 -0.12 0.00 (-0.05, 0.04) 0.903  

SEb 0.017 0.018    

95% CIb -0.15, -0.09 -0.15, -0.08    

Ls Meanc -0.12 -0.13 0.01 (-0.02, 0.03) 0.527  

SEc 0.013 0.013    

95% CIc -0.15, -0.10 -0.16, -0.11    

 

  Day 29 Actual n 172 157    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 132 116    

Mean -0.20 -0.09    

SD 0.662 0.386    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.13 -0.12 -0.01 (-0.05, 0.04) 0.809  

SEb 0.018 0.019    

95% CIb -0.17, -0.10 -0.16, -0.09    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Hispanic Body Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.07)     

Ls Meanb -0.87 -0.89 0.02 (-0.03, 0.07) 0.478  

 

  Baseline Actual n 184 196  <.001d  

Mean 1.17 1.13    

SD 1.002 0.950    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.72 0.77    

SD 0.921 0.903    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.48 -0.39    

SD 1.000 0.963    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.08)     

Ls Meanb -0.51 -0.45 -0.06 (-0.20, 0.08) 0.382  

SEb 0.052 0.051    

95% CIb -0.61, -0.41 -0.55, -0.35    

Ls Meanc -0.53 -0.46 -0.07 (-0.24, 0.11) 0.451  

SEc 0.079 0.080    

95% CIc -0.68, -0.37 -0.62, -0.30    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.53 0.55    

SD 0.801 0.863    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 151 153    

Mean -0.66 -0.57    

SD 1.039 1.087    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.71 -0.66 -0.04 (-0.18, 0.10) 0.570  

SEb 0.054 0.053    

95% CIb -0.81, -0.60 -0.77, -0.56    

Ls Meanc -0.73 -0.68 -0.05 (-0.23, 0.12) 0.547  

SEc 0.078 0.080    

95% CIc -0.89, -0.58 -0.84, -0.52    

 

  Day 15 Actual n 158 161    

Mean 0.31 0.22    

SD 0.686 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.86 -0.95    

SD 1.150 0.957    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.26)     

Ls Meanb -0.92 -1.03 0.11 (-0.05, 0.26) 0.173  

SEb 0.057 0.057    

95% CIb -1.04, -0.81 -1.14, -0.92    

Ls Meanc -0.90 -1.03 0.13 (-0.02, 0.27) 0.084  

SEc 0.068 0.068    

95% CIc -1.04, -0.77 -1.17, -0.90    

 

  Day 29 Actual n 132 129    

Mean 0.17 0.18    

SD 0.517 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.98 -1.02    

SD 1.082 1.048    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.14)     

Ls Meanb -1.02 -1.01 -0.01 (-0.17, 0.14) 0.862  

SEb 0.058 0.057    

95% CIb -1.14, -0.91 -1.12, -0.90    

Ls Meanc -1.06 -1.05 0.00 (-0.13, 0.12) 0.947  

SEc 0.058 0.059    

95% CIc -1.17, -0.94 -1.17, -0.94    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.00)     

Ls Meanb -0.71 -0.69 -0.02 (-0.05, 0.00) 0.094  

 

  Baseline Actual n 184 196  0.087d  

Mean 0.78 0.78    

SD 0.923 0.854    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.38 0.31    

SD 0.758 0.627    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.43 -0.46    

SD 0.998 0.853    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.17)     

Ls Meanb -0.41 -0.48 0.07 (-0.01, 0.15) 0.106  

SEb 0.031 0.030    

95% CIb -0.47, -0.35 -0.54, -0.42    

Ls Meanc -0.45 -0.51 0.06 (-0.09, 0.20) 0.435  

SEc 0.066 0.066    

95% CIc -0.58, -0.32 -0.64, -0.38    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.09 0.23    

SD 0.351 0.575    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 151 153    

Mean -0.68 -0.52    

SD 0.926 0.911    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.27, -0.08)     

Ls Meanb -0.71 -0.56 -0.15 (-0.24, -0.07) 0.001  

SEb 0.032 0.032    

95% CIb -0.77, -0.65 -0.62, -0.49    

Ls Meanc -0.70 -0.53 -0.17 (-0.28, -0.06) 0.002  

SEc 0.048 0.049    

95% CIc -0.80, -0.61 -0.63, -0.44    

 

  Day 15 Actual n 158 161    

Mean 0.04 0.02    

SD 0.261 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.71 -0.72    

SD 0.980 0.852    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.74 -0.76 0.02 (-0.07, 0.11) 0.659  

SEb 0.035 0.034    

95% CIb -0.81, -0.67 -0.83, -0.70    

Ls Meanc -0.72 -0.73 0.01 (-0.04, 0.06) 0.715  

SEc 0.025 0.025    

95% CIc -0.77, -0.67 -0.78, -0.68    

 

  Day 29 Actual n 132 129    

Mean 0.02 0.04    

SD 0.174 0.231    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.84 -0.75    

SD 0.982 0.896    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.76 -0.77 0.01 (-0.09, 0.11) 0.870  

SEb 0.036 0.035    

95% CIb -0.83, -0.69 -0.84, -0.70    

Ls Meanc -0.82 -0.79 -0.02 (-0.08, 0.04) 0.476  

SEc 0.025 0.026    

95% CIc -0.86, -0.77 -0.85, -0.74    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.64 -0.67 0.03 (-0.01, 0.07) 0.132  

 

  Baseline Actual n 184 196  0.678d  

Mean 0.80 0.89    

SD 0.806 0.876    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.59 0.57    

SD 0.735 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.21 -0.36    

SD 0.842 0.830    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.22)     

Ls Meanb -0.31 -0.38 0.07 (-0.04, 0.18) 0.209  

SEb 0.042 0.041    

95% CIb -0.39, -0.23 -0.46, -0.30    

Ls Meanc -0.32 -0.43 0.11 (-0.03, 0.25) 0.119  

SEc 0.064 0.064    

95% CIc -0.44, -0.19 -0.55, -0.30    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.43 0.44    

SD 0.673 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 153    

Mean -0.34 -0.47    

SD 0.894 0.874    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.18)     

Ls Meanb -0.46 -0.50 0.04 (-0.08, 0.15) 0.547  

SEb 0.043 0.043    

95% CIb -0.55, -0.38 -0.58, -0.41    

Ls Meanc -0.42 -0.48 0.06 (-0.08, 0.21) 0.400  

SEc 0.065 0.066    

95% CIc -0.54, -0.29 -0.61, -0.35    

 

  Day 15 Actual n 158 161    

Mean 0.21 0.17    

SD 0.493 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.63 -0.71    

SD 0.787 0.827    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.18)     

Ls Meanb -0.70 -0.73 0.03 (-0.09, 0.15) 0.620  

SEb 0.047 0.046    

95% CIb -0.79, -0.61 -0.82, -0.65    

Ls Meanc -0.68 -0.75 0.06 (-0.05, 0.17) 0.259  

SEc 0.050 0.050    

95% CIc -0.78, -0.59 -0.85, -0.65    

 

  Day 29 Actual n 132 129    

Mean 0.06 0.05    

SD 0.270 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.66 -0.80    

SD 0.778 0.823    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.25)     

Ls Meanb -0.74 -0.83 0.09 (-0.04, 0.21) 0.179  

SEb 0.047 0.046    

95% CIb -0.83, -0.65 -0.92, -0.74    

Ls Meanc -0.70 -0.72 0.02 (-0.05, 0.10) 0.564  

SEc 0.033 0.034    

95% CIc -0.77, -0.64 -0.79, -0.66    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.14, 0.02)     

Ls Meanb -0.66 -0.61 -0.05 (-0.11, 0.02) 0.141  

 

  Baseline Actual n 184 196  0.013d  

Mean 1.13 1.06    

SD 0.833 0.786    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.99 1.04    

SD 0.804 0.856    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 164 181    

Mean -0.12 -0.04    

SD 0.805 0.874    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.25, 0.10)     

Ls Meanb -0.19 -0.13 -0.06 (-0.20, 0.08) 0.395  

SEb 0.054 0.053    

95% CIb -0.30, -0.08 -0.23, -0.03    

Ls Meanc -0.22 -0.17 -0.05 (-0.21, 0.10) 0.495  

SEc 0.073 0.073    

95% CIc -0.37, -0.08 -0.31, -0.03    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 11 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.83 0.92    

SD 0.865 0.897    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 151 153    

Mean -0.30 -0.13    

SD 0.931 0.944    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.26 (-0.43, -0.08)     

Ls Meanb -0.39 -0.18 -0.21 (-0.35, -0.06) 0.005  

SEb 0.055 0.055    

95% CIb -0.49, -0.28 -0.29, -0.07    

Ls Meanc -0.39 -0.22 -0.16 (-0.35, 0.02) 0.080  

SEc 0.082 0.084    

95% CIc -0.55, -0.23 -0.39, -0.06    

 

  Day 15 Actual n 158 161    

Mean 0.49 0.45    

SD 0.720 0.661    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.60 -0.65    

SD 0.989 0.813    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.21, 0.17)     

Ls Meanb -0.74 -0.72 -0.02 (-0.17, 0.14) 0.839  

SEb 0.059 0.058    

95% CIb -0.85, -0.62 -0.83, -0.61    

Ls Meanc -0.66 -0.71 0.04 (-0.11, 0.20) 0.580  

SEc 0.074 0.074    

95% CIc -0.81, -0.52 -0.85, -0.56    

 

  Day 29 Actual n 132 129    

Mean 0.26 0.19    

SD 0.561 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.83 -0.89    

SD 0.967 0.815    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.14, 0.24)     

Ls Meanb -0.90 -0.94 0.04 (-0.11, 0.20) 0.588  

SEb 0.059 0.057    

95% CIb -1.02, -0.79 -1.06, -0.83    

Ls Meanc -0.86 -0.94 0.08 (-0.05, 0.21) 0.232  

SEc 0.058 0.059    

95% CIc -0.98, -0.75 -1.06, -0.83    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.04)     

Ls Meanb -0.36 -0.36 0.00 (-0.03, 0.03) 0.826  

 

  Baseline Actual n 184 196  0.056d  

Mean 0.52 0.44    

SD 0.816 0.732    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.35 0.33    

SD 0.668 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.16 -0.13    

SD 0.893 0.768    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.13 -0.17 0.04 (-0.05, 0.12) 0.416  

SEb 0.033 0.032    

95% CIb -0.20, -0.07 -0.23, -0.11    

Ls Meanc -0.18 -0.21 0.03 (-0.10, 0.16) 0.642  

SEc 0.060 0.060    

95% CIc -0.30, -0.06 -0.33, -0.09    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.28 0.25    

SD 0.603 0.556    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 151 153    

Mean -0.25 -0.21    

SD 0.916 0.767    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.23 -0.25 0.02 (-0.08, 0.11) 0.729  

SEb 0.034 0.034    

95% CIb -0.30, -0.16 -0.31, -0.18    

Ls Meanc -0.25 -0.27 0.02 (-0.10, 0.14) 0.728  

SEc 0.054 0.056    

95% CIc -0.35, -0.14 -0.38, -0.16    

 

  Day 15 Actual n 158 161    

Mean 0.13 0.09    

SD 0.433 0.367    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.39 -0.36    

SD 0.885 0.787    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.15)     

Ls Meanb -0.37 -0.39 0.02 (-0.08, 0.12) 0.682  

SEb 0.037 0.036    

95% CIb -0.44, -0.30 -0.46, -0.32    

Ls Meanc -0.39 -0.44 0.05 (-0.04, 0.14) 0.265  

SEc 0.043 0.043    

95% CIc -0.47, -0.31 -0.53, -0.36    

 

  Day 29 Actual n 132 129    

Mean 0.02 0.01    

SD 0.174 0.088    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 112 122    

Mean -0.37 -0.43    

SD 0.671 0.738    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.42 -0.43 0.02 (-0.09, 0.12) 0.770  

SEb 0.038 0.037    

95% CIb -0.49, -0.34 -0.51, -0.36    

Ls Meanc -0.40 -0.41 0.01 (-0.02, 0.05) 0.522  

SEc 0.017 0.017    

95% CIc -0.43, -0.36 -0.44, -0.37    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.07)     

Ls Meanb -0.19 -0.20 0.01 (-0.03, 0.05) 0.535  

 

  Baseline Actual n 184 196  0.178d  

Mean 0.34 0.33    

SD 0.722 0.735    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.37 0.36    

SD 0.701 0.766    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 164 181    

Mean 0.02 0.02    

SD 0.743 0.760    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.17)     

Ls Meanb -0.01 -0.03 0.02 (-0.09, 0.12) 0.717  

SEb 0.040 0.039    

95% CIb -0.09, 0.07 -0.11, 0.04    

Ls Meanc 0.00 -0.02 0.02 (-0.12, 0.16) 0.801  

SEc 0.064 0.064    

95% CIc -0.12, 0.13 -0.14, 0.11    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.26 0.31    

SD 0.597 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 151 153    

Mean -0.11 -0.06    

SD 0.796 0.905    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.12 (-0.27, 0.03)     

Ls Meanb -0.13 -0.04 -0.09 (-0.20, 0.02) 0.105  

SEb 0.041 0.041    

95% CIb -0.21, -0.05 -0.12, 0.04    

Ls Meanc -0.18 -0.13 -0.05 (-0.19, 0.09) 0.496  

SEc 0.064 0.066    

95% CIc -0.31, -0.05 -0.26, 0.00    

 

  Day 15 Actual n 158 161    

Mean 0.20 0.09    

SD 0.569 0.350    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.11 -0.25    

SD 0.707 0.699    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.01, 0.31)     

Ls Meanb -0.18 -0.29 0.11 (0.00, 0.23) 0.060  

SEb 0.044 0.043    

95% CIb -0.26, -0.09 -0.37, -0.20    

Ls Meanc -0.16 -0.30 0.14 (0.04, 0.25) 0.008  

SEc 0.048 0.049    

95% CIc -0.25, -0.06 -0.39, -0.20    

 

  Day 29 Actual n 132 129    

Mean 0.08 0.07    

SD 0.341 0.311    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.21 -0.30    

SD 0.716 0.770    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.23)     

Ls Meanb -0.27 -0.32 0.05 (-0.07, 0.17) 0.410  

SEb 0.045 0.043    

95% CIb -0.36, -0.18 -0.40, -0.23    

Ls Meanc -0.28 -0.30 0.02 (-0.07, 0.10) 0.697  

SEc 0.039 0.040    

95% CIc -0.35, -0.20 -0.37, -0.22    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.01 (-0.07, 0.06)     

Ls Meanb -0.84 -0.83 -0.01 (-0.07, 0.06) 0.834  

 

  Baseline Actual n 184 196  0.246d  

Mean 1.25 1.33    

SD 0.982 1.036    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 202 215    

Mean 0.91 1.06    

SD 0.931 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.35 -0.22    

SD 0.977 1.014    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.29, 0.01)     

Ls Meanb -0.47 -0.33 -0.14 (-0.30, 0.01) 0.062  

SEb 0.059 0.057    

95% CIb -0.59, -0.36 -0.44, -0.22    

Ls Meanc -0.49 -0.35 -0.13 (-0.31, 0.04) 0.132  

SEc 0.081 0.081    

95% CIc -0.64, -0.33 -0.51, -0.19    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.79 0.80    

SD 0.921 0.915    

Min 0.00 0.00    

Median 1.00 0.50    

Max 4.00 3.00    

 

   Change n 151 153    

Mean -0.49 -0.49    

SD 0.992 1.095    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.17)     

Ls Meanb -0.58 -0.59 0.01 (-0.15, 0.17) 0.886  

SEb 0.060 0.059    

95% CIb -0.69, -0.46 -0.71, -0.47    

Ls Meanc -0.58 -0.58 0.00 (-0.18, 0.19) 0.974  

SEc 0.083 0.085    

95% CIc -0.74, -0.41 -0.75, -0.41    

 

  Day 15 Actual n 158 161    

Mean 0.42 0.43    

SD 0.716 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.86 -0.87    

SD 0.994 1.061    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.15)     

Ls Meanb -0.97 -0.96 -0.02 (-0.19, 0.15) 0.842  

SEb 0.064 0.063    

95% CIb -1.10, -0.85 -1.08, -0.83    

Ls Meanc -0.96 -0.97 0.01 (-0.16, 0.17) 0.931  

SEc 0.075 0.076    

95% CIc -1.11, -0.81 -1.12, -0.82    

 

  Day 29 Actual n 132 129    

Mean 0.25 0.32    

SD 0.571 0.573    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.97 -1.01    

SD 1.000 1.064    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.17, 0.17)     

Ls Meanb -1.08 -1.08 0.00 (-0.17, 0.17) 0.995  

SEb 0.064 0.063    

95% CIb -1.21, -0.95 -1.20, -0.96    

Ls Meanc -1.12 -1.07 -0.05 (-0.19, 0.09) 0.486  

SEc 0.064 0.065    

95% CIc -1.25, -1.00 -1.20, -0.95    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.06 (0.01, 0.11)     

Ls Meanb -0.75 -0.81 0.06 (0.01, 0.11) 0.019  

 

  Baseline Actual n 184 196  <.001d  

Mean 1.09 1.11    

SD 0.973 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.68 0.58    

SD 0.834 0.799    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.38 -0.57    

SD 1.029 1.007    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.01, 0.28)     

Ls Meanb -0.42 -0.56 0.14 (0.01, 0.27) 0.036  

SEb 0.051 0.049    

95% CIb -0.52, -0.32 -0.66, -0.46    

Ls Meanc -0.44 -0.59 0.15 (-0.01, 0.31) 0.063  

SEc 0.074 0.075    

95% CIc -0.59, -0.30 -0.74, -0.45    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.47 0.52    

SD 0.780 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 153    

Mean -0.63 -0.62    

SD 1.017 1.013    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.69 -0.64 -0.05 (-0.19, 0.09) 0.465  

SEb 0.052 0.051    

95% CIb -0.79, -0.59 -0.74, -0.54    

Ls Meanc -0.64 -0.61 -0.03 (-0.18, 0.12) 0.705  

SEc 0.067 0.069    

95% CIc -0.77, -0.51 -0.75, -0.48    

 

  Day 15 Actual n 158 161    

Mean 0.33 0.26    

SD 0.700 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.79 -0.89    

SD 1.078 1.027    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.23)     

Ls Meanb -0.82 -0.90 0.07 (-0.07, 0.22) 0.324  

SEb 0.056 0.055    

95% CIb -0.93, -0.71 -1.00, -0.79    

Ls Meanc -0.82 -0.89 0.07 (-0.07, 0.21) 0.350  

SEc 0.065 0.066    

95% CIc -0.95, -0.69 -1.02, -0.76    

 

  Day 29 Actual n 132 129    

Mean 0.16 0.21    

SD 0.459 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.91 -0.95    

SD 1.045 0.935    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.13)     

Ls Meanb -0.95 -0.92 -0.02 (-0.17, 0.13) 0.787  

SEb 0.057 0.055    

95% CIb -1.06, -0.83 -1.03, -0.82    

Ls Meanc -1.00 -0.94 -0.06 (-0.18, 0.05) 0.291  

SEc 0.052 0.053    

95% CIc -1.10, -0.90 -1.05, -0.84    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.92 -0.91 -0.01 (-0.06, 0.04) 0.745  

 

  Baseline Actual n 184 196  <.001d  

Mean 1.18 1.21    

SD 0.980 1.004    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.73 0.73    

SD 0.925 0.913    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.51 -0.51    

SD 1.042 1.041    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.11)     

Ls Meanb -0.54 -0.51 -0.02 (-0.16, 0.11) 0.716  

SEb 0.051 0.049    

95% CIb -0.64, -0.44 -0.61, -0.42    

Ls Meanc -0.57 -0.55 -0.02 (-0.20, 0.16) 0.807  

SEc 0.082 0.083    

95% CIc -0.74, -0.41 -0.71, -0.39    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.47 0.52    

SD 0.780 0.859    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 151 153    

Mean -0.75 -0.68    

SD 0.974 1.168    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.79 -0.71 -0.08 (-0.22, 0.06) 0.249  

SEb 0.052 0.052    

95% CIb -0.89, -0.69 -0.81, -0.61    

Ls Meanc -0.77 -0.68 -0.09 (-0.27, 0.08) 0.307  

SEc 0.078 0.080    

95% CIc -0.93, -0.62 -0.84, -0.52    

 

  Day 15 Actual n 158 161    

Mean 0.24 0.22    

SD 0.623 0.509    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.98 -1.02    

SD 1.077 0.942    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.18)     

Ls Meanb -1.02 -1.05 0.04 (-0.11, 0.18) 0.637  

SEb 0.056 0.055    

95% CIb -1.13, -0.91 -1.16, -0.95    

Ls Meanc -0.99 -1.02 0.03 (-0.10, 0.16) 0.663  

SEc 0.059 0.060    

95% CIc -1.11, -0.88 -1.14, -0.91    

 

  Day 29 Actual n 132 129    

Mean 0.14 0.18    

SD 0.424 0.458    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -1.10 -1.07    

SD 1.057 1.089    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.06)     

Ls Meanb -1.10 -1.01 -0.09 (-0.24, 0.06) 0.259  

SEb 0.057 0.055    

95% CIb -1.21, -0.99 -1.12, -0.90    

Ls Meanc -1.14 -1.08 -0.06 (-0.17, 0.05) 0.312  

SEc 0.050 0.051    

95% CIc -1.23, -1.04 -1.18, -0.98    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.04)     

Ls Meanb -0.38 -0.38 0.00 (-0.04, 0.03) 0.763  

 

  Baseline Actual n 184 196  0.089d  

Mean 0.47 0.43    

SD 0.768 0.716    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.39 0.30    

SD 0.739 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.07 -0.12    

SD 0.904 0.685    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.02, 0.25)     

Ls Meanb -0.07 -0.17 0.10 (0.01, 0.18) 0.025  

SEb 0.033 0.032    

95% CIb -0.13, -0.01 -0.23, -0.11    

Ls Meanc -0.12 -0.19 0.07 (-0.06, 0.21) 0.294  

SEc 0.065 0.065    

95% CIc -0.24, 0.01 -0.32, -0.06    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.18 0.29    

SD 0.540 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 153    

Mean -0.25 -0.19    

SD 0.842 0.817    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.21, 0.04)     

Ls Meanb -0.27 -0.21 -0.06 (-0.15, 0.03) 0.166  

SEb 0.034 0.033    

95% CIb -0.34, -0.21 -0.28, -0.14    

Ls Meanc -0.33 -0.24 -0.09 (-0.22, 0.04) 0.191  

SEc 0.060 0.061    

95% CIc -0.45, -0.21 -0.36, -0.12    

 

  Day 15 Actual n 158 161    

Mean 0.09 0.04    

SD 0.428 0.220    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.40 -0.41    

SD 0.850 0.756    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.40 -0.45 0.05 (-0.05, 0.14) 0.357  

SEb 0.036 0.036    

95% CIb -0.47, -0.33 -0.52, -0.38    

Ls Meanc -0.40 -0.46 0.06 (-0.02, 0.15) 0.121  

SEc 0.038 0.038    

95% CIc -0.47, -0.32 -0.54, -0.39    

 

  Day 29 Actual n 132 129    

Mean 0.02 0.02    

SD 0.123 0.151    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 112 122    

Mean -0.46 -0.48    

SD 0.815 0.784    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.47 -0.48 0.01 (-0.09, 0.11) 0.825  

SEb 0.037 0.036    

95% CIb -0.54, -0.40 -0.55, -0.41    

Ls Meanc -0.48 -0.48 0.00 (-0.04, 0.03) 0.801  

SEc 0.017 0.017    

95% CIc -0.51, -0.45 -0.51, -0.44    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.14)     

Ls Meanb -0.45 -0.53 0.07 (0.01, 0.14) 0.026  

 

  Baseline Actual n 184 196  0.038d  

Mean 0.70 0.73    

SD 1.020 1.029    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.61 0.67    

SD 0.897 0.931    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.10 -0.09    

SD 1.109 1.082    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.09)     

Ls Meanb -0.16 -0.11 -0.05 (-0.18, 0.09) 0.505  

SEb 0.054 0.052    

95% CIb -0.26, -0.05 -0.21, -0.01    

Ls Meanc -0.21 -0.20 0.00 (-0.18, 0.17) 0.958  

SEc 0.083 0.084    

95% CIc -0.37, -0.04 -0.37, -0.04    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.48 0.49    

SD 0.835 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 153    

Mean -0.25 -0.21    

SD 1.205 1.234    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.30 -0.27 -0.03 (-0.17, 0.11) 0.682  

SEb 0.054 0.054    

95% CIb -0.41, -0.19 -0.38, -0.16    

Ls Meanc -0.33 -0.33 0.00 (-0.18, 0.19) 0.968  

SEc 0.082 0.084    

95% CIc -0.49, -0.17 -0.50, -0.17    

 

  Day 15 Actual n 158 161    

Mean 0.25 0.20    

SD 0.648 0.485    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.45 -0.53    

SD 1.136 1.151    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.05, 0.24)     

Ls Meanb -0.52 -0.61 0.10 (-0.05, 0.25) 0.210  

SEb 0.057 0.057    

95% CIb -0.63, -0.40 -0.72, -0.50    

Ls Meanc -0.50 -0.61 0.11 (-0.03, 0.25) 0.137  

SEc 0.065 0.066    

95% CIc -0.63, -0.37 -0.74, -0.48    

 

  Day 29 Actual n 132 129    

Mean 0.17 0.04    

SD 0.559 0.194    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 112 122    

Mean -0.51 -0.67    

SD 0.995 1.024    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.24 (0.09, 0.38)     

Ls Meanb -0.54 -0.78 0.24 (0.09, 0.39) 0.001  

SEb 0.058 0.056    

95% CIb -0.66, -0.43 -0.89, -0.67    

Ls Meanc -0.55 -0.69 0.15 (0.05, 0.25) 0.004  

SEc 0.045 0.046    

95% CIc -0.64, -0.46 -0.79, -0.60    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 34 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.13)     

Ls Meanb -0.41 -0.48 0.06 (0.00, 0.13) 0.046  

 

  Baseline Actual n 184 196  0.043d  

Mean 0.63 0.66    

SD 0.967 0.971    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.53 0.54    

SD 0.847 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.10 -0.15    

SD 1.031 1.003    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.16)     

Ls Meanb -0.14 -0.17 0.03 (-0.10, 0.16) 0.623  

SEb 0.050 0.049    

95% CIb -0.23, -0.04 -0.26, -0.07    

Ls Meanc -0.23 -0.28 0.05 (-0.12, 0.21) 0.568  

SEc 0.076 0.077    

95% CIc -0.38, -0.08 -0.43, -0.12    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.42 0.42    

SD 0.790 0.781    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 153    

Mean -0.24 -0.22    

SD 1.112 1.169    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.14)     

Ls Meanb -0.27 -0.27 0.01 (-0.12, 0.14) 0.913  

SEb 0.051 0.050    

95% CIb -0.36, -0.17 -0.37, -0.17    

Ls Meanc -0.31 -0.32 0.00 (-0.17, 0.18) 0.972  

SEc 0.078 0.080    

95% CIc -0.47, -0.16 -0.47, -0.16    

 

  Day 15 Actual n 158 161    

Mean 0.20 0.17    

SD 0.550 0.455    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.43 -0.47    

SD 1.069 1.042    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.23)     

Ls Meanb -0.46 -0.54 0.08 (-0.06, 0.22) 0.236  

SEb 0.054 0.053    

95% CIb -0.57, -0.36 -0.65, -0.44    

Ls Meanc -0.44 -0.52 0.09 (-0.04, 0.21) 0.182  

SEc 0.058 0.058    

95% CIc -0.55, -0.32 -0.64, -0.41    

 

  Day 29 Actual n 132 129    

Mean 0.13 0.04    

SD 0.435 0.231    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.46 -0.64    

SD 0.967 0.980    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (0.04, 0.32)     

Ls Meanb -0.50 -0.67 0.17 (0.03, 0.31) 0.014  

SEb 0.054 0.052    

95% CIb -0.60, -0.39 -0.77, -0.57    

Ls Meanc -0.51 -0.63 0.13 (0.03, 0.22) 0.008  

SEc 0.042 0.043    

95% CIc -0.59, -0.42 -0.72, -0.55    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.57 -0.57 0.00 (-0.04, 0.04) 0.881  

 

  Baseline Actual n 184 196  0.380d  

Mean 0.68 0.71    

SD 0.796 0.771    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.42 0.40    

SD 0.674 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.21 -0.35    

SD 0.820 0.765    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.21)     

Ls Meanb -0.31 -0.38 0.07 (-0.03, 0.16) 0.172  

SEb 0.037 0.036    

95% CIb -0.38, -0.24 -0.45, -0.31    

Ls Meanc -0.31 -0.40 0.09 (-0.04, 0.22) 0.169  

SEc 0.060 0.060    

95% CIc -0.43, -0.20 -0.52, -0.29    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.30 0.35    

SD 0.545 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 151 153    

Mean -0.40 -0.38    

SD 0.833 0.735    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.06)     

Ls Meanb -0.49 -0.44 -0.05 (-0.15, 0.05) 0.333  

SEb 0.038 0.038    

95% CIb -0.56, -0.42 -0.51, -0.37    

Ls Meanc -0.45 -0.41 -0.03 (-0.16, 0.09) 0.599  

SEc 0.055 0.056    

95% CIc -0.55, -0.34 -0.52, -0.30    

 

  Day 15 Actual n 158 161    

Mean 0.16 0.14    

SD 0.445 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.55 -0.62    

SD 0.776 0.752    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.62 -0.63 0.01 (-0.10, 0.12) 0.850  

SEb 0.041 0.040    

95% CIb -0.70, -0.54 -0.71, -0.55    

Ls Meanc -0.63 -0.69 0.05 (-0.05, 0.15) 0.295  

SEc 0.046 0.046    

95% CIc -0.72, -0.54 -0.78, -0.59    

 

  Day 29 Actual n 132 129    

Mean 0.06 0.09    

SD 0.240 0.307    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 112 122    

Mean -0.46 -0.66    

SD 0.722 0.790    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.14)     

Ls Meanb -0.65 -0.66 0.01 (-0.10, 0.11) 0.924  

SEb 0.041 0.040    

95% CIb -0.74, -0.57 -0.74, -0.58    

Ls Meanc -0.57 -0.56 -0.01 (-0.08, 0.06) 0.788  

SEc 0.033 0.033    

95% CIc -0.64, -0.51 -0.63, -0.50    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.07)     

Ls Meanb -0.31 -0.33 0.02 (-0.02, 0.06) 0.293  

 

  Baseline Actual n 184 196  0.002d  

Mean 0.42 0.45    

SD 0.799 0.818    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.35 0.35    

SD 0.732 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 164 181    

Mean -0.12 -0.07    

SD 0.832 0.789    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -0.15 -0.11 -0.04 (-0.14, 0.06) 0.451  

SEb 0.039 0.038    

95% CIb -0.22, -0.07 -0.18, -0.03    

Ls Meanc -0.12 -0.07 -0.05 (-0.19, 0.09) 0.515  

SEc 0.065 0.066    

95% CIc -0.25, 0.01 -0.20, 0.06    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.20 0.26    

SD 0.588 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 151 153    

Mean -0.23 -0.25    

SD 0.860 0.868    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.25 -0.19 -0.06 (-0.16, 0.05) 0.278  

SEb 0.040 0.040    

95% CIb -0.32, -0.17 -0.27, -0.11    

Ls Meanc -0.25 -0.22 -0.03 (-0.17, 0.10) 0.626  

SEc 0.062 0.063    

95% CIc -0.38, -0.13 -0.34, -0.10    

 

  Day 15 Actual n 158 161    

Mean 0.16 0.06    

SD 0.559 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.22 -0.39    

SD 0.789 0.829    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.14 (0.00, 0.28)     

Ls Meanb -0.31 -0.42 0.11 (0.00, 0.22) 0.056  

SEb 0.043 0.042    

95% CIb -0.39, -0.22 -0.50, -0.34    

Ls Meanc -0.29 -0.41 0.12 (0.01, 0.22) 0.031  

SEc 0.049 0.049    

95% CIc -0.39, -0.20 -0.50, -0.31    

 

  Day 29 Actual n 132 129    

Mean 0.06 0.06    

SD 0.296 0.272    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 122    

Mean -0.31 -0.38    

SD 0.771 0.856    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.38 -0.41 0.03 (-0.08, 0.15) 0.588  

SEb 0.044 0.042    

95% CIb -0.46, -0.29 -0.49, -0.33    

Ls Meanc -0.37 -0.37 0.00 (-0.07, 0.08) 0.923  

SEc 0.034 0.035    

95% CIc -0.43, -0.30 -0.44, -0.30    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.55 -0.57 0.03 (-0.02, 0.07) 0.251  

 

  Baseline Actual n 184 196  <.001d  

Mean 0.69 0.73    

SD 0.801 0.861    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 215    

Mean 0.44 0.38    

SD 0.719 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 181    

Mean -0.25 -0.35    

SD 0.839 0.867    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.32 -0.37 0.05 (-0.06, 0.16) 0.351  

SEb 0.042 0.041    

95% CIb -0.40, -0.24 -0.45, -0.29    

Ls Meanc -0.31 -0.38 0.08 (-0.06, 0.21) 0.283  

SEc 0.064 0.064    

95% CIc -0.43, -0.18 -0.51, -0.26    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.32 0.25    

SD 0.684 0.603    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 151 153    

Mean -0.40 -0.51    

SD 0.850 1.014    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.17)     

Ls Meanb -0.50 -0.52 0.03 (-0.09, 0.14) 0.651  

SEb 0.043 0.042    

95% CIb -0.58, -0.41 -0.61, -0.44    

Ls Meanc -0.48 -0.52 0.04 (-0.09, 0.18) 0.511  

SEc 0.060 0.061    

95% CIc -0.60, -0.36 -0.64, -0.40    

 

  Day 15 Actual n 158 161    

Mean 0.18 0.13    

SD 0.536 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 45 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.51 -0.63    

SD 0.892 0.870    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.18)     

Ls Meanb -0.60 -0.63 0.03 (-0.09, 0.15) 0.653  

SEb 0.046 0.045    

95% CIb -0.69, -0.51 -0.72, -0.54    

Ls Meanc -0.58 -0.63 0.06 (-0.05, 0.17) 0.308  

SEc 0.051 0.051    

95% CIc -0.68, -0.48 -0.73, -0.53    

 

  Day 29 Actual n 132 129    

Mean 0.09 0.13    

SD 0.400 0.383    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 112 122    

Mean -0.58 -0.56    

SD 0.877 0.803    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.11)     

Ls Meanb -0.65 -0.62 -0.03 (-0.15, 0.09) 0.601  

SEb 0.046 0.045    

95% CIb -0.74, -0.56 -0.71, -0.53    

Ls Meanc -0.64 -0.61 -0.03 (-0.13, 0.07) 0.553  

SEc 0.047 0.048    

95% CIc -0.73, -0.55 -0.70, -0.51    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.12 -0.12 0.00 (-0.02, 0.01) 0.856  

 

  Baseline Actual n 184 196  0.119d  

Mean 0.19 0.09    

SD 0.574 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 202 215    

Mean 0.06 0.04    

SD 0.332 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 164 181    

Mean -0.11 -0.04    

SD 0.543 0.377    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.08 -0.10 0.02 (-0.02, 0.07) 0.365  

SEb 0.017 0.016    

95% CIb -0.11, -0.04 -0.13, -0.07    

Ls Meanc -0.08 -0.10 0.02 (-0.04, 0.08) 0.575  

SEc 0.028 0.028    

95% CIc -0.13, -0.02 -0.15, -0.04    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 185 182    

Mean 0.04 0.06    

SD 0.292 0.335    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 151 153    

Mean -0.11 -0.03    

SD 0.560 0.549    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.06)     

Ls Meanb -0.09 -0.07 -0.02 (-0.06, 0.03) 0.483  

SEb 0.018 0.017    

95% CIb -0.12, -0.06 -0.11, -0.04    

Ls Meanc -0.10 -0.07 -0.03 (-0.11, 0.05) 0.443  

SEc 0.034 0.035    

95% CIc -0.17, -0.04 -0.14, -0.01    

 

  Day 15 Actual n 158 161    

Mean 0.03 0.01    

SD 0.194 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 126 135    

Mean -0.17 -0.07    

SD 0.608 0.337    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.12 -0.13 0.01 (-0.04, 0.06) 0.753  

SEb 0.019 0.019    

95% CIb -0.16, -0.09 -0.17, -0.10    

Ls Meanc -0.12 -0.14 0.02 (-0.01, 0.06) 0.204  

SEc 0.017 0.017    

95% CIc -0.15, -0.09 -0.18, -0.11    

 

  Day 29 Actual n 132 129    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 112 122    

Mean -0.21 -0.08    

SD 0.632 0.354    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.16 -0.14 -0.01 (-0.07, 0.04) 0.607  

SEb 0.020 0.019    

95% CIb -0.19, -0.12 -0.18, -0.11    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Not Hispanic Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.01)     

Ls Meanb -0.76 -0.72 -0.05 (-0.10, 0.01) 0.081  

 

  Baseline Actual n 164 158    

Mean 1.00 0.85    

SD 1.108 0.963    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 197 188    

Mean 0.50 0.51    

SD 0.825 0.818    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 151 144    

Mean -0.47 -0.29    

SD 1.025 1.016    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.22, 0.02)     

Ls Meanb -0.48 -0.37 -0.10 (-0.23, 0.02) 0.110  

SEb 0.048 0.049    

95% CIb -0.57, -0.38 -0.47, -0.27    

Ls Meanc -0.49 -0.37 -0.12 (-0.29, 0.06) 0.195  

SEc 0.083 0.082    

95% CIc -0.65, -0.33 -0.53, -0.21    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 178    

Mean 0.27 0.27    

SD 0.669 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 130    

Mean -0.67 -0.60    

SD 1.081 0.937    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.07)     

Ls Meanb -0.70 -0.64 -0.06 (-0.19, 0.07) 0.389  

SEb 0.048 0.051    

95% CIb -0.79, -0.60 -0.74, -0.54    

Ls Meanc -0.70 -0.69 0.00 (-0.15, 0.15) 0.985  

SEc 0.069 0.070    

95% CIc -0.83, -0.56 -0.83, -0.56    

 

  Day 15 Actual n 180 163    

Mean 0.08 0.10    

SD 0.349 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.88 -0.71    

SD 1.065 0.962    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.88 -0.83 -0.05 (-0.19, 0.08) 0.438  

SEb 0.049 0.052    

95% CIb -0.98, -0.78 -0.93, -0.72    

Ls Meanc -0.85 -0.79 -0.06 (-0.14, 0.03) 0.204  

SEc 0.039 0.041    

95% CIc -0.93, -0.77 -0.87, -0.71    

 

  Day 29 Actual n 151 139    

Mean 0.11 0.07    

SD 0.419 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 121 104    

Mean -0.89 -0.79    

SD 1.146 0.972    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.85 -0.86 0.00 (-0.13, 0.14) 0.961  

SEb 0.051 0.053    

95% CIb -0.95, -0.75 -0.96, -0.75    

Ls Meanc -0.80 -0.85 0.05 (-0.05, 0.15) 0.309  

SEc 0.044 0.045    

95% CIc -0.88, -0.71 -0.94, -0.76    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.01, 0.04)     

Ls Meanb -0.69 -0.70 0.01 (-0.01, 0.04) 0.319  

 

  Baseline Actual n 164 158    

Mean 0.82 0.75    

SD 1.045 0.982    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 196 188    

Mean 0.31 0.32    

SD 0.664 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 150 144    

Mean -0.42 -0.44    

SD 0.922 0.906    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.42 -0.48 0.06 (-0.03, 0.15) 0.195  

SEb 0.033 0.034    

95% CIb -0.48, -0.35 -0.54, -0.41    

Ls Meanc -0.44 -0.49 0.04 (-0.10, 0.18) 0.536  

SEc 0.065 0.065    

95% CIc -0.57, -0.31 -0.61, -0.36    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.13 0.17    

SD 0.456 0.517    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 131    

Mean -0.64 -0.61    

SD 1.033 1.027    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.05)     

Ls Meanb -0.67 -0.63 -0.04 (-0.13, 0.06) 0.434  

SEb 0.034 0.035    

95% CIb -0.74, -0.60 -0.70, -0.56    

Ls Meanc -0.69 -0.68 -0.01 (-0.11, 0.10) 0.895  

SEc 0.050 0.050    

95% CIc -0.79, -0.59 -0.78, -0.58    

 

  Day 15 Actual n 180 163    

Mean 0.03 0.04    

SD 0.196 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.76 -0.69    

SD 1.033 1.009    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.76 -0.74 -0.02 (-0.12, 0.07) 0.634  

SEb 0.034 0.037    

95% CIb -0.83, -0.70 -0.81, -0.67    

Ls Meanc -0.75 -0.72 -0.03 (-0.10, 0.04) 0.355  

SEc 0.030 0.032    

95% CIc -0.81, -0.69 -0.78, -0.66    

 

  Day 29 Actual n 151 139    

Mean 0.03 0.01    

SD 0.198 0.085    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 121 104    

Mean -0.79 -0.74    

SD 1.087 0.995    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.77 -0.80 0.03 (-0.07, 0.13) 0.557  

SEb 0.036 0.038    

95% CIb -0.84, -0.70 -0.87, -0.72    

Ls Meanc -0.76 -0.79 0.02 (-0.02, 0.06) 0.228  

SEc 0.018 0.019    

95% CIc -0.80, -0.73 -0.82, -0.75    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.07)     

Ls Meanb -0.39 -0.40 0.01 (-0.03, 0.06) 0.546  

 

  Baseline Actual n 164 158    

Mean 0.69 0.51    

SD 0.917 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.45 0.41    

SD 0.745 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 144    

Mean -0.19 -0.12    

SD 0.781 0.743    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.20)     

Ls Meanb -0.14 -0.20 0.06 (-0.05, 0.17) 0.258  

SEb 0.041 0.042    

95% CIb -0.22, -0.06 -0.28, -0.12    

Ls Meanc -0.17 -0.17 0.01 (-0.13, 0.15) 0.905  

SEc 0.067 0.067    

95% CIc -0.30, -0.03 -0.31, -0.04    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.35 0.31    

SD 0.652 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 147 131    

Mean -0.24 -0.23    

SD 0.830 0.800    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.22)     

Ls Meanb -0.22 -0.30 0.08 (-0.03, 0.19) 0.167  

SEb 0.041 0.043    

95% CIb -0.30, -0.14 -0.38, -0.21    

Ls Meanc -0.23 -0.32 0.09 (-0.05, 0.22) 0.209  

SEc 0.062 0.064    

95% CIc -0.36, -0.11 -0.44, -0.19    

 

  Day 15 Actual n 180 163    

Mean 0.12 0.09    

SD 0.385 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.45 -0.42    

SD 0.804 0.851    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.45 -0.50 0.05 (-0.06, 0.16) 0.386  

SEb 0.042 0.044    

95% CIb -0.53, -0.36 -0.58, -0.41    

Ls Meanc -0.44 -0.50 0.06 (-0.03, 0.14) 0.175  

SEc 0.037 0.039    

95% CIc -0.51, -0.37 -0.58, -0.42    

 

  Day 29 Actual n 151 139    

Mean 0.08 0.10    

SD 0.317 0.367    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 104    

Mean -0.48 -0.38    

SD 0.886 0.874    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.13)     

Ls Meanb -0.51 -0.50 -0.01 (-0.12, 0.11) 0.918  

SEb 0.043 0.045    

95% CIb -0.59, -0.42 -0.59, -0.41    

Ls Meanc -0.43 -0.44 0.01 (-0.08, 0.09) 0.832  

SEc 0.039 0.041    

95% CIc -0.51, -0.35 -0.52, -0.36    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.04 (-0.12, 0.03)     

Ls Meanb -0.70 -0.66 -0.04 (-0.10, 0.02) 0.239  

 

  Baseline Actual n 164 158    

Mean 1.12 1.15    

SD 0.878 0.772    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 1.01 1.03    

SD 0.845 0.833    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 151 144    

Mean -0.11 -0.10    

SD 0.659 0.787    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.21, 0.13)     

Ls Meanb -0.15 -0.12 -0.03 (-0.17, 0.11) 0.639  

SEb 0.053 0.054    

95% CIb -0.26, -0.05 -0.23, -0.01    

Ls Meanc -0.13 -0.09 -0.03 (-0.19, 0.12) 0.655  

SEc 0.072 0.071    

95% CIc -0.27, 0.01 -0.23, 0.05    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.76 0.88    

SD 0.801 0.852    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 147 131    

Mean -0.34 -0.28    

SD 0.789 0.844    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.31, 0.03)     

Ls Meanb -0.39 -0.27 -0.11 (-0.26, 0.03) 0.115  

SEb 0.053 0.055    

95% CIb -0.49, -0.28 -0.38, -0.16    

Ls Meanc -0.36 -0.30 -0.06 (-0.23, 0.10) 0.451  

SEc 0.078 0.079    

95% CIc -0.51, -0.21 -0.45, -0.14    

 

  Day 15 Actual n 180 163    

Mean 0.28 0.31    

SD 0.552 0.572    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.81 -0.82    

SD 0.862 0.883    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.23, 0.12)     

Ls Meanb -0.86 -0.82 -0.04 (-0.19, 0.10) 0.560  

SEb 0.054 0.057    

95% CIb -0.97, -0.76 -0.93, -0.71    

Ls Meanc -0.86 -0.82 -0.04 (-0.17, 0.09) 0.577  

SEc 0.060 0.063    

95% CIc -0.98, -0.74 -0.94, -0.70    

 

  Day 29 Actual n 151 139    

Mean 0.19 0.17    

SD 0.458 0.449    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 104    

Mean -0.94 -0.95    

SD 0.869 0.896    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.10, 0.26)     

Ls Meanb -0.94 -1.00 0.06 (-0.09, 0.21) 0.410  

SEb 0.055 0.058    

95% CIb -1.05, -0.83 -1.11, -0.89    

Ls Meanc -0.97 -1.02 0.05 (-0.06, 0.17) 0.363  

SEc 0.054 0.056    

95% CIc -1.08, -0.86 -1.13, -0.91    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.23 -0.22 -0.01 (-0.03, 0.02) 0.563  

 

  Baseline Actual n 164 158    

Mean 0.30 0.31    

SD 0.675 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 196 188    

Mean 0.22 0.26    

SD 0.553 0.586    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 150 144    

Mean -0.05 -0.03    

SD 0.600 0.806    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.06 -0.03 -0.03 (-0.11, 0.05) 0.424  

SEb 0.029 0.030    

95% CIb -0.12, 0.00 -0.09, 0.03    

Ls Meanc -0.11 -0.05 -0.05 (-0.18, 0.07) 0.400  

SEc 0.058 0.058    

95% CIc -0.22, 0.01 -0.17, 0.06    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.11 0.12    

SD 0.435 0.419    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 131    

Mean -0.17 -0.21    

SD 0.623 0.656    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.16)     

Ls Meanb -0.19 -0.21 0.02 (-0.06, 0.10) 0.565  

SEb 0.030 0.031    

95% CIb -0.24, -0.13 -0.27, -0.15    

Ls Meanc -0.19 -0.22 0.03 (-0.06, 0.12) 0.476  

SEc 0.042 0.042    

95% CIc -0.27, -0.10 -0.30, -0.14    

 

  Day 15 Actual n 180 163    

Mean 0.03 0.05    

SD 0.209 0.244    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.26 -0.21    

SD 0.653 0.677    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.08)     

Ls Meanb -0.27 -0.24 -0.03 (-0.11, 0.05) 0.498  

SEb 0.030 0.032    

95% CIb -0.33, -0.21 -0.30, -0.18    

Ls Meanc -0.27 -0.25 -0.02 (-0.08, 0.05) 0.593  

SEc 0.028 0.030    

95% CIc -0.32, -0.21 -0.31, -0.19    

 

  Day 29 Actual n 151 139    

Mean 0.02 0.03    

SD 0.181 0.168    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 121 104    

Mean -0.28 -0.24    

SD 0.635 0.599    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.29 -0.26 -0.03 (-0.12, 0.05) 0.435  

SEb 0.031 0.033    

95% CIb -0.35, -0.23 -0.32, -0.19    

Ls Meanc -0.26 -0.25 -0.01 (-0.05, 0.04) 0.737  

SEc 0.021 0.022    

95% CIc -0.30, -0.22 -0.29, -0.21    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.05 (-0.02, 0.12)     

Ls Meanb -0.15 -0.18 0.04 (-0.01, 0.09) 0.159  

 

  Baseline Actual n 164 158    

Mean 0.34 0.32    

SD 0.762 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.25 0.21    

SD 0.610 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 151 144    

Mean -0.03 -0.09    

SD 0.748 0.678    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.24)     

Ls Meanb -0.05 -0.12 0.07 (-0.04, 0.18) 0.239  

SEb 0.042 0.043    

95% CIb -0.14, 0.03 -0.20, -0.04    

Ls Meanc -0.06 -0.12 0.06 (-0.06, 0.19) 0.317  

SEc 0.060 0.059    

95% CIc -0.18, 0.06 -0.24, -0.01    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.22 0.25    

SD 0.641 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 147 131    

Mean -0.07 0.00    

SD 0.820 0.894    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.09)     

Ls Meanb -0.09 -0.05 -0.04 (-0.15, 0.07) 0.448  

SEb 0.042 0.044    

95% CIb -0.17, -0.01 -0.13, 0.04    

Ls Meanc -0.07 -0.04 -0.03 (-0.19, 0.12) 0.696  

SEc 0.071 0.073    

95% CIc -0.21, 0.07 -0.18, 0.11    

 

  Day 15 Actual n 180 163    

Mean 0.07 0.13    

SD 0.351 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.12 -0.16    

SD 0.687 0.691    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.19)     

Ls Meanb -0.17 -0.20 0.03 (-0.09, 0.14) 0.653  

SEb 0.043 0.045    

95% CIb -0.26, -0.09 -0.29, -0.11    

Ls Meanc -0.18 -0.17 -0.01 (-0.11, 0.10) 0.886  

SEc 0.047 0.049    

95% CIc -0.27, -0.09 -0.27, -0.07    

 

  Day 29 Actual n 151 139    

Mean 0.05 0.03    

SD 0.301 0.207    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 104    

Mean -0.21 -0.25    

SD 0.795 0.693    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.25)     

Ls Meanb -0.22 -0.28 0.06 (-0.05, 0.18) 0.275  

SEb 0.043 0.045    

95% CIb -0.30, -0.13 -0.37, -0.19    

Ls Meanc -0.22 -0.27 0.06 (-0.01, 0.12) 0.096  

SEc 0.031 0.032    

95% CIc -0.28, -0.16 -0.34, -0.21    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.05)     

Ls Meanb -0.94 -0.92 -0.03 (-0.10, 0.05) 0.480  

 

  Baseline Actual n 164 158    

Mean 1.49 1.39    

SD 1.082 1.002    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 1.10 1.11    

SD 1.025 1.004    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 151 144    

Mean -0.27 -0.22    

SD 0.930 1.012    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.19)     

Ls Meanb -0.31 -0.35 0.03 (-0.14, 0.20) 0.708  

SEb 0.064 0.066    

95% CIb -0.44, -0.19 -0.48, -0.22    

Ls Meanc -0.31 -0.32 0.01 (-0.19, 0.20) 0.931  

SEc 0.091 0.091    

95% CIc -0.49, -0.13 -0.50, -0.14    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 68 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.77 0.88    

SD 0.930 0.985    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 4.00    

 

   Change n 147 131    

Mean -0.57 -0.47    

SD 1.047 1.025    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.29, 0.04)     

Ls Meanb -0.68 -0.55 -0.13 (-0.30, 0.05) 0.150  

SEb 0.065 0.068    

95% CIb -0.81, -0.56 -0.69, -0.42    

Ls Meanc -0.71 -0.65 -0.05 (-0.25, 0.15) 0.616  

SEc 0.092 0.093    

95% CIc -0.89, -0.52 -0.84, -0.47    

 

  Day 15 Actual n 180 163    

Mean 0.33 0.33    

SD 0.634 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -1.06 -1.03    

SD 1.143 1.004    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -1.12 -1.15 0.03 (-0.15, 0.20) 0.782  

SEb 0.066 0.070    

95% CIb -1.25, -0.99 -1.28, -1.01    

Ls Meanc -1.11 -1.14 0.02 (-0.13, 0.17) 0.783  

SEc 0.068 0.072    

95% CIc -1.25, -0.98 -1.28, -0.99    

 

  Day 29 Actual n 151 139    

Mean 0.26 0.27    

SD 0.574 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 104    

Mean -1.14 -1.16    

SD 1.128 1.080    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.13, 0.22)     

Ls Meanb -1.17 -1.22 0.05 (-0.13, 0.23) 0.595  

SEb 0.067 0.071    

95% CIb -1.30, -1.04 -1.36, -1.08    

Ls Meanc -1.19 -1.23 0.04 (-0.11, 0.19) 0.588  

SEc 0.067 0.069    

95% CIc -1.32, -1.05 -1.36, -1.09    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.01)     

Ls Meanb -0.79 -0.75 -0.04 (-0.08, 0.01) 0.107  

 

  Baseline Actual n 164 158    

Mean 1.04 0.99    

SD 1.002 0.990    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 197 188    

Mean 0.50 0.60    

SD 0.773 0.818    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 144    

Mean -0.52 -0.40    

SD 0.930 0.984    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.05)     

Ls Meanb -0.52 -0.45 -0.07 (-0.20, 0.05) 0.253  

SEb 0.046 0.048    

95% CIb -0.61, -0.43 -0.54, -0.35    

Ls Meanc -0.63 -0.53 -0.10 (-0.26, 0.06) 0.235  

SEc 0.077 0.076    

95% CIc -0.78, -0.48 -0.68, -0.38    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.40 0.40    

SD 0.768 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 131    

Mean -0.59 -0.59    

SD 1.091 1.007    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.14)     

Ls Meanb -0.60 -0.62 0.02 (-0.11, 0.14) 0.804  

SEb 0.047 0.049    

95% CIb -0.69, -0.51 -0.71, -0.52    

Ls Meanc -0.64 -0.70 0.07 (-0.10, 0.23) 0.422  

SEc 0.075 0.076    

95% CIc -0.78, -0.49 -0.85, -0.55    

 

  Day 15 Actual n 180 163    

Mean 0.12 0.19    

SD 0.385 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.91 -0.71    

SD 0.969 0.925    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.04)     

Ls Meanb -0.91 -0.82 -0.09 (-0.22, 0.04) 0.192  

SEb 0.048 0.051    

95% CIb -1.00, -0.81 -0.92, -0.72    

Ls Meanc -0.88 -0.76 -0.12 (-0.22, -0.03) 0.012  

SEc 0.042 0.045    

95% CIc -0.96, -0.79 -0.84, -0.67    

 

  Day 29 Actual n 151 139    

Mean 0.07 0.09    

SD 0.250 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 121 104    

Mean -0.98 -0.87    

SD 1.028 0.956    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.08)     

Ls Meanb -0.98 -0.93 -0.06 (-0.19, 0.08) 0.425  

SEb 0.049 0.052    

95% CIb -1.08, -0.89 -1.03, -0.82    

Ls Meanc -0.95 -0.92 -0.03 (-0.11, 0.05) 0.424  

SEc 0.035 0.036    

95% CIc -1.02, -0.88 -0.99, -0.85    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.07 (-0.12, -0.02)     

Ls Meanb -0.81 -0.74 -0.07 (-0.13, -0.02) 0.009  

 

  Baseline Actual n 164 158    

Mean 0.99 0.99    

SD 1.080 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 197 188    

Mean 0.45 0.54    

SD 0.738 0.823    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 144    

Mean -0.51 -0.44    

SD 0.951 0.959    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.23, 0.02)     

Ls Meanb -0.55 -0.44 -0.11 (-0.24, 0.02) 0.105  

SEb 0.049 0.050    

95% CIb -0.64, -0.45 -0.54, -0.34    

Ls Meanc -0.56 -0.46 -0.10 (-0.26, 0.06) 0.218  

SEc 0.075 0.075    

95% CIc -0.71, -0.42 -0.61, -0.32    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.29 0.34    

SD 0.678 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 131    

Mean -0.59 -0.69    

SD 0.998 0.968    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.68 -0.68 0.00 (-0.13, 0.13) 0.987  

SEb 0.049 0.051    

95% CIb -0.77, -0.58 -0.78, -0.58    

Ls Meanc -0.66 -0.72 0.06 (-0.09, 0.21) 0.448  

SEc 0.068 0.069    

95% CIc -0.79, -0.52 -0.85, -0.58    

 

  Day 15 Actual n 180 163    

Mean 0.09 0.18    

SD 0.362 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.86 -0.80    

SD 1.023 1.106    

Min -3.00 -4.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.04)     

Ls Meanb -0.91 -0.82 -0.09 (-0.23, 0.04) 0.191  

SEb 0.050 0.053    

95% CIb -1.01, -0.81 -0.92, -0.72    

Ls Meanc -0.87 -0.76 -0.10 (-0.21, 0.00) 0.057  

SEc 0.048 0.051    

95% CIc -0.96, -0.77 -0.86, -0.66    

 

  Day 29 Actual n 151 139    

Mean 0.08 0.14    

SD 0.337 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 104    

Mean -0.88 -0.82    

SD 1.061 1.050    

Min -3.00 -4.00    

Median 0.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.03)     

Ls Meanb -0.94 -0.83 -0.11 (-0.25, 0.03) 0.128  

SEb 0.051 0.054    

95% CIb -1.04, -0.84 -0.94, -0.73    

Ls Meanc -0.88 -0.79 -0.09 (-0.20, 0.02) 0.105  

SEc 0.050 0.051    

95% CIc -0.98, -0.78 -0.89, -0.69    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.01)     

Ls Meanb -0.28 -0.26 -0.02 (-0.05, 0.01) 0.211  

 

  Baseline Actual n 164 158    

Mean 0.35 0.35    

SD 0.741 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.21 0.23    

SD 0.610 0.593    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 144    

Mean -0.09 -0.13    

SD 0.667 0.613    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.11 -0.14 0.03 (-0.05, 0.10) 0.498  

SEb 0.028 0.029    

95% CIb -0.17, -0.06 -0.20, -0.08    

Ls Meanc -0.15 -0.17 0.02 (-0.10, 0.14) 0.717  

SEc 0.056 0.056    

95% CIc -0.26, -0.03 -0.28, -0.06    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.15 0.17    

SD 0.454 0.514    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 131    

Mean -0.14 -0.21    

SD 0.641 0.641    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.18 -0.19 0.01 (-0.07, 0.08) 0.862  

SEb 0.029 0.030    

95% CIb -0.24, -0.13 -0.25, -0.13    

Ls Meanc -0.20 -0.25 0.05 (-0.05, 0.15) 0.304  

SEc 0.046 0.047    

95% CIc -0.29, -0.11 -0.34, -0.16    

 

  Day 15 Actual n 180 163    

Mean 0.01 0.05    

SD 0.075 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.30 -0.31    

SD 0.679 0.606    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.09)     

Ls Meanb -0.33 -0.32 -0.02 (-0.10, 0.06) 0.689  

SEb 0.029 0.031    

95% CIb -0.39, -0.28 -0.38, -0.26    

Ls Meanc -0.33 -0.30 -0.02 (-0.07, 0.02) 0.323  

SEc 0.022 0.023    

95% CIc -0.37, -0.28 -0.35, -0.26    

 

  Day 29 Actual n 151 139    

Mean 0.01 0.03    

SD 0.081 0.268    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 121 104    

Mean -0.35 -0.29    

SD 0.771 0.618    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.07)     

Ls Meanb -0.34 -0.31 -0.03 (-0.12, 0.05) 0.440  

SEb 0.030 0.032    

95% CIb -0.40, -0.28 -0.37, -0.24    

Ls Meanc -0.35 -0.31 -0.03 (-0.09, 0.02) 0.257  

SEc 0.026 0.027    

95% CIc -0.40, -0.30 -0.37, -0.26    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.03)     

Ls Meanb -0.39 -0.36 -0.03 (-0.10, 0.03) 0.341  

 

  Baseline Actual n 164 158    

Mean 0.60 0.60    

SD 0.970 0.951    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.47 0.57    

SD 0.836 0.931    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 144    

Mean -0.14 -0.05    

SD 0.924 0.999    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.07)     

Ls Meanb -0.14 -0.07 -0.07 (-0.20, 0.06) 0.298  

SEb 0.051 0.052    

95% CIb -0.24, -0.04 -0.17, 0.03    

Ls Meanc -0.23 -0.12 -0.10 (-0.28, 0.07) 0.243  

SEc 0.082 0.081    

95% CIc -0.39, -0.07 -0.28, 0.04    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.38 0.46    

SD 0.765 0.849    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 131    

Mean -0.20 -0.18    

SD 1.033 0.983    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.11)     

Ls Meanb -0.23 -0.20 -0.03 (-0.17, 0.10) 0.633  

SEb 0.051 0.053    

95% CIb -0.33, -0.13 -0.30, -0.09    

Ls Meanc -0.27 -0.20 -0.07 (-0.24, 0.10) 0.431  

SEc 0.078 0.079    

95% CIc -0.43, -0.12 -0.36, -0.05    

 

  Day 15 Actual n 180 163    

Mean 0.16 0.15    

SD 0.516 0.479    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.41 -0.43    

SD 0.920 1.042    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.47 -0.44 -0.03 (-0.16, 0.11) 0.712  

SEb 0.052 0.055    

95% CIb -0.57, -0.37 -0.55, -0.34    

Ls Meanc -0.44 -0.42 -0.02 (-0.14, 0.09) 0.694  

SEc 0.053 0.056    

95% CIc -0.54, -0.34 -0.53, -0.31    

 

  Day 29 Actual n 151 139    

Mean 0.11 0.09    

SD 0.470 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 121 104    

Mean -0.42 -0.42    

SD 0.883 1.049    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.49 -0.48 0.00 (-0.14, 0.14) 0.996  

SEb 0.053 0.055    

95% CIb -0.59, -0.38 -0.59, -0.38    

Ls Meanc -0.48 -0.45 -0.03 (-0.13, 0.08) 0.610  

SEc 0.048 0.050    

95% CIc -0.57, -0.38 -0.55, -0.35    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.01 (-0.07, 0.05)     

Ls Meanb -0.36 -0.35 -0.01 (-0.07, 0.05) 0.795  

 

  Baseline Actual n 164 158    

Mean 0.57 0.59    

SD 0.934 0.965    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 197 188    

Mean 0.40 0.49    

SD 0.760 0.874    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 144    

Mean -0.14 -0.12    

SD 0.740 0.986    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.09)     

Ls Meanb -0.13 -0.08 -0.04 (-0.17, 0.08) 0.496  

SEb 0.048 0.049    

95% CIb -0.22, -0.03 -0.18, 0.01    

Ls Meanc -0.18 -0.11 -0.06 (-0.22, 0.10) 0.433  

SEc 0.074 0.074    

95% CIc -0.32, -0.03 -0.26, 0.03    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.37 0.42    

SD 0.778 0.826    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 131    

Mean -0.16 -0.24    

SD 1.014 1.029    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.12)     

Ls Meanb -0.17 -0.15 -0.01 (-0.14, 0.11) 0.836  

SEb 0.048 0.050    

95% CIb -0.26, -0.07 -0.25, -0.06    

Ls Meanc -0.23 -0.23 0.00 (-0.17, 0.17) 0.986  

SEc 0.078 0.079    

95% CIc -0.38, -0.07 -0.38, -0.07    

 

  Day 15 Actual n 180 163    

Mean 0.15 0.11    

SD 0.523 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.39 -0.47    

SD 0.918 1.099    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.42 -0.44 0.02 (-0.11, 0.15) 0.714  

SEb 0.049 0.051    

95% CIb -0.51, -0.32 -0.54, -0.34    

Ls Meanc -0.40 -0.41 0.02 (-0.10, 0.13) 0.774  

SEc 0.051 0.053    

95% CIc -0.50, -0.30 -0.52, -0.31    

 

  Day 29 Actual n 151 139    

Mean 0.08 0.06    

SD 0.392 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 121 104    

Mean -0.43 -0.43    

SD 0.893 1.041    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.11)     

Ls Meanb -0.47 -0.44 -0.02 (-0.15, 0.11) 0.737  

SEb 0.049 0.052    

95% CIb -0.56, -0.37 -0.54, -0.34    

Ls Meanc -0.48 -0.45 -0.02 (-0.12, 0.07) 0.604  

SEc 0.042 0.044    

95% CIc -0.56, -0.39 -0.54, -0.37    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.34 -0.36 0.02 (-0.02, 0.06) 0.262  

 

  Baseline Actual n 163 158    

Mean 0.55 0.49    

SD 0.739 0.729    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.44 0.36    

SD 0.679 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 150 144    

Mean -0.11 -0.17    

SD 0.738 0.651    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (0.00, 0.26)     

Ls Meanb -0.08 -0.18 0.10 (0.00, 0.19) 0.045  

SEb 0.035 0.036    

95% CIb -0.15, -0.01 -0.25, -0.11    

Ls Meanc -0.16 -0.23 0.07 (-0.06, 0.20) 0.271  

SEc 0.060 0.060    

95% CIc -0.28, -0.04 -0.35, -0.11    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.28 0.24    

SD 0.569 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 146 131    

Mean -0.24 -0.27    

SD 0.717 0.742    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.24 -0.28 0.04 (-0.06, 0.13) 0.463  

SEb 0.036 0.037    

95% CIb -0.31, -0.18 -0.35, -0.21    

Ls Meanc -0.25 -0.30 0.05 (-0.07, 0.17) 0.387  

SEc 0.055 0.056    

95% CIc -0.36, -0.14 -0.41, -0.19    

 

  Day 15 Actual n 180 163    

Mean 0.14 0.11    

SD 0.363 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 136 118    

Mean -0.39 -0.41    

SD 0.722 0.731    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.18)     

Ls Meanb -0.36 -0.40 0.03 (-0.07, 0.13) 0.529  

SEb 0.036 0.038    

95% CIb -0.44, -0.29 -0.47, -0.32    

Ls Meanc -0.38 -0.41 0.03 (-0.06, 0.11) 0.514  

SEc 0.038 0.040    

95% CIc -0.46, -0.31 -0.49, -0.33    

 

  Day 29 Actual n 151 139    

Mean 0.11 0.10    

SD 0.392 0.367    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 120 104    

Mean -0.40 -0.40    

SD 0.749 0.676    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.17)     

Ls Meanb -0.41 -0.44 0.02 (-0.08, 0.13) 0.652  

SEb 0.037 0.039    

95% CIb -0.49, -0.34 -0.51, -0.36    

Ls Meanc -0.35 -0.37 0.02 (-0.06, 0.10) 0.617  

SEc 0.037 0.038    

95% CIc -0.43, -0.28 -0.45, -0.30    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.06 (-0.01, 0.14)     

Ls Meanb -0.23 -0.29 0.05 (-0.01, 0.11) 0.079  

 

  Baseline Actual n 164 158    

Mean 0.50 0.45    

SD 0.825 0.786    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.36 0.28    

SD 0.719 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 144    

Mean -0.10 -0.14    

SD 0.671 0.696    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.25)     

Ls Meanb -0.10 -0.17 0.08 (-0.05, 0.20) 0.224  

SEb 0.047 0.048    

95% CIb -0.19, -0.01 -0.27, -0.08    

Ls Meanc -0.10 -0.16 0.06 (-0.07, 0.19) 0.360  

SEc 0.062 0.062    

95% CIc -0.22, 0.02 -0.28, -0.04    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.30 0.32    

SD 0.719 0.700    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 147 131    

Mean -0.14 -0.08    

SD 0.816 0.886    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.13)     

Ls Meanb -0.16 -0.14 -0.02 (-0.15, 0.10) 0.730  

SEb 0.047 0.049    

95% CIb -0.25, -0.07 -0.23, -0.04    

Ls Meanc -0.14 -0.13 -0.01 (-0.17, 0.15) 0.918  

SEc 0.075 0.076    

95% CIc -0.29, 0.00 -0.29, 0.02    

 

  Day 15 Actual n 180 163    

Mean 0.16 0.10    

SD 0.475 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.21 -0.30    

SD 0.826 0.809    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.04, 0.28)     

Ls Meanb -0.25 -0.35 0.10 (-0.03, 0.23) 0.137  

SEb 0.048 0.051    

95% CIb -0.35, -0.16 -0.45, -0.25    

Ls Meanc -0.25 -0.33 0.08 (-0.03, 0.20) 0.156  

SEc 0.052 0.055    

95% CIc -0.35, -0.14 -0.44, -0.22    

 

  Day 29 Actual n 151 139    

Mean 0.12 0.09    

SD 0.399 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 104    

Mean -0.30 -0.36    

SD 0.853 0.762    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.06, 0.27)     

Ls Meanb -0.30 -0.39 0.09 (-0.05, 0.22) 0.201  

SEb 0.049 0.051    

95% CIb -0.40, -0.21 -0.49, -0.29    

Ls Meanc -0.32 -0.38 0.06 (-0.04, 0.16) 0.220  

SEc 0.045 0.047    

95% CIc -0.40, -0.23 -0.47, -0.28    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.41 -0.42 0.01 (-0.02, 0.03) 0.588  

 

  Baseline Actual n 163 158    

Mean 0.50 0.49    

SD 0.789 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.28 0.26    

SD 0.613 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 150 144    

Mean -0.16 -0.30    

SD 0.769 0.730    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.01, 0.21)     

Ls Meanb -0.20 -0.29 0.09 (0.01, 0.16) 0.034  

SEb 0.029 0.030    

95% CIb -0.26, -0.14 -0.34, -0.23    

Ls Meanc -0.20 -0.29 0.09 (-0.03, 0.21) 0.142  

SEc 0.057 0.057    

95% CIc -0.31, -0.09 -0.40, -0.18    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.15 0.14    

SD 0.478 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 146 131    

Mean -0.32 -0.37    

SD 0.787 0.736    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.34 -0.36 0.02 (-0.06, 0.10) 0.668  

SEb 0.029 0.031    

95% CIb -0.40, -0.29 -0.42, -0.30    

Ls Meanc -0.36 -0.39 0.02 (-0.08, 0.13) 0.653  

SEc 0.047 0.048    

95% CIc -0.46, -0.27 -0.48, -0.29    

 

  Day 15 Actual n 180 163    

Mean 0.04 0.04    

SD 0.194 0.232    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 136 118    

Mean -0.43 -0.46    

SD 0.804 0.802    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.45 -0.46 0.01 (-0.07, 0.10) 0.759  

SEb 0.030 0.032    

95% CIb -0.51, -0.39 -0.53, -0.40    

Ls Meanc -0.44 -0.43 -0.01 (-0.07, 0.05) 0.771  

SEc 0.026 0.027    

95% CIc -0.49, -0.39 -0.49, -0.38    

 

  Day 29 Actual n 151 139    

Mean 0.01 0.07    

SD 0.115 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 120 104    

Mean -0.47 -0.45    

SD 0.788 0.799    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.04)     

Ls Meanb -0.50 -0.45 -0.06 (-0.14, 0.03) 0.207  

SEb 0.031 0.033    

95% CIb -0.57, -0.44 -0.51, -0.38    

Ls Meanc -0.47 -0.44 -0.03 (-0.08, 0.01) 0.168  

SEc 0.021 0.022    

95% CIc -0.51, -0.43 -0.48, -0.40    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.04, 0.01)     

Ls Meanb -0.07 -0.07 -0.01 (-0.02, 0.00) 0.146  

 

  Baseline Actual n 164 158    

Mean 0.09 0.08    

SD 0.480 0.374    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 197 188    

Mean 0.04 0.04    

SD 0.244 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 151 144    

Mean -0.05 -0.02    

SD 0.444 0.344    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.06)     

Ls Meanb -0.03 -0.03 -0.01 (-0.04, 0.03) 0.606  

SEb 0.013 0.013    

95% CIb -0.06, -0.01 -0.05, 0.00    

Ls Meanc -0.06 -0.05 -0.02 (-0.08, 0.04) 0.565  

SEc 0.028 0.028    

95% CIc -0.12, -0.01 -0.10, 0.01    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 184 179    

Mean 0.02 0.00    

SD 0.127 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 147 131    

Mean -0.08 -0.05    

SD 0.530 0.274    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.07, 0.09)     

Ls Meanb -0.06 -0.07 0.01 (-0.03, 0.04) 0.776  

SEb 0.013 0.013    

95% CIb -0.09, -0.04 -0.09, -0.04    

Ls Meanc -0.06 -0.08 0.02 (0.00, 0.05) 0.102  

SEc 0.011 0.011    

95% CIc -0.08, -0.04 -0.10, -0.06    

 

  Day 15 Actual n 180 163    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 96 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 137 118    

Mean -0.11 -0.05    

SD 0.524 0.288    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.08)     

Ls Meanb -0.08 -0.08 0.00 (-0.04, 0.03) 0.845  

SEb 0.013 0.014    

95% CIb -0.11, -0.06 -0.11, -0.05    

Ls Meanc -0.08 -0.08 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.08, -0.08 -0.08, -0.08    

 

  Day 29 Actual n 151 139    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 121 104    

Mean -0.12 -0.06    

SD 0.556 0.306    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.10)     

Ls Meanb -0.08 -0.09 0.00 (-0.04, 0.04) 0.881  

SEb 0.014 0.015    

95% CIb -0.11, -0.06 -0.11, -0.06    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Europe Body Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.11, -0.01)     

Ls Meanb -0.70 -0.64 -0.06 (-0.11, -0.01) 0.028  

 

  Baseline Actual n 119 127  <.001d  

Mean 0.94 0.69    

SD 1.137 0.859    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 169    

Mean 0.47 0.50    

SD 0.794 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.50 -0.21    

SD 0.999 0.899    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.28, -0.02)     

Ls Meanb -0.46 -0.31 -0.15 (-0.29, -0.02) 0.021  

SEb 0.050 0.049    

95% CIb -0.56, -0.37 -0.41, -0.21    

Ls Meanc -0.49 -0.32 -0.17 (-0.36, 0.01) 0.062  

SEc 0.084 0.081    

95% CIc -0.65, -0.32 -0.48, -0.16    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.34 0.27    

SD 0.714 0.633    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 107 105    

Mean -0.61 -0.45    

SD 1.079 0.820    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.07)     

Ls Meanb -0.60 -0.53 -0.06 (-0.20, 0.07) 0.345  

SEb 0.050 0.050    

95% CIb -0.70, -0.50 -0.63, -0.43    

Ls Meanc -0.60 -0.57 -0.03 (-0.19, 0.13) 0.677  

SEc 0.074 0.072    

95% CIc -0.75, -0.46 -0.71, -0.42    

 

  Day 15 Actual n 156 150    

Mean 0.12 0.09    

SD 0.424 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.84 -0.59    

SD 1.107 0.813    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.21, 0.06)     

Ls Meanb -0.81 -0.74 -0.08 (-0.21, 0.06) 0.277  

SEb 0.051 0.052    

95% CIb -0.91, -0.71 -0.84, -0.64    

Ls Meanc -0.75 -0.71 -0.03 (-0.13, 0.06) 0.452  

SEc 0.040 0.041    

95% CIc -0.83, -0.67 -0.80, -0.63    

 

  Day 29 Actual n 114 120    

Mean 0.07 0.04    

SD 0.345 0.239    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 84    

Mean -0.87 -0.63    

SD 1.102 0.833    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.08)     

Ls Meanb -0.81 -0.75 -0.06 (-0.21, 0.08) 0.391  

SEb 0.054 0.053    

95% CIb -0.92, -0.71 -0.85, -0.65    

Ls Meanc -0.74 -0.74 0.00 (-0.09, 0.10) 0.924  

SEc 0.042 0.041    

95% CIc -0.82, -0.66 -0.83, -0.66    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.03 (0.00, 0.05)     

Ls Meanb -0.69 -0.72 0.03 (0.00, 0.05) 0.081  

 

  Baseline Actual n 119 127  0.005d  

Mean 0.83 0.72    

SD 1.060 0.965    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 163 169    

Mean 0.33 0.28    

SD 0.666 0.589    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 110 116    

Mean -0.41 -0.45    

SD 0.932 0.838    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.12 (0.02, 0.21)     

Ls Meanb -0.39 -0.51 0.12 (0.03, 0.22) 0.013  

SEb 0.036 0.035    

95% CIb -0.46, -0.32 -0.58, -0.44    

Ls Meanc -0.42 -0.51 0.10 (-0.05, 0.25) 0.209  

SEc 0.070 0.068    

95% CIc -0.55, -0.28 -0.65, -0.38    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.14 0.13    

SD 0.462 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 107 105    

Mean -0.64 -0.67    

SD 1.050 1.016    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.13)     

Ls Meanb -0.65 -0.69 0.03 (-0.06, 0.13) 0.489  

SEb 0.036 0.036    

95% CIb -0.72, -0.58 -0.76, -0.62    

Ls Meanc -0.68 -0.73 0.05 (-0.07, 0.16) 0.428  

SEc 0.054 0.053    

95% CIc -0.79, -0.58 -0.83, -0.63    

 

  Day 15 Actual n 156 150    

Mean 0.03 0.02    

SD 0.210 0.182    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.78 -0.71    

SD 1.061 1.010    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.78 -0.77 0.00 (-0.10, 0.10) 0.939  

SEb 0.037 0.038    

95% CIb -0.85, -0.70 -0.85, -0.70    

Ls Meanc -0.76 -0.76 0.01 (-0.05, 0.06) 0.847  

SEc 0.026 0.027    

95% CIc -0.81, -0.71 -0.82, -0.71    

 

  Day 29 Actual n 114 120    

Mean 0.04 0.01    

SD 0.228 0.091    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 83 84    

Mean -0.81 -0.71    

SD 1.120 0.976    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.76 -0.79 0.04 (-0.07, 0.14) 0.523  

SEb 0.040 0.040    

95% CIb -0.84, -0.68 -0.87, -0.72    

Ls Meanc -0.75 -0.79 0.04 (-0.02, 0.09) 0.186  

SEc 0.024 0.024    

95% CIc -0.80, -0.70 -0.83, -0.74    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.05)     

Ls Meanb -0.32 -0.32 -0.01 (-0.05, 0.04) 0.784  

 

  Baseline Actual n 119 127  <.001d  

Mean 0.57 0.36    

SD 0.859 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 169    

Mean 0.37 0.36    

SD 0.684 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.16 -0.08    

SD 0.720 0.621    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.11 -0.17 0.06 (-0.04, 0.17) 0.240  

SEb 0.040 0.039    

95% CIb -0.18, -0.03 -0.25, -0.09    

Ls Meanc -0.13 -0.14 0.00 (-0.14, 0.15) 0.974  

SEc 0.067 0.065    

95% CIc -0.27, 0.00 -0.27, -0.01    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.27 0.25    

SD 0.562 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 107 105    

Mean -0.21 -0.16    

SD 0.786 0.652    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.19 -0.24 0.06 (-0.05, 0.16) 0.311  

SEb 0.041 0.041    

95% CIb -0.27, -0.11 -0.32, -0.16    

Ls Meanc -0.20 -0.25 0.05 (-0.09, 0.18) 0.487  

SEc 0.062 0.060    

95% CIc -0.32, -0.08 -0.37, -0.13    

 

  Day 15 Actual n 156 150    

Mean 0.12 0.06    

SD 0.393 0.265    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.41 -0.29    

SD 0.832 0.706    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.37 -0.37 0.00 (-0.11, 0.11) 0.984  

SEb 0.041 0.042    

95% CIb -0.45, -0.29 -0.45, -0.29    

Ls Meanc -0.37 -0.41 0.04 (-0.05, 0.12) 0.422  

SEc 0.039 0.040    

95% CIc -0.45, -0.29 -0.49, -0.33    

 

  Day 29 Actual n 114 120    

Mean 0.07 0.07    

SD 0.289 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 84    

Mean -0.34 -0.30    

SD 0.816 0.757    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.38 -0.39 0.01 (-0.11, 0.12) 0.900  

SEb 0.043 0.043    

95% CIb -0.46, -0.30 -0.47, -0.30    

Ls Meanc -0.32 -0.34 0.02 (-0.07, 0.12) 0.642  

SEc 0.042 0.042    

95% CIc -0.40, -0.23 -0.42, -0.26    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.04 (-0.12, 0.04)     

Ls Meanb -0.73 -0.69 -0.04 (-0.10, 0.03) 0.302  

 

  Baseline Actual n 119 127  0.024d  

Mean 1.09 1.14    

SD 0.892 0.774    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 164 169    

Mean 1.04 1.04    

SD 0.824 0.823    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.03 -0.09    

SD 0.653 0.722    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.21)     

Ls Meanb -0.12 -0.13 0.01 (-0.14, 0.17) 0.861  

SEb 0.061 0.059    

95% CIb -0.23, 0.00 -0.25, -0.01    

Ls Meanc -0.05 -0.09 0.04 (-0.12, 0.21) 0.611  

SEc 0.078 0.075    

95% CIc -0.20, 0.11 -0.24, 0.06    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 11 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.79 0.86    

SD 0.860 0.863    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 107 105    

Mean -0.33 -0.30    

SD 0.833 0.845    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.34, 0.05)     

Ls Meanb -0.41 -0.29 -0.12 (-0.28, 0.04) 0.147  

SEb 0.061 0.061    

95% CIb -0.53, -0.29 -0.41, -0.17    

Ls Meanc -0.38 -0.32 -0.06 (-0.26, 0.14) 0.562  

SEc 0.093 0.090    

95% CIc -0.57, -0.20 -0.50, -0.15    

 

  Day 15 Actual n 156 150    

Mean 0.29 0.31    

SD 0.593 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 12 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.84 -0.84    

SD 0.893 0.862    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.29, 0.11)     

Ls Meanb -0.89 -0.82 -0.08 (-0.24, 0.09) 0.368  

SEb 0.062 0.062    

95% CIb -1.01, -0.77 -0.94, -0.69    

Ls Meanc -0.91 -0.85 -0.07 (-0.21, 0.08) 0.392  

SEc 0.068 0.068    

95% CIc -1.05, -0.78 -0.98, -0.71    

 

  Day 29 Actual n 114 120    

Mean 0.15 0.13    

SD 0.404 0.379    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 84    

Mean -1.00 -1.04    

SD 0.911 0.884    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.17, 0.24)     

Ls Meanb -1.01 -1.04 0.03 (-0.14, 0.20) 0.727  

SEb 0.064 0.064    

95% CIb -1.13, -0.88 -1.16, -0.91    

Ls Meanc -1.04 -1.10 0.06 (-0.06, 0.18) 0.324  

SEc 0.054 0.054    

95% CIc -1.14, -0.93 -1.20, -0.99    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.21 -0.21 0.00 (-0.03, 0.03) 0.981  

 

  Baseline Actual n 119 127  <.001d  

Mean 0.27 0.25    

SD 0.660 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 163 169    

Mean 0.17 0.21    

SD 0.475 0.547    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 110 116    

Mean -0.08 -0.08    

SD 0.592 0.712    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.09 -0.09 0.00 (-0.09, 0.08) 0.962  

SEb 0.032 0.031    

95% CIb -0.15, -0.03 -0.15, -0.02    

Ls Meanc -0.11 -0.10 -0.01 (-0.14, 0.11) 0.835  

SEc 0.059 0.057    

95% CIc -0.23, 0.00 -0.21, 0.01    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.15 0.08    

SD 0.499 0.319    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 107 105    

Mean -0.17 -0.24    

SD 0.606 0.628    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.18 -0.23 0.05 (-0.04, 0.13) 0.271  

SEb 0.032 0.032    

95% CIb -0.24, -0.12 -0.29, -0.16    

Ls Meanc -0.20 -0.26 0.06 (-0.03, 0.14) 0.200  

SEc 0.039 0.038    

95% CIc -0.28, -0.12 -0.33, -0.18    

 

  Day 15 Actual n 156 150    

Mean 0.04 0.04    

SD 0.263 0.228    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 15 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.22 -0.23    

SD 0.623 0.637    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.25 -0.25 0.00 (-0.09, 0.09) 0.996  

SEb 0.032 0.033    

95% CIb -0.31, -0.18 -0.31, -0.18    

Ls Meanc -0.24 -0.24 0.01 (-0.05, 0.06) 0.852  

SEc 0.026 0.026    

95% CIc -0.29, -0.19 -0.30, -0.19    

 

  Day 29 Actual n 114 120    

Mean 0.02 0.02    

SD 0.187 0.129    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 83 84    

Mean -0.22 -0.23    

SD 0.564 0.588    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.26 -0.24 -0.02 (-0.12, 0.07) 0.618  

SEb 0.034 0.034    

95% CIb -0.33, -0.20 -0.31, -0.17    

Ls Meanc -0.20 -0.22 0.01 (-0.04, 0.06) 0.642  

SEc 0.023 0.022    

95% CIc -0.25, -0.16 -0.26, -0.17    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.09 (0.00, 0.17)     

Ls Meanb -0.13 -0.18 0.06 (0.00, 0.12) 0.059  

 

  Baseline Actual n 119 127  0.078d  

Mean 0.32 0.28    

SD 0.736 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 164 169    

Mean 0.26 0.20    

SD 0.615 0.570    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 111 116    

Mean 0.02 -0.09    

SD 0.820 0.680    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.18 (0.00, 0.37)     

Ls Meanb 0.00 -0.13 0.12 (0.00, 0.25) 0.050  

SEb 0.048 0.047    

95% CIb -0.10, 0.09 -0.22, -0.03    

Ls Meanc -0.01 -0.15 0.14 (-0.01, 0.29) 0.075  

SEc 0.069 0.067    

95% CIc -0.15, 0.12 -0.28, -0.02    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.25 0.23    

SD 0.668 0.620    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 107 105    

Mean -0.03 -0.01    

SD 0.852 0.838    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.18)     

Ls Meanb -0.06 -0.06 0.00 (-0.13, 0.12) 0.941  

SEb 0.048 0.048    

95% CIb -0.15, 0.04 -0.15, 0.04    

Ls Meanc -0.04 -0.03 -0.01 (-0.18, 0.17) 0.922  

SEc 0.081 0.079    

95% CIc -0.20, 0.12 -0.19, 0.13    

 

  Day 15 Actual n 156 150    

Mean 0.10 0.08    

SD 0.406 0.357    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.13 -0.16    

SD 0.759 0.687    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.11, 0.27)     

Ls Meanb -0.16 -0.21 0.06 (-0.07, 0.18) 0.396  

SEb 0.049 0.049    

95% CIb -0.25, -0.06 -0.31, -0.11    

Ls Meanc -0.17 -0.21 0.04 (-0.07, 0.15) 0.486  

SEc 0.051 0.052    

95% CIc -0.27, -0.07 -0.31, -0.10    

 

  Day 29 Actual n 114 120    

Mean 0.06 0.03    

SD 0.334 0.203    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 84    

Mean -0.16 -0.20    

SD 0.804 0.597    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.13, 0.26)     

Ls Meanb -0.20 -0.24 0.04 (-0.09, 0.17) 0.523  

SEb 0.050 0.050    

95% CIb -0.29, -0.10 -0.34, -0.14    

Ls Meanc -0.16 -0.24 0.07 (-0.01, 0.16) 0.092  

SEc 0.040 0.039    

95% CIc -0.24, -0.08 -0.31, -0.16    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.00 (-0.08, 0.09)     

Ls Meanb -0.91 -0.92 0.00 (-0.08, 0.09) 0.911  

 

  Baseline Actual n 119 127  0.505d  

Mean 1.54 1.39    

SD 1.088 1.016    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 3.00    

 

  Day 3 Actual n 164 169    

Mean 1.10 1.10    

SD 1.043 0.992    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 111 116    

Mean -0.24 -0.20    

SD 0.927 1.006    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.13, 0.24)     

Ls Meanb -0.28 -0.34 0.06 (-0.14, 0.26) 0.555  

SEb 0.076 0.074    

95% CIb -0.43, -0.13 -0.49, -0.19    

Ls Meanc -0.28 -0.31 0.03 (-0.19, 0.26) 0.755  

SEc 0.102 0.098    

95% CIc -0.48, -0.08 -0.51, -0.12    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.89 0.89    

SD 0.991 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 107 105    

Mean -0.51 -0.43    

SD 1.058 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.24, 0.14)     

Ls Meanb -0.60 -0.55 -0.06 (-0.26, 0.15) 0.588  

SEb 0.076 0.076    

95% CIb -0.75, -0.45 -0.70, -0.40    

Ls Meanc -0.63 -0.64 0.01 (-0.23, 0.24) 0.962  

SEc 0.106 0.104    

95% CIc -0.84, -0.42 -0.84, -0.43    

 

  Day 15 Actual n 156 150    

Mean 0.38 0.33    

SD 0.685 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -1.02 -1.01    

SD 1.199 1.015    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.14, 0.25)     

Ls Meanb -1.07 -1.13 0.06 (-0.15, 0.26) 0.592  

SEb 0.077 0.078    

95% CIb -1.22, -0.92 -1.28, -0.98    

Ls Meanc -1.08 -1.14 0.06 (-0.13, 0.24) 0.550  

SEc 0.082 0.083    

95% CIc -1.25, -0.92 -1.30, -0.98    

 

  Day 29 Actual n 114 120    

Mean 0.30 0.24    

SD 0.623 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 84    

Mean -1.08 -1.14    

SD 1.150 1.088    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.09, 0.31)     

Ls Meanb -1.13 -1.25 0.12 (-0.09, 0.33) 0.273  

SEb 0.080 0.079    

95% CIb -1.28, -0.97 -1.40, -1.09    

Ls Meanc -1.14 -1.25 0.10 (-0.08, 0.29) 0.274  

SEc 0.083 0.083    

95% CIc -1.31, -0.98 -1.41, -1.08    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.03)     

Ls Meanb -0.82 -0.80 -0.02 (-0.06, 0.02) 0.422  

 

  Baseline Actual n 119 127  <.001d  

Mean 1.08 0.97    

SD 0.993 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 164 169    

Mean 0.49 0.56    

SD 0.747 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.59 -0.43    

SD 0.948 0.989    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.54 -0.48 -0.06 (-0.19, 0.07) 0.367  

SEb 0.048 0.047    

95% CIb -0.64, -0.45 -0.58, -0.39    

Ls Meanc -0.68 -0.59 -0.09 (-0.27, 0.09) 0.340  

SEc 0.085 0.082    

95% CIc -0.84, -0.51 -0.75, -0.42    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.46 0.44    

SD 0.832 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 107 105    

Mean -0.59 -0.60    

SD 1.081 1.043    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.18)     

Ls Meanb -0.59 -0.63 0.04 (-0.09, 0.17) 0.530  

SEb 0.049 0.049    

95% CIb -0.68, -0.49 -0.72, -0.53    

Ls Meanc -0.65 -0.71 0.06 (-0.13, 0.25) 0.550  

SEc 0.088 0.086    

95% CIc -0.82, -0.48 -0.88, -0.54    

 

  Day 15 Actual n 156 150    

Mean 0.16 0.11    

SD 0.489 0.350    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.93 -0.81    

SD 0.978 0.982    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -0.93 -0.91 -0.02 (-0.16, 0.11) 0.767  

SEb 0.050 0.051    

95% CIb -1.03, -0.83 -1.01, -0.81    

Ls Meanc -0.90 -0.88 -0.02 (-0.11, 0.07) 0.667  

SEc 0.040 0.040    

95% CIc -0.98, -0.82 -0.96, -0.80    

 

  Day 29 Actual n 114 120    

Mean 0.07 0.03    

SD 0.257 0.157    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 83 84    

Mean -1.00 -0.94    

SD 0.988 0.961    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -1.01 -0.98 -0.03 (-0.17, 0.12) 0.700  

SEb 0.053 0.053    

95% CIb -1.11, -0.91 -1.09, -0.88    

Ls Meanc -0.98 -1.00 0.02 (-0.03, 0.08) 0.437  

SEc 0.026 0.026    

95% CIc -1.03, -0.93 -1.05, -0.95    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.08 (-0.14, -0.03)     

Ls Meanb -0.81 -0.73 -0.08 (-0.14, -0.03) 0.003  

 

  Baseline Actual n 119 127  <.001d  

Mean 1.00 0.88    

SD 1.089 0.914    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 169    

Mean 0.48 0.52    

SD 0.739 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.54 -0.41    

SD 0.951 0.824    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.05)     

Ls Meanb -0.54 -0.45 -0.08 (-0.22, 0.05) 0.222  

SEb 0.052 0.051    

95% CIb -0.64, -0.44 -0.55, -0.35    

Ls Meanc -0.58 -0.49 -0.09 (-0.26, 0.08) 0.295  

SEc 0.078 0.075    

95% CIc -0.73, -0.42 -0.63, -0.34    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.35 0.32    

SD 0.718 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 107 105    

Mean -0.60 -0.65    

SD 1.036 0.888    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.16)     

Ls Meanb -0.65 -0.67 0.02 (-0.12, 0.16) 0.745  

SEb 0.052 0.052    

95% CIb -0.75, -0.55 -0.77, -0.57    

Ls Meanc -0.65 -0.72 0.07 (-0.09, 0.23) 0.388  

SEc 0.073 0.072    

95% CIc -0.79, -0.50 -0.86, -0.57    

 

  Day 15 Actual n 156 150    

Mean 0.12 0.14    

SD 0.439 0.464    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.88 -0.70    

SD 1.049 0.991    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.04)     

Ls Meanb -0.91 -0.80 -0.10 (-0.24, 0.04) 0.158  

SEb 0.053 0.054    

95% CIb -1.01, -0.80 -0.91, -0.70    

Ls Meanc -0.81 -0.74 -0.07 (-0.19, 0.05) 0.239  

SEc 0.054 0.055    

95% CIc -0.92, -0.71 -0.85, -0.64    

 

  Day 29 Actual n 114 120    

Mean 0.06 0.11    

SD 0.306 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 84    

Mean -0.92 -0.73    

SD 1.062 0.949    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.27, 0.02)     

Ls Meanb -0.95 -0.82 -0.13 (-0.28, 0.02) 0.090  

SEb 0.056 0.055    

95% CIb -1.06, -0.84 -0.93, -0.72    

Ls Meanc -0.87 -0.78 -0.09 (-0.20, 0.03) 0.125  

SEc 0.052 0.052    

95% CIc -0.98, -0.77 -0.89, -0.68    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.03)     

Ls Meanb -0.26 -0.26 0.00 (-0.03, 0.02) 0.750  

 

  Baseline Actual n 119 127  <.001d  

Mean 0.34 0.29    

SD 0.718 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 164 169    

Mean 0.20 0.18    

SD 0.552 0.492    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.09 -0.15    

SD 0.695 0.515    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.11 (0.00, 0.22)     

Ls Meanb -0.10 -0.17 0.07 (0.00, 0.14) 0.047  

SEb 0.027 0.026    

95% CIb -0.15, -0.05 -0.23, -0.12    

Ls Meanc -0.12 -0.19 0.07 (-0.05, 0.19) 0.258  

SEc 0.056 0.054    

95% CIc -0.23, -0.01 -0.30, -0.08    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.15 0.15    

SD 0.438 0.449    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 107 105    

Mean -0.14 -0.19    

SD 0.606 0.590    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.16 -0.19 0.03 (-0.04, 0.10) 0.447  

SEb 0.027 0.027    

95% CIb -0.22, -0.11 -0.24, -0.14    

Ls Meanc -0.20 -0.24 0.04 (-0.06, 0.14) 0.423  

SEc 0.047 0.046    

95% CIc -0.29, -0.11 -0.33, -0.15    

 

  Day 15 Actual n 156 150    

Mean 0.01 0.01    

SD 0.080 0.082    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.30 -0.30    

SD 0.681 0.615    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.30 -0.30 0.00 (-0.07, 0.08) 0.987  

SEb 0.027 0.028    

95% CIb -0.36, -0.25 -0.36, -0.25    

Ls Meanc -0.31 -0.31 0.00 (-0.03, 0.03) 0.904  

SEc 0.012 0.013    

95% CIc -0.33, -0.28 -0.33, -0.28    

 

  Day 29 Actual n 114 120    

Mean 0.01 0.01    

SD 0.094 0.091    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 83 84    

Mean -0.31 -0.29    

SD 0.748 0.632    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.30 -0.30 0.00 (-0.08, 0.08) 0.985  

SEb 0.029 0.029    

95% CIb -0.36, -0.25 -0.36, -0.25    

Ls Meanc -0.30 -0.30 0.00 (-0.03, 0.03) 0.974  

SEc 0.015 0.015    

95% CIc -0.33, -0.27 -0.33, -0.27    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.05)     

Ls Meanb -0.42 -0.39 -0.03 (-0.11, 0.05) 0.418  

 

  Baseline Actual n 119 127  0.223d  

Mean 0.67 0.63    

SD 1.018 0.950    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 169    

Mean 0.48 0.62    

SD 0.847 0.931    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.16 -0.04    

SD 0.949 0.955    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.23, 0.09)     

Ls Meanb -0.14 -0.07 -0.07 (-0.22, 0.09) 0.394  

SEb 0.061 0.059    

95% CIb -0.26, -0.02 -0.19, 0.04    

Ls Meanc -0.23 -0.12 -0.11 (-0.30, 0.09) 0.294  

SEc 0.091 0.088    

95% CIc -0.41, -0.05 -0.30, 0.05    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.38 0.47    

SD 0.767 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 107 105    

Mean -0.28 -0.18    

SD 1.106 0.998    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.06)     

Ls Meanb -0.27 -0.18 -0.09 (-0.25, 0.06) 0.239  

SEb 0.061 0.061    

95% CIb -0.39, -0.15 -0.29, -0.06    

Ls Meanc -0.29 -0.18 -0.11 (-0.31, 0.09) 0.281  

SEc 0.092 0.090    

95% CIc -0.47, -0.11 -0.36, -0.01    

 

  Day 15 Actual n 156 150    

Mean 0.17 0.15    

SD 0.543 0.469    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.45 -0.48    

SD 0.984 1.012    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.15)     

Ls Meanb -0.49 -0.47 -0.01 (-0.17, 0.15) 0.861  

SEb 0.062 0.061    

95% CIb -0.61, -0.37 -0.59, -0.35    

Ls Meanc -0.47 -0.47 0.00 (-0.14, 0.14) 0.971  

SEc 0.062 0.063    

95% CIc -0.59, -0.35 -0.60, -0.35    

 

  Day 29 Actual n 114 120    

Mean 0.17 0.08    

SD 0.594 0.357    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 83 84    

Mean -0.47 -0.49    

SD 0.941 1.058    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.14, 0.19)     

Ls Meanb -0.51 -0.54 0.03 (-0.13, 0.19) 0.733  

SEb 0.063 0.062    

95% CIb -0.64, -0.39 -0.66, -0.42    

Ls Meanc -0.52 -0.54 0.01 (-0.12, 0.15) 0.873  

SEc 0.061 0.061    

95% CIc -0.65, -0.40 -0.66, -0.41    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.07)     

Ls Meanb -0.36 -0.35 -0.01 (-0.08, 0.06) 0.802  

 

  Baseline Actual n 119 127  0.570d  

Mean 0.62 0.60    

SD 0.983 0.945    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 164 169    

Mean 0.41 0.49    

SD 0.790 0.817    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.16 -0.13    

SD 0.757 0.928    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.15)     

Ls Meanb -0.12 -0.12 -0.01 (-0.15, 0.14) 0.940  

SEb 0.057 0.056    

95% CIb -0.23, -0.01 -0.23, -0.01    

Ls Meanc -0.16 -0.13 -0.03 (-0.20, 0.15) 0.760  

SEc 0.080 0.078    

95% CIc -0.32, 0.00 -0.29, 0.02    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.34 0.43    

SD 0.725 0.817    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 107 105    

Mean -0.22 -0.18    

SD 1.067 1.090    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.07)     

Ls Meanb -0.20 -0.11 -0.09 (-0.24, 0.06) 0.260  

SEb 0.058 0.057    

95% CIb -0.31, -0.08 -0.22, 0.00    

Ls Meanc -0.23 -0.15 -0.08 (-0.28, 0.12) 0.424  

SEc 0.092 0.090    

95% CIc -0.41, -0.05 -0.33, 0.03    

 

  Day 15 Actual n 156 150    

Mean 0.16 0.11    

SD 0.551 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.41 -0.48    

SD 0.981 1.072    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.19)     

Ls Meanb -0.41 -0.44 0.03 (-0.12, 0.18) 0.694  

SEb 0.058 0.058    

95% CIb -0.53, -0.30 -0.56, -0.33    

Ls Meanc -0.40 -0.43 0.03 (-0.10, 0.17) 0.642  

SEc 0.060 0.061    

95% CIc -0.52, -0.28 -0.55, -0.31    

 

  Day 29 Actual n 114 120    

Mean 0.10 0.05    

SD 0.441 0.286    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 83 84    

Mean -0.47 -0.48    

SD 0.954 1.035    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.17)     

Ls Meanb -0.48 -0.48 0.01 (-0.15, 0.16) 0.916  

SEb 0.060 0.059    

95% CIb -0.59, -0.36 -0.60, -0.37    

Ls Meanc -0.51 -0.52 0.01 (-0.11, 0.13) 0.869  

SEc 0.053 0.052    

95% CIc -0.61, -0.40 -0.62, -0.41    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 37 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.06 (0.01, 0.12)     

Ls Meanb -0.29 -0.34 0.04 (0.00, 0.08) 0.034  

 

  Baseline Actual n 118 127  0.024d  

Mean 0.53 0.41    

SD 0.759 0.659    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 164 169    

Mean 0.40 0.30    

SD 0.670 0.563    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 110 116    

Mean -0.07 -0.15    

SD 0.726 0.608    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.21 (0.06, 0.36)     

Ls Meanb -0.04 -0.19 0.15 (0.04, 0.25) 0.005  

SEb 0.040 0.039    

95% CIb -0.11, 0.04 -0.26, -0.11    

Ls Meanc -0.12 -0.23 0.12 (-0.03, 0.26) 0.110  

SEc 0.066 0.064    

95% CIc -0.25, 0.02 -0.36, -0.11    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.30 0.16    

SD 0.585 0.435    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 106 105    

Mean -0.21 -0.26    

SD 0.740 0.665    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.17 (0.02, 0.32)     

Ls Meanb -0.18 -0.30 0.12 (0.01, 0.23) 0.028  

SEb 0.040 0.040    

95% CIb -0.25, -0.10 -0.37, -0.22    

Ls Meanc -0.20 -0.31 0.12 (-0.02, 0.25) 0.089  

SEc 0.062 0.060    

95% CIc -0.32, -0.07 -0.43, -0.19    

 

  Day 15 Actual n 156 150    

Mean 0.13 0.07    

SD 0.361 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 103 97    

Mean -0.37 -0.37    

SD 0.727 0.651    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.23)     

Ls Meanb -0.32 -0.38 0.06 (-0.05, 0.16) 0.322  

SEb 0.041 0.041    

95% CIb -0.40, -0.24 -0.46, -0.30    

Ls Meanc -0.35 -0.41 0.06 (-0.02, 0.14) 0.162  

SEc 0.036 0.036    

95% CIc -0.42, -0.28 -0.48, -0.34    

 

  Day 29 Actual n 114 120    

Mean 0.11 0.07    

SD 0.407 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 82 84    

Mean -0.35 -0.35    

SD 0.760 0.630    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.17)     

Ls Meanb -0.38 -0.39 0.01 (-0.11, 0.12) 0.880  

SEb 0.043 0.042    

95% CIb -0.46, -0.30 -0.47, -0.31    

Ls Meanc -0.30 -0.32 0.02 (-0.07, 0.11) 0.619  

SEc 0.041 0.041    

95% CIc -0.38, -0.22 -0.40, -0.24    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.07 (-0.01, 0.16)     

Ls Meanb -0.23 -0.29 0.06 (-0.01, 0.12) 0.088  

 

  Baseline Actual n 119 127  <.001d  

Mean 0.49 0.39    

SD 0.812 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 164 169    

Mean 0.34 0.27    

SD 0.712 0.622    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 111 116    

Mean -0.10 -0.09    

SD 0.687 0.685    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.25)     

Ls Meanb -0.11 -0.17 0.05 (-0.09, 0.19) 0.448  

SEb 0.054 0.053    

95% CIb -0.22, -0.01 -0.27, -0.06    

Ls Meanc -0.09 -0.14 0.05 (-0.11, 0.20) 0.559  

SEc 0.070 0.069    

95% CIc -0.23, 0.05 -0.27, 0.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.25 0.30    

SD 0.677 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 107 105    

Mean -0.13 -0.05    

SD 0.836 0.825    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.25, 0.11)     

Ls Meanb -0.17 -0.12 -0.05 (-0.19, 0.09) 0.456  

SEb 0.054 0.054    

95% CIb -0.28, -0.06 -0.22, -0.01    

Ls Meanc -0.14 -0.09 -0.05 (-0.23, 0.14) 0.620  

SEc 0.085 0.083    

95% CIc -0.31, 0.03 -0.26, 0.07    

 

  Day 15 Actual n 156 150    

Mean 0.18 0.07    

SD 0.539 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.19 -0.27    

SD 0.825 0.797    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.15 (-0.04, 0.34)     

Ls Meanb -0.23 -0.35 0.12 (-0.03, 0.26) 0.115  

SEb 0.055 0.055    

95% CIb -0.34, -0.13 -0.46, -0.24    

Ls Meanc -0.23 -0.36 0.13 (-0.01, 0.26) 0.059  

SEc 0.059 0.060    

95% CIc -0.35, -0.11 -0.47, -0.24    

 

  Day 29 Actual n 114 120    

Mean 0.13 0.07    

SD 0.431 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 83 84    

Mean -0.27 -0.27    

SD 0.828 0.700    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.07, 0.31)     

Ls Meanb -0.28 -0.37 0.09 (-0.06, 0.24) 0.228  

SEb 0.056 0.056    

95% CIb -0.39, -0.17 -0.48, -0.26    

Ls Meanc -0.26 -0.35 0.10 (-0.02, 0.22) 0.112  

SEc 0.054 0.054    

95% CIc -0.37, -0.15 -0.46, -0.25    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.07)     

Ls Meanb -0.37 -0.40 0.03 (0.00, 0.05) 0.033  

 

  Baseline Actual n 118 127  <.001d  

Mean 0.45 0.45    

SD 0.758 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 169    

Mean 0.30 0.25    

SD 0.638 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 116    

Mean -0.13 -0.28    

SD 0.768 0.729    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.21)     

Ls Meanb -0.18 -0.26 0.07 (-0.01, 0.16) 0.074  

SEb 0.031 0.030    

95% CIb -0.24, -0.12 -0.32, -0.20    

Ls Meanc -0.19 -0.28 0.09 (-0.05, 0.23) 0.221  

SEc 0.065 0.063    

95% CIc -0.32, -0.06 -0.40, -0.15    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.20 0.11    

SD 0.586 0.374    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 106 105    

Mean -0.30 -0.38    

SD 0.853 0.752    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.33 -0.36 0.03 (-0.05, 0.12) 0.462  

SEb 0.031 0.031    

95% CIb -0.39, -0.27 -0.42, -0.30    

Ls Meanc -0.35 -0.37 0.02 (-0.09, 0.13) 0.698  

SEc 0.051 0.050    

95% CIc -0.45, -0.25 -0.47, -0.27    

 

  Day 15 Actual n 156 150    

Mean 0.08 0.03    

SD 0.358 0.214    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 103 97    

Mean -0.36 -0.44    

SD 0.790 0.763    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.40 -0.43 0.03 (-0.05, 0.12) 0.424  

SEb 0.031 0.032    

95% CIb -0.46, -0.34 -0.50, -0.37    

Ls Meanc -0.38 -0.40 0.03 (-0.04, 0.09) 0.429  

SEc 0.029 0.029    

95% CIc -0.44, -0.32 -0.46, -0.35    

 

  Day 29 Actual n 114 120    

Mean 0.01 0.03    

SD 0.094 0.203    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 82 84    

Mean -0.40 -0.50    

SD 0.751 0.814    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.45 -0.44 -0.02 (-0.11, 0.08) 0.727  

SEb 0.034 0.034    

95% CIb -0.52, -0.39 -0.50, -0.37    

Ls Meanc -0.44 -0.44 0.00 (-0.03, 0.03) 0.963  

SEc 0.015 0.015    

95% CIc -0.47, -0.41 -0.47, -0.41    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.02)     

Ls Meanb -0.07 -0.07 0.00 (-0.01, 0.01) 0.988  

 

  Baseline Actual n 119 127  <.001d  

Mean 0.13 0.03    

SD 0.561 0.216    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 164 169    

Mean 0.04 0.03    

SD 0.256 0.170    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 111 116    

Mean -0.07 0.01    

SD 0.517 0.247    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.03, 0.11)     

Ls Meanb -0.02 -0.04 0.02 (-0.01, 0.04) 0.269  

SEb 0.011 0.010    

95% CIb -0.04, 0.00 -0.06, -0.02    

Ls Meanc -0.05 -0.05 -0.01 (-0.07, 0.06) 0.865  

SEc 0.029 0.028    

95% CIc -0.11, 0.00 -0.10, 0.01    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 158    

Mean 0.02 0.00    

SD 0.138 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 107 105    

Mean -0.12 -0.03    

SD 0.610 0.217    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.04, 0.11)     

Ls Meanb -0.06 -0.08 0.01 (-0.01, 0.04) 0.328  

SEb 0.011 0.011    

95% CIb -0.09, -0.04 -0.10, -0.06    

Ls Meanc -0.07 -0.09 0.02 (-0.01, 0.05) 0.151  

SEc 0.012 0.012    

95% CIc -0.09, -0.05 -0.11, -0.07    

 

  Day 15 Actual n 156 150    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 104 97    

Mean -0.14 -0.03    

SD 0.598 0.226    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.06)     

Ls Meanb -0.08 -0.08 0.00 (-0.03, 0.03) 0.787  

SEb 0.011 0.011    

95% CIb -0.10, -0.06 -0.10, -0.06    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    

 

  Day 29 Actual n 114 120    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 83 84    

Mean -0.18 -0.04    

SD 0.665 0.243    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.08 -0.08 0.00 (-0.04, 0.03) 0.791  

SEb 0.012 0.012    

95% CIb -0.11, -0.06 -0.10, -0.06    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Other Body Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.07)     

Ls Meanb -0.86 -0.87 0.01 (-0.04, 0.06) 0.628  

 

  Baseline Actual n 184 201    

Mean 1.13 1.14    

SD 0.994 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 178 201    

Mean 0.67 0.72    

SD 0.899 0.890    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 163 187    

Mean -0.44 -0.43    

SD 1.013 1.031    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -0.48 -0.45 -0.03 (-0.16, 0.11) 0.701  

SEb 0.051 0.049    

95% CIb -0.58, -0.37 -0.54, -0.35    

Ls Meanc -0.50 -0.47 -0.02 (-0.20, 0.15) 0.795  

SEc 0.082 0.080    

95% CIc -0.66, -0.33 -0.63, -0.32    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 170    

Mean 0.41 0.49    

SD 0.713 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 156 158    

Mean -0.71 -0.66    

SD 1.016 1.098    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.74 -0.70 -0.04 (-0.17, 0.10) 0.598  

SEb 0.052 0.051    

95% CIb -0.84, -0.64 -0.80, -0.60    

Ls Meanc -0.78 -0.73 -0.05 (-0.21, 0.11) 0.549  

SEc 0.073 0.073    

95% CIc -0.92, -0.63 -0.87, -0.58    

 

  Day 15 Actual n 139 151    

Mean 0.22 0.21    

SD 0.552 0.537    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.89 -0.96    

SD 1.067 1.024    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.20)     

Ls Meanb -0.95 -1.01 0.05 (-0.09, 0.20) 0.482  

SEb 0.056 0.054    

95% CIb -1.06, -0.85 -1.11, -0.90    

Ls Meanc -0.94 -0.98 0.05 (-0.08, 0.17) 0.465  

SEc 0.059 0.058    

95% CIc -1.05, -0.82 -1.10, -0.87    

 

  Day 29 Actual n 129 129    

Mean 0.21 0.19    

SD 0.568 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -0.93 -1.01    

SD 1.112 1.080    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.14)     

Ls Meanb -0.97 -0.96 -0.01 (-0.16, 0.14) 0.892  

SEb 0.055 0.054    

95% CIb -1.08, -0.86 -1.07, -0.85    

Ls Meanc -0.99 -0.99 0.00 (-0.13, 0.13) 0.976  

SEc 0.060 0.060    

95% CIc -1.11, -0.87 -1.11, -0.87    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.00)     

Ls Meanb -0.64 -0.62 -0.02 (-0.04, 0.00) 0.084  

 

  Baseline Actual n 184 201    

Mean 0.72 0.72    

SD 0.932 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.36 0.29    

SD 0.763 0.588    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 163 187    

Mean -0.39 -0.42    

SD 0.918 0.879    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.01, 0.17)     

Ls Meanb -0.37 -0.44 0.07 (-0.01, 0.15) 0.078  

SEb 0.030 0.028    

95% CIb -0.43, -0.31 -0.49, -0.38    

Ls Meanc -0.42 -0.48 0.06 (-0.07, 0.19) 0.370  

SEc 0.063 0.061    

95% CIc -0.55, -0.30 -0.60, -0.36    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.08 0.26    

SD 0.337 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 156 159    

Mean -0.63 -0.42    

SD 0.937 0.867    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.29, -0.10)     

Ls Meanb -0.64 -0.47 -0.17 (-0.25, -0.09) <.001  

SEb 0.031 0.030    

95% CIb -0.70, -0.58 -0.53, -0.41    

Ls Meanc -0.64 -0.46 -0.18 (-0.28, -0.08) 0.001  

SEc 0.047 0.047    

95% CIc -0.73, -0.55 -0.55, -0.37    

 

  Day 15 Actual n 139 151    

Mean 0.03 0.02    

SD 0.207 0.140    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.68 -0.65    

SD 0.963 0.826    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.69 -0.70 0.01 (-0.08, 0.10) 0.887  

SEb 0.034 0.032    

95% CIb -0.76, -0.63 -0.76, -0.64    

Ls Meanc -0.66 -0.66 -0.01 (-0.04, 0.03) 0.709  

SEc 0.015 0.015    

95% CIc -0.69, -0.63 -0.69, -0.63    

 

  Day 29 Actual n 129 129    

Mean 0.02 0.04    

SD 0.176 0.231    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -0.74 -0.65    

SD 0.979 0.850    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.69 -0.69 0.00 (-0.10, 0.09) 0.931  

SEb 0.034 0.033    

95% CIb -0.76, -0.63 -0.75, -0.62    

Ls Meanc -0.72 -0.69 -0.02 (-0.07, 0.03) 0.397  

SEc 0.024 0.024    

95% CIc -0.76, -0.67 -0.74, -0.65    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.59 -0.62 0.02 (-0.02, 0.06) 0.234  

 

  Baseline Actual n 184 201    

Mean 0.76 0.85    

SD 0.808 0.872    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.53 0.52    

SD 0.698 0.722    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.21 -0.35    

SD 0.820 0.876    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.17)     

Ls Meanb -0.30 -0.34 0.04 (-0.07, 0.14) 0.485  

SEb 0.040 0.038    

95% CIb -0.38, -0.22 -0.42, -0.27    

Ls Meanc -0.31 -0.39 0.08 (-0.06, 0.21) 0.276  

SEc 0.064 0.062    

95% CIc -0.44, -0.18 -0.51, -0.26    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.38 0.39    

SD 0.655 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 156 159    

Mean -0.37 -0.48    

SD 0.844 0.927    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.15)     

Ls Meanb -0.46 -0.49 0.02 (-0.09, 0.13) 0.706  

SEb 0.041 0.040    

95% CIb -0.54, -0.38 -0.56, -0.41    

Ls Meanc -0.44 -0.48 0.04 (-0.10, 0.18) 0.558  

SEc 0.061 0.061    

95% CIc -0.55, -0.32 -0.60, -0.36    

 

  Day 15 Actual n 139 151    

Mean 0.16 0.17    

SD 0.422 0.439    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.61 -0.68    

SD 0.745 0.854    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.16)     

Ls Meanb -0.67 -0.69 0.02 (-0.10, 0.14) 0.733  

SEb 0.044 0.042    

95% CIb -0.75, -0.58 -0.77, -0.61    

Ls Meanc -0.67 -0.68 0.02 (-0.08, 0.12) 0.733  

SEc 0.047 0.046    

95% CIc -0.76, -0.58 -0.78, -0.59    

 

  Day 29 Actual n 129 129    

Mean 0.08 0.05    

SD 0.296 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -0.58 -0.73    

SD 0.739 0.830    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.69 -0.75 0.07 (-0.05, 0.18) 0.255  

SEb 0.044 0.043    

95% CIb -0.77, -0.60 -0.84, -0.67    

Ls Meanc -0.61 -0.65 0.04 (-0.03, 0.11) 0.285  

SEc 0.032 0.032    

95% CIc -0.67, -0.54 -0.71, -0.58    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.13, 0.02)     

Ls Meanb -0.60 -0.55 -0.04 (-0.10, 0.02) 0.174  

 

  Baseline Actual n 184 201    

Mean 1.07 1.02    

SD 0.814 0.768    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.94 0.98    

SD 0.797 0.824    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.12 -0.04    

SD 0.781 0.879    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.23, 0.11)     

Ls Meanb -0.15 -0.10 -0.05 (-0.18, 0.09) 0.503  

SEb 0.053 0.050    

95% CIb -0.25, -0.05 -0.20, -0.01    

Ls Meanc -0.23 -0.18 -0.05 (-0.20, 0.10) 0.519  

SEc 0.072 0.070    

95% CIc -0.37, -0.09 -0.32, -0.04    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.75 0.90    

SD 0.782 0.899    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 156 159    

Mean -0.28 -0.11    

SD 0.833 0.939    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.25 (-0.43, -0.08)     

Ls Meanb -0.35 -0.14 -0.20 (-0.34, -0.06) 0.004  

SEb 0.053 0.052    

95% CIb -0.45, -0.24 -0.25, -0.04    

Ls Meanc -0.37 -0.20 -0.16 (-0.33, 0.01) 0.057  

SEc 0.076 0.077    

95% CIc -0.52, -0.22 -0.35, -0.05    

 

  Day 15 Actual n 139 151    

Mean 0.41 0.44    

SD 0.623 0.660    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.58 -0.63    

SD 0.875 0.813    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.23, 0.14)     

Ls Meanb -0.71 -0.68 -0.04 (-0.18, 0.11) 0.635  

SEb 0.056 0.055    

95% CIb -0.82, -0.60 -0.78, -0.57    

Ls Meanc -0.64 -0.65 0.01 (-0.13, 0.16) 0.843  

SEc 0.068 0.067    

95% CIc -0.77, -0.51 -0.78, -0.52    

 

  Day 29 Actual n 129 129    

Mean 0.29 0.22    

SD 0.562 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -0.74 -0.77    

SD 0.909 0.779    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.14, 0.23)     

Ls Meanb -0.81 -0.84 0.04 (-0.11, 0.18) 0.608  

SEb 0.056 0.054    

95% CIb -0.92, -0.70 -0.95, -0.74    

Ls Meanc -0.76 -0.81 0.05 (-0.07, 0.17) 0.403  

SEc 0.057 0.057    

95% CIc -0.88, -0.65 -0.93, -0.70    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.01)     

Ls Meanb -0.31 -0.30 -0.02 (-0.04, 0.01) 0.205  

 

  Baseline Actual n 184 201    

Mean 0.43 0.40    

SD 0.736 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.28 0.30    

SD 0.582 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.16 -0.09    

SD 0.846 0.739    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.14 -0.11 -0.02 (-0.10, 0.05) 0.549  

SEb 0.030 0.029    

95% CIb -0.20, -0.08 -0.17, -0.06    

Ls Meanc -0.20 -0.17 -0.03 (-0.15, 0.08) 0.578  

SEc 0.055 0.053    

95% CIc -0.31, -0.09 -0.27, -0.06    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.17 0.23    

SD 0.439 0.532    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 156 159    

Mean -0.23 -0.18    

SD 0.834 0.707    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.05)     

Ls Meanb -0.24 -0.19 -0.05 (-0.13, 0.04) 0.271  

SEb 0.031 0.030    

95% CIb -0.30, -0.18 -0.25, -0.13    

Ls Meanc -0.23 -0.19 -0.04 (-0.15, 0.06) 0.434  

SEc 0.047 0.047    

95% CIc -0.32, -0.14 -0.28, -0.09    

 

  Day 15 Actual n 139 151    

Mean 0.09 0.07    

SD 0.306 0.275    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.33 -0.32    

SD 0.824 0.718    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.14)     

Ls Meanb -0.33 -0.33 0.01 (-0.08, 0.10) 0.843  

SEb 0.033 0.032    

95% CIb -0.39, -0.26 -0.40, -0.27    

Ls Meanc -0.35 -0.37 0.03 (-0.04, 0.10) 0.454  

SEc 0.034 0.033    

95% CIc -0.41, -0.28 -0.44, -0.31    

 

  Day 29 Actual n 129 129    

Mean 0.02 0.02    

SD 0.196 0.151    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 121 127    

Mean -0.36 -0.35    

SD 0.644 0.659    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.11)     

Ls Meanb -0.37 -0.36 -0.01 (-0.10, 0.08) 0.790  

SEb 0.034 0.033    

95% CIb -0.44, -0.31 -0.43, -0.30    

Ls Meanc -0.36 -0.36 0.00 (-0.04, 0.04) 0.986  

SEc 0.020 0.020    

95% CIc -0.40, -0.32 -0.40, -0.32    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.01 (-0.07, 0.05)     

Ls Meanb -0.16 -0.15 -0.01 (-0.05, 0.03) 0.691  

 

  Baseline Actual n 184 201    

Mean 0.30 0.26    

SD 0.673 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.31 0.29    

SD 0.629 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.01 0.03    

SD 0.716 0.736    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.17)     

Ls Meanb -0.02 -0.03 0.01 (-0.08, 0.11) 0.762  

SEb 0.037 0.035    

95% CIb -0.09, 0.05 -0.10, 0.03    

Ls Meanc -0.03 -0.03 0.01 (-0.12, 0.13) 0.934  

SEc 0.059 0.058    

95% CIc -0.14, 0.09 -0.15, 0.08    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.22 0.27    

SD 0.553 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 156 159    

Mean -0.10 0.01    

SD 0.743 0.875    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.15 (-0.30, 0.00)     

Ls Meanb -0.09 0.01 -0.10 (-0.20, 0.00) 0.048  

SEb 0.037 0.037    

95% CIb -0.16, -0.02 -0.06, 0.08    

Ls Meanc -0.17 -0.11 -0.06 (-0.20, 0.08) 0.385  

SEc 0.062 0.063    

95% CIc -0.29, -0.05 -0.23, 0.02    

 

  Day 15 Actual n 139 151    

Mean 0.12 0.09    

SD 0.418 0.345    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.09 -0.17    

SD 0.562 0.571    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.11, 0.21)     

Ls Meanb -0.18 -0.22 0.03 (-0.07, 0.14) 0.527  

SEb 0.040 0.039    

95% CIb -0.26, -0.10 -0.29, -0.14    

Ls Meanc -0.13 -0.19 0.06 (-0.02, 0.15) 0.145  

SEc 0.040 0.039    

95% CIc -0.21, -0.05 -0.27, -0.12    

 

  Day 29 Actual n 129 129    

Mean 0.05 0.06    

SD 0.246 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -0.21 -0.21    

SD 0.657 0.650    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.19)     

Ls Meanb -0.23 -0.25 0.02 (-0.09, 0.12) 0.724  

SEb 0.040 0.039    

95% CIb -0.30, -0.15 -0.32, -0.17    

Ls Meanc -0.23 -0.22 -0.01 (-0.08, 0.06) 0.730  

SEc 0.032 0.032    

95% CIc -0.30, -0.17 -0.29, -0.16    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.04)     

Ls Meanb -0.82 -0.80 -0.02 (-0.08, 0.04) 0.525  

 

  Baseline Actual n 184 201    

Mean 1.23 1.29    

SD 0.987 1.013    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.91 1.01    

SD 0.904 0.977    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.34 -0.22    

SD 1.015 1.017    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.26, 0.04)     

Ls Meanb -0.43 -0.32 -0.11 (-0.26, 0.04) 0.135  

SEb 0.058 0.055    

95% CIb -0.54, -0.32 -0.42, -0.21    

Ls Meanc -0.44 -0.34 -0.10 (-0.28, 0.08) 0.260  

SEc 0.083 0.081    

95% CIc -0.60, -0.28 -0.50, -0.18    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.66 0.72    

SD 0.811 0.896    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 156 159    

Mean -0.57 -0.49    

SD 0.997 1.084    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.10)     

Ls Meanb -0.63 -0.57 -0.06 (-0.21, 0.10) 0.464  

SEb 0.058 0.057    

95% CIb -0.74, -0.51 -0.68, -0.46    

Ls Meanc -0.64 -0.57 -0.06 (-0.24, 0.11) 0.467  

SEc 0.078 0.079    

95% CIc -0.79, -0.49 -0.73, -0.42    

 

  Day 15 Actual n 139 151    

Mean 0.36 0.38    

SD 0.590 0.661    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.90 -0.87    

SD 0.971 1.064    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.21, 0.12)     

Ls Meanb -0.99 -0.95 -0.04 (-0.21, 0.12) 0.615  

SEb 0.062 0.061    

95% CIb -1.11, -0.87 -1.06, -0.83    

Ls Meanc -0.95 -0.93 -0.03 (-0.17, 0.12) 0.727  

SEc 0.067 0.066    

95% CIc -1.09, -0.82 -1.06, -0.80    

 

  Day 29 Actual n 129 129    

Mean 0.26 0.32    

SD 0.566 0.545    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -0.98 -0.95    

SD 1.008 1.061    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.22, 0.10)     

Ls Meanb -1.07 -1.01 -0.06 (-0.22, 0.10) 0.483  

SEb 0.062 0.061    

95% CIb -1.19, -0.94 -1.13, -0.89    

Ls Meanc -1.08 -1.01 -0.06 (-0.20, 0.07) 0.331  

SEc 0.061 0.061    

95% CIc -1.20, -0.96 -1.13, -0.90    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.07)     

Ls Meanb -0.70 -0.72 0.02 (-0.02, 0.07) 0.335  

 

  Baseline Actual n 184 201    

Mean 1.01 1.07    

SD 0.981 0.954    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.65 0.57    

SD 0.825 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.31 -0.53    

SD 1.003 1.007    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.00, 0.26)     

Ls Meanb -0.37 -0.49 0.12 (0.00, 0.25) 0.058  

SEb 0.049 0.046    

95% CIb -0.47, -0.28 -0.59, -0.40    

Ls Meanc -0.39 -0.53 0.14 (-0.02, 0.29) 0.090  

SEc 0.074 0.072    

95% CIc -0.54, -0.25 -0.67, -0.39    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.38 0.43    

SD 0.691 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 156 159    

Mean -0.62 -0.61    

SD 1.019 0.999    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.06)     

Ls Meanb -0.67 -0.60 -0.07 (-0.20, 0.06) 0.293  

SEb 0.050 0.049    

95% CIb -0.76, -0.57 -0.69, -0.50    

Ls Meanc -0.62 -0.58 -0.05 (-0.19, 0.09) 0.522  

SEc 0.063 0.063    

95% CIc -0.75, -0.50 -0.70, -0.45    

 

  Day 15 Actual n 139 151    

Mean 0.29 0.30    

SD 0.642 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.73 -0.78    

SD 1.017 0.976    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.15)     

Ls Meanb -0.78 -0.78 0.00 (-0.14, 0.14) 0.974  

SEb 0.054 0.052    

95% CIb -0.88, -0.67 -0.88, -0.68    

Ls Meanc -0.75 -0.73 -0.02 (-0.16, 0.11) 0.739  

SEc 0.063 0.062    

95% CIc -0.88, -0.63 -0.85, -0.61    

 

  Day 29 Actual n 129 129    

Mean 0.17 0.23    

SD 0.470 0.508    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -0.82 -0.86    

SD 1.049 0.915    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.85 -0.82 -0.03 (-0.17, 0.12) 0.722  

SEb 0.054 0.052    

95% CIb -0.95, -0.74 -0.92, -0.72    

Ls Meanc -0.90 -0.82 -0.08 (-0.19, 0.03) 0.147  

SEc 0.052 0.052    

95% CIc -1.00, -0.80 -0.92, -0.72    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.88 -0.86 -0.01 (-0.06, 0.04) 0.576  

 

  Baseline Actual n 184 201    

Mean 1.11 1.21    

SD 0.993 1.014    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 178 201    

Mean 0.63 0.69    

SD 0.875 0.908    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.49 -0.53    

SD 1.002 1.099    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -0.53 -0.48 -0.05 (-0.17, 0.08) 0.485  

SEb 0.050 0.047    

95% CIb -0.62, -0.43 -0.57, -0.39    

Ls Meanc -0.56 -0.53 -0.04 (-0.21, 0.14) 0.690  

SEc 0.083 0.080    

95% CIc -0.72, -0.40 -0.68, -0.37    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.36 0.46    

SD 0.679 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 156 159    

Mean -0.75 -0.74    

SD 0.968 1.181    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.78 -0.71 -0.07 (-0.20, 0.06) 0.293  

SEb 0.050 0.049    

95% CIb -0.88, -0.68 -0.81, -0.62    

Ls Meanc -0.78 -0.70 -0.08 (-0.24, 0.08) 0.337  

SEc 0.073 0.073    

95% CIc -0.93, -0.64 -0.85, -0.56    

 

  Day 15 Actual n 139 151    

Mean 0.19 0.23    

SD 0.490 0.535    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.92 -1.00    

SD 1.069 1.025    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.99 -0.98 0.00 (-0.14, 0.14) 0.965  

SEb 0.054 0.052    

95% CIb -1.09, -0.88 -1.08, -0.88    

Ls Meanc -0.96 -0.93 -0.03 (-0.15, 0.09) 0.611  

SEc 0.054 0.053    

95% CIc -1.07, -0.85 -1.04, -0.83    

 

  Day 29 Actual n 129 129    

Mean 0.16 0.21    

SD 0.441 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -1.01 -1.01    

SD 1.061 1.123    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.04)     

Ls Meanb -1.03 -0.93 -0.10 (-0.24, 0.04) 0.158  

SEb 0.054 0.052    

95% CIb -1.14, -0.93 -1.03, -0.83    

Ls Meanc -1.05 -0.97 -0.08 (-0.19, 0.04) 0.186  

SEc 0.052 0.052    

95% CIc -1.15, -0.94 -1.07, -0.87    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.31 -0.31 0.00 (-0.03, 0.03) 0.877  

 

  Baseline Actual n 184 201    

Mean 0.38 0.40    

SD 0.690 0.686    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.32 0.27    

SD 0.692 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.06 -0.11    

SD 0.739 0.698    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.21)     

Ls Meanb -0.05 -0.12 0.07 (-0.01, 0.15) 0.084  

SEb 0.030 0.028    

95% CIb -0.11, 0.01 -0.18, -0.07    

Ls Meanc -0.10 -0.16 0.06 (-0.07, 0.18) 0.380  

SEc 0.060 0.059    

95% CIc -0.22, 0.02 -0.27, -0.04    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.14 0.25    

SD 0.438 0.593    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 156 159    

Mean -0.22 -0.18    

SD 0.687 0.778    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.02)     

Ls Meanb -0.23 -0.16 -0.07 (-0.15, 0.01) 0.107  

SEb 0.030 0.030    

95% CIb -0.29, -0.17 -0.22, -0.10    

Ls Meanc -0.29 -0.21 -0.09 (-0.20, 0.03) 0.137  

SEc 0.051 0.051    

95% CIc -0.39, -0.19 -0.31, -0.11    

 

  Day 15 Actual n 139 151    

Mean 0.08 0.03    

SD 0.382 0.161    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.30 -0.37    

SD 0.682 0.719    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.18)     

Ls Meanb -0.33 -0.37 0.04 (-0.05, 0.12) 0.398  

SEb 0.033 0.032    

95% CIb -0.40, -0.27 -0.43, -0.31    

Ls Meanc -0.33 -0.37 0.05 (-0.02, 0.11) 0.168  

SEc 0.031 0.030    

95% CIc -0.39, -0.27 -0.43, -0.32    

 

  Day 29 Actual n 129 129    

Mean 0.02 0.02    

SD 0.124 0.151    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 121 127    

Mean -0.32 -0.41    

SD 0.686 0.738    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.14)     

Ls Meanb -0.38 -0.39 0.01 (-0.08, 0.10) 0.827  

SEb 0.033 0.032    

95% CIb -0.44, -0.32 -0.45, -0.33    

Ls Meanc -0.38 -0.37 0.00 (-0.04, 0.03) 0.819  

SEc 0.016 0.016    

95% CIc -0.41, -0.34 -0.40, -0.34    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.13)     

Ls Meanb -0.38 -0.44 0.07 (0.00, 0.13) 0.044  

 

  Baseline Actual n 184 201    

Mean 0.61 0.67    

SD 0.963 1.021    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.60 0.59    

SD 0.898 0.891    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.06 -0.08    

SD 1.020 1.067    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.10)     

Ls Meanb -0.11 -0.08 -0.03 (-0.17, 0.10) 0.629  

SEb 0.053 0.050    

95% CIb -0.22, -0.01 -0.18, 0.02    

Ls Meanc -0.17 -0.18 0.01 (-0.16, 0.18) 0.923  

SEc 0.082 0.079    

95% CIc -0.33, -0.01 -0.34, -0.02    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.50 0.46    

SD 0.870 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 156 159    

Mean -0.17 -0.18    

SD 1.146 1.183    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.22 -0.21 -0.01 (-0.15, 0.13) 0.895  

SEb 0.053 0.052    

95% CIb -0.33, -0.12 -0.32, -0.11    

Ls Meanc -0.28 -0.30 0.02 (-0.16, 0.19) 0.864  

SEc 0.079 0.080    

95% CIc -0.44, -0.13 -0.46, -0.14    

 

  Day 15 Actual n 139 151    

Mean 0.26 0.19    

SD 0.652 0.472    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.35 -0.44    

SD 1.054 1.133    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.23)     

Ls Meanb -0.43 -0.52 0.09 (-0.06, 0.23) 0.249  

SEb 0.056 0.055    

95% CIb -0.54, -0.32 -0.63, -0.41    

Ls Meanc -0.40 -0.48 0.08 (-0.05, 0.21) 0.224  

SEc 0.063 0.062    

95% CIc -0.53, -0.28 -0.61, -0.36    

 

  Day 29 Actual n 129 129    

Mean 0.15 0.05    

SD 0.486 0.227    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 121 127    

Mean -0.44 -0.57    

SD 0.930 1.020    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.20 (0.06, 0.35)     

Ls Meanb -0.44 -0.64 0.20 (0.06, 0.35) 0.006  

SEb 0.056 0.054    

95% CIb -0.55, -0.33 -0.75, -0.54    

Ls Meanc -0.47 -0.58 0.11 (0.01, 0.20) 0.025  

SEc 0.043 0.043    

95% CIc -0.56, -0.38 -0.66, -0.49    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.06 (0.00, 0.12)     

Ls Meanb -0.36 -0.42 0.06 (0.00, 0.12) 0.062  

 

  Baseline Actual n 184 201    

Mean 0.56 0.62    

SD 0.915 0.973    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.47 0.48    

SD 0.818 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.09 -0.15    

SD 0.996 1.010    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.16)     

Ls Meanb -0.11 -0.14 0.03 (-0.09, 0.16) 0.596  

SEb 0.048 0.046    

95% CIb -0.20, -0.01 -0.23, -0.05    

Ls Meanc -0.20 -0.24 0.04 (-0.12, 0.20) 0.613  

SEc 0.076 0.074    

95% CIc -0.35, -0.05 -0.38, -0.09    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.44 0.36    

SD 0.847 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 156 159    

Mean -0.17 -0.23    

SD 1.089 1.115    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.20)     

Ls Meanb -0.19 -0.26 0.06 (-0.06, 0.19) 0.343  

SEb 0.049 0.048    

95% CIb -0.29, -0.10 -0.35, -0.16    

Ls Meanc -0.27 -0.34 0.07 (-0.10, 0.23) 0.439  

SEc 0.075 0.076    

95% CIc -0.42, -0.12 -0.49, -0.19    

 

  Day 15 Actual n 139 151    

Mean 0.19 0.15    

SD 0.537 0.428    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.37 -0.42    

SD 1.003 1.034    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.41 -0.48 0.07 (-0.06, 0.20) 0.302  

SEb 0.051 0.050    

95% CIb -0.51, -0.31 -0.58, -0.38    

Ls Meanc -0.37 -0.44 0.07 (-0.05, 0.18) 0.258  

SEc 0.054 0.053    

95% CIc -0.48, -0.27 -0.54, -0.33    

 

  Day 29 Actual n 129 129    

Mean 0.12 0.05    

SD 0.415 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 127    

Mean -0.41 -0.55    

SD 0.910 0.982    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.01, 0.26)     

Ls Meanb -0.43 -0.55 0.12 (-0.01, 0.25) 0.079  

SEb 0.051 0.050    

95% CIb -0.53, -0.33 -0.65, -0.45    

Ls Meanc -0.45 -0.54 0.09 (0.00, 0.18) 0.043  

SEc 0.040 0.040    

95% CIc -0.53, -0.37 -0.62, -0.46    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.01)     

Ls Meanb -0.56 -0.54 -0.03 (-0.06, 0.01) 0.174  

 

  Baseline Actual n 184 201    

Mean 0.65 0.71    

SD 0.753 0.785    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.35 0.43    

SD 0.594 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 163 187    

Mean -0.28 -0.32    

SD 0.766 0.772    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -0.36 -0.32 -0.03 (-0.12, 0.06) 0.501  

SEb 0.036 0.034    

95% CIb -0.43, -0.29 -0.39, -0.26    

Ls Meanc -0.38 -0.36 -0.02 (-0.14, 0.10) 0.720  

SEc 0.057 0.055    

95% CIc -0.50, -0.27 -0.47, -0.25    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.27 0.37    

SD 0.520 0.622    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 156 159    

Mean -0.38 -0.36    

SD 0.774 0.765    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.23, 0.02)     

Ls Meanb -0.49 -0.40 -0.08 (-0.18, 0.01) 0.088  

SEb 0.036 0.036    

95% CIb -0.56, -0.42 -0.47, -0.33    

Ls Meanc -0.45 -0.38 -0.07 (-0.19, 0.05) 0.237  

SEc 0.053 0.053    

95% CIc -0.55, -0.35 -0.48, -0.28    

 

  Day 15 Actual n 139 151    

Mean 0.14 0.15    

SD 0.385 0.412    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.53 -0.62    

SD 0.752 0.788    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.11)     

Ls Meanb -0.62 -0.60 -0.02 (-0.12, 0.09) 0.735  

SEb 0.039 0.038    

95% CIb -0.70, -0.54 -0.68, -0.53    

Ls Meanc -0.61 -0.62 0.01 (-0.09, 0.10) 0.875  

SEc 0.044 0.044    

95% CIc -0.70, -0.53 -0.71, -0.53    

 

  Day 29 Actual n 129 129    

Mean 0.09 0.09    

SD 0.292 0.317    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 121 127    

Mean -0.46 -0.65    

SD 0.731 0.792    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.63 -0.64 0.01 (-0.09, 0.11) 0.844  

SEb 0.039 0.038    

95% CIb -0.71, -0.55 -0.71, -0.57    

Ls Meanc -0.54 -0.55 0.01 (-0.06, 0.09) 0.768  

SEc 0.035 0.035    

95% CIc -0.61, -0.47 -0.62, -0.49    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.26 -0.27 0.01 (-0.03, 0.04) 0.730  

 

  Baseline Actual n 184 201    

Mean 0.37 0.39    

SD 0.757 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.29 0.29    

SD 0.659 0.670    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.10 -0.08    

SD 0.806 0.789    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.12)     

Ls Meanb -0.11 -0.11 0.00 (-0.09, 0.09) 0.980  

SEb 0.036 0.035    

95% CIb -0.18, -0.04 -0.17, -0.04    

Ls Meanc -0.12 -0.10 -0.02 (-0.15, 0.11) 0.743  

SEc 0.061 0.060    

95% CIc -0.24, 0.00 -0.21, 0.02    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.17 0.25    

SD 0.487 0.661    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 156 159    

Mean -0.21 -0.19    

SD 0.787 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.24, 0.02)     

Ls Meanb -0.22 -0.13 -0.08 (-0.18, 0.01) 0.085  

SEb 0.037 0.036    

95% CIb -0.29, -0.14 -0.20, -0.06    

Ls Meanc -0.25 -0.19 -0.06 (-0.18, 0.07) 0.380  

SEc 0.057 0.057    

95% CIc -0.36, -0.14 -0.30, -0.08    

 

  Day 15 Actual n 139 151    

Mean 0.09 0.05    

SD 0.329 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.19 -0.32    

SD 0.684 0.768    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.20)     

Ls Meanb -0.30 -0.35 0.05 (-0.05, 0.15) 0.353  

SEb 0.039 0.038    

95% CIb -0.37, -0.22 -0.42, -0.27    

Ls Meanc -0.25 -0.30 0.05 (-0.03, 0.13) 0.265  

SEc 0.038 0.037    

95% CIc -0.33, -0.18 -0.37, -0.23    

 

  Day 29 Actual n 129 129    

Mean 0.04 0.08    

SD 0.194 0.296    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 121 127    

Mean -0.26 -0.30    

SD 0.739 0.749    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.12)     

Ls Meanb -0.32 -0.31 -0.01 (-0.12, 0.09) 0.804  

SEb 0.039 0.038    

95% CIb -0.40, -0.25 -0.39, -0.24    

Ls Meanc -0.31 -0.27 -0.03 (-0.10, 0.03) 0.300  

SEc 0.030 0.029    

95% CIc -0.37, -0.25 -0.33, -0.22    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.05)     

Ls Meanb -0.54 -0.54 0.00 (-0.04, 0.04) 0.879  

 

  Baseline Actual n 184 201    

Mean 0.65 0.72    

SD 0.795 0.868    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 178 201    

Mean 0.39 0.34    

SD 0.665 0.622    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 187    

Mean -0.25 -0.39    

SD 0.825 0.843    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.21)     

Ls Meanb -0.30 -0.38 0.08 (-0.02, 0.18) 0.133  

SEb 0.039 0.037    

95% CIb -0.38, -0.23 -0.45, -0.31    

Ls Meanc -0.30 -0.39 0.09 (-0.04, 0.22) 0.162  

SEc 0.060 0.058    

95% CIc -0.42, -0.18 -0.50, -0.28    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.23 0.25    

SD 0.523 0.585    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 156 159    

Mean -0.44 -0.48    

SD 0.772 0.986    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.49 -0.47 -0.02 (-0.12, 0.09) 0.753  

SEb 0.039 0.038    

95% CIb -0.57, -0.41 -0.55, -0.40    

Ls Meanc -0.50 -0.49 0.00 (-0.12, 0.11) 0.934  

SEc 0.052 0.053    

95% CIc -0.60, -0.39 -0.59, -0.39    

 

  Day 15 Actual n 139 151    

Mean 0.10 0.12    

SD 0.325 0.364    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.52 -0.61    

SD 0.763 0.882    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.60 -0.60 0.00 (-0.11, 0.11) 0.994  

SEb 0.042 0.041    

95% CIb -0.68, -0.51 -0.68, -0.52    

Ls Meanc -0.58 -0.58 0.00 (-0.08, 0.08) 0.996  

SEc 0.039 0.039    

95% CIc -0.66, -0.51 -0.66, -0.51    

 

  Day 29 Actual n 129 129    

Mean 0.09 0.14    

SD 0.376 0.370    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 121 127    

Mean -0.54 -0.50    

SD 0.857 0.786    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.07)     

Ls Meanb -0.63 -0.57 -0.05 (-0.16, 0.06) 0.329  

SEb 0.042 0.041    

95% CIb -0.71, -0.54 -0.65, -0.49    

Ls Meanc -0.59 -0.54 -0.05 (-0.15, 0.04) 0.244  

SEc 0.043 0.043    

95% CIc -0.68, -0.51 -0.62, -0.46    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.02)     

Ls Meanb -0.10 -0.09 0.00 (-0.01, 0.01) 0.480  

 

  Baseline Actual n 184 201    

Mean 0.14 0.08    

SD 0.477 0.371    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 178 201    

Mean 0.05 0.03    

SD 0.306 0.222    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 163 187    

Mean -0.08 -0.04    

SD 0.415 0.371    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.06 -0.07 0.02 (-0.02, 0.05) 0.417  

SEb 0.014 0.014    

95% CIb -0.08, -0.03 -0.10, -0.04    

Ls Meanc -0.06 -0.07 0.01 (-0.05, 0.06) 0.802  

SEc 0.025 0.024    

95% CIc -0.11, -0.01 -0.12, -0.02    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 167 171    

Mean 0.02 0.05    

SD 0.133 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 156 159    

Mean -0.09 -0.04    

SD 0.445 0.514    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.03)     

Ls Meanb -0.08 -0.06 -0.02 (-0.06, 0.01) 0.221  

SEb 0.015 0.015    

95% CIb -0.11, -0.05 -0.08, -0.03    

Ls Meanc -0.10 -0.06 -0.04 (-0.09, 0.02) 0.199  

SEc 0.025 0.025    

95% CIc -0.15, -0.05 -0.11, -0.01    

 

  Day 15 Actual n 139 151    

Mean 0.01 0.00    

SD 0.085 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 128 142    

Mean -0.12 -0.07    

SD 0.480 0.329    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.11 -0.10 0.00 (-0.04, 0.04) 0.951  

SEb 0.016 0.015    

95% CIb -0.14, -0.07 -0.13, -0.07    

Ls Meanc -0.09 -0.10 0.01 (-0.01, 0.02) 0.335  

SEc 0.007 0.007    

95% CIc -0.10, -0.08 -0.11, -0.08    

 

  Day 29 Actual n 129 129    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 121 127    

Mean -0.12 -0.08    

SD 0.493 0.347    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.12 -0.11 -0.01 (-0.05, 0.04) 0.768  

SEb 0.016 0.016    

95% CIb -0.15, -0.09 -0.14, -0.08    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

US Body Aches Overall  Effect Size (95% 

CI)a 

0.05 (-0.12, 0.23)     

Ls Meanb -1.02 -1.07 0.05 (-0.13, 0.23) 0.548  

 

  Baseline Actual n 45 26    

Mean 1.31 1.50    

SD 1.041 0.949    

Min 0.00 0.00    

Median 2.00 1.50    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.82 0.91    

SD 1.002 0.980    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.54 -0.36    

SD 1.051 1.002    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.54, 0.25)     

Ls Meanb -0.69 -0.55 -0.15 (-0.54, 0.25) 0.465  

SEb 0.137 0.181    

95% CIb -0.96, -0.42 -0.90, -0.19    

Ls Meanc -0.57 -0.36 -0.21 (-0.70, 0.29) 0.412  

SEc 0.236 0.298    

95% CIc -1.04, -0.09 -0.96, 0.24    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.55 0.75    

SD 0.951 1.016    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 35 20    

Mean -0.63 -0.65    

SD 1.190 1.268    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.50, 0.29)     

Ls Meanb -0.86 -0.75 -0.11 (-0.51, 0.30) 0.607  

SEb 0.140 0.182    

95% CIb -1.13, -0.58 -1.11, -0.39    

Ls Meanc -0.77 -0.71 -0.06 (-0.64, 0.51) 0.820  

SEc 0.278 0.357    

95% CIc -1.33, -0.21 -1.42, 0.01    

 

  Day 15 Actual n 43 23    

Mean 0.35 0.35    

SD 0.813 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.90 -1.36    

SD 1.274 0.929    

Min -3.00 -3.00    

Median -1.00 -1.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.33 (-0.11, 0.76)     

Ls Meanb -1.00 -1.32 0.33 (-0.11, 0.77) 0.142  

SEb 0.145 0.199    

95% CIb -1.28, -0.71 -1.72, -0.93    

Ls Meanc -1.13 -1.36 0.23 (-0.35, 0.80) 0.432  

SEc 0.233 0.333    

95% CIc -1.60, -0.66 -2.03, -0.69    

 

  Day 29 Actual n 40 19    

Mean 0.10 0.16    

SD 0.379 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 29 15    

Mean -1.17 -1.73    

SD 1.167 0.884    

Min -3.00 -3.00    

Median -2.00 -2.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.45 (0.02, 0.88)     

Ls Meanb -1.18 -1.63 0.45 (0.02, 0.88) 0.040  

SEb 0.145 0.195    

95% CIb -1.47, -0.89 -2.01, -1.25    

Ls Meanc -1.43 -1.62 0.19 (-0.05, 0.43) 0.124  

SEc 0.095 0.135    

95% CIc -1.62, -1.24 -1.89, -1.34    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.08)     

Ls Meanb -0.98 -0.96 -0.01 (-0.11, 0.08) 0.793  

 

  Baseline Actual n 45 26    

Mean 1.02 1.35    

SD 0.941 1.093    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.35 0.67    

SD 0.694 0.924    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.63 -0.68    

SD 1.178 1.041    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.53, 0.02)     

Ls Meanb -0.71 -0.45 -0.26 (-0.53, 0.02) 0.065  

SEb 0.090 0.121    

95% CIb -0.89, -0.53 -0.69, -0.21    

Ls Meanc -0.58 -0.21 -0.37 (-0.83, 0.09) 0.114  

SEc 0.214 0.270    

95% CIc -1.01, -0.15 -0.75, 0.33    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.06 0.25    

SD 0.438 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 35 20    

Mean -0.86 -1.15    

SD 0.944 1.182    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.43, 0.14)     

Ls Meanb -1.04 -0.90 -0.14 (-0.43, 0.14) 0.318  

SEb 0.094 0.123    

95% CIb -1.23, -0.86 -1.14, -0.66    

Ls Meanc -1.00 -0.88 -0.12 (-0.42, 0.19) 0.457  

SEc 0.146 0.190    

95% CIc -1.29, -0.70 -1.26, -0.50    

 

  Day 15 Actual n 43 23    

Mean 0.07 0.22    

SD 0.338 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.81 -1.21    

SD 1.014 1.188    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.44, 0.20)     

Ls Meanb -0.97 -0.85 -0.12 (-0.44, 0.20) 0.465  

SEb 0.099 0.140    

95% CIb -1.16, -0.77 -1.12, -0.57    

Ls Meanc -0.95 -0.72 -0.22 (-0.66, 0.21) 0.306  

SEc 0.171 0.246    

95% CIc -1.29, -0.60 -1.22, -0.23    

 

  Day 29 Actual n 40 19    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 29 15    

Mean -1.14 -1.73    

SD 0.990 0.961    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.08, 0.55)     

Ls Meanb -1.12 -1.36 0.24 (-0.08, 0.55) 0.140  

SEb 0.100 0.136    

95% CIb -1.32, -0.93 -1.63, -1.09    

Ls Meanc -1.34 -1.34 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.34, -1.34 -1.34, -1.34    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 103 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.09 (-0.07, 0.26)     

Ls Meanb -0.82 -0.91 0.09 (-0.07, 0.25) 0.272  

 

  Baseline Actual n 45 26    

Mean 1.18 1.46    

SD 0.936 0.989    

Min 0.00 0.00    

Median 1.00 1.50    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.93 1.06    

SD 0.884 0.966    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.29 -0.36    

SD 1.006 0.848    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.37, 0.42)     

Ls Meanb -0.36 -0.38 0.03 (-0.35, 0.40) 0.893  

SEb 0.128 0.170    

95% CIb -0.61, -0.11 -0.72, -0.05    

Ls Meanc -0.31 -0.29 -0.02 (-0.47, 0.42) 0.923  

SEc 0.211 0.268    

95% CIc -0.73, 0.11 -0.83, 0.25    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.81 0.94    

SD 0.825 0.878    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 35 20    

Mean -0.17 -0.40    

SD 1.124 0.940    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.40, 0.40)     

Ls Meanb -0.40 -0.40 0.00 (-0.38, 0.38) 0.999  

SEb 0.132 0.172    

95% CIb -0.66, -0.14 -0.74, -0.07    

Ls Meanc -0.17 -0.26 0.09 (-0.39, 0.58) 0.700  

SEc 0.235 0.302    

95% CIc -0.64, 0.30 -0.87, 0.34    

 

  Day 15 Actual n 43 23    

Mean 0.33 0.30    

SD 0.606 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.61 -1.43    

SD 0.882 0.938    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.10, 0.79)     

Ls Meanb -0.88 -1.21 0.33 (-0.09, 0.75) 0.125  

SEb 0.136 0.190    

95% CIb -1.15, -0.62 -1.59, -0.84    

Ls Meanc -0.83 -1.26 0.43 (0.08, 0.79) 0.019  

SEc 0.139 0.206    

95% CIc -1.11, -0.55 -1.67, -0.84    

 

  Day 29 Actual n 40 19    

Mean 0.05 0.32    

SD 0.316 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 29 15    

Mean -1.17 -1.27    

SD 1.002 1.163    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.27, 0.60)     

Ls Meanb -1.16 -1.32 0.16 (-0.26, 0.57) 0.456  

SEb 0.137 0.185    

95% CIb -1.43, -0.89 -1.68, -0.95    

Ls Meanc -1.27 -1.16 -0.11 (-0.42, 0.20) 0.472  

SEc 0.120 0.175    

95% CIc -1.52, -1.03 -1.52, -0.81    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.15)     

Ls Meanb -0.91 -0.88 -0.02 (-0.18, 0.13) 0.749  

 

  Baseline Actual n 45 26    

Mean 1.47 1.46    

SD 0.842 0.811    

Min 0.00 0.00    

Median 2.00 1.50    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 1.07 1.39    

SD 0.904 0.998    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 41 22    

Mean -0.37 -0.14    

SD 0.733 1.037    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.37 (-0.83, 0.09)     

Ls Meanb -0.44 -0.14 -0.31 (-0.69, 0.08) 0.118  

SEb 0.129 0.172    

95% CIb -0.69, -0.19 -0.47, 0.20    

Ls Meanc -0.23 0.10 -0.34 (-0.78, 0.11) 0.133  

SEc 0.209 0.265    

95% CIc -0.65, 0.18 -0.43, 0.63    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 1.00 1.06    

SD 0.909 0.801    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 35 20    

Mean -0.49 -0.40    

SD 1.067 0.821    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.63, 0.31)     

Ls Meanb -0.51 -0.37 -0.13 (-0.53, 0.26) 0.504  

SEb 0.133 0.174    

95% CIb -0.77, -0.25 -0.72, -0.03    

Ls Meanc -0.19 -0.06 -0.13 (-0.61, 0.35) 0.588  

SEc 0.232 0.299    

95% CIc -0.66, 0.27 -0.67, 0.54    

 

  Day 15 Actual n 43 23    

Mean 0.58 0.48    

SD 0.823 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.81 -1.07    

SD 1.195 0.997    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.22 (-0.30, 0.74)     

Ls Meanb -0.90 -1.08 0.18 (-0.25, 0.61) 0.413  

SEb 0.138 0.194    

95% CIb -1.17, -0.62 -1.46, -0.70    

Ls Meanc -0.68 -0.78 0.10 (-0.46, 0.66) 0.715  

SEc 0.226 0.326    

95% CIc -1.14, -0.22 -1.44, -0.12    

 

  Day 29 Actual n 40 19    

Mean 0.23 0.26    

SD 0.577 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 29 15    

Mean -1.17 -1.47    

SD 0.889 0.990    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.38 (-0.13, 0.89)     

Ls Meanb -1.16 -1.47 0.32 (-0.11, 0.74) 0.144  

SEb 0.139 0.189    

95% CIb -1.43, -0.88 -1.84, -1.10    

Ls Meanc -1.34 -1.55 0.21 (-0.21, 0.62) 0.329  

SEc 0.163 0.236    

95% CIc -1.67, -1.01 -2.03, -1.07    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb -0.46 -0.51 0.04 (-0.06, 0.15) 0.423  

 

  Baseline Actual n 45 26    

Mean 0.71 0.88    

SD 0.991 1.033    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.63 0.76    

SD 0.899 0.936    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean 0.02 -0.09    

SD 0.851 1.377    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.34, 0.25)     

Ls Meanb -0.02 0.03 -0.05 (-0.34, 0.25) 0.746  

SEb 0.098 0.131    

95% CIb -0.21, 0.17 -0.23, 0.29    

Ls Meanc 0.06 0.13 -0.08 (-0.54, 0.39) 0.745  

SEc 0.220 0.280    

95% CIc -0.39, 0.50 -0.43, 0.69    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.40 0.47    

SD 0.825 0.803    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 35 20    

Mean -0.23 -0.35    

SD 1.031 1.137    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.16 (-0.14, 0.46)     

Ls Meanb -0.21 -0.37 0.16 (-0.14, 0.47) 0.295  

SEb 0.102 0.133    

95% CIb -0.41, -0.01 -0.63, -0.11    

Ls Meanc -0.23 -0.39 0.15 (-0.30, 0.61) 0.501  

SEc 0.223 0.287    

95% CIc -0.68, 0.22 -0.96, 0.19    

 

  Day 15 Actual n 43 23    

Mean 0.16 0.30    

SD 0.574 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.61 -0.43    

SD 0.955 1.399    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.52, 0.16)     

Ls Meanb -0.54 -0.36 -0.18 (-0.52, 0.16) 0.296  

SEb 0.106 0.150    

95% CIb -0.75, -0.33 -0.65, -0.06    

Ls Meanc -0.54 -0.44 -0.10 (-0.56, 0.35) 0.642  

SEc 0.184 0.267    

95% CIc -0.91, -0.17 -0.98, 0.10    

 

  Day 29 Actual n 40 19    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 29 15    

Mean -0.48 -0.93    

SD 0.871 1.033    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.19, 0.47)     

Ls Meanb -0.60 -0.74 0.14 (-0.19, 0.48) 0.409  

SEb 0.107 0.146    

95% CIb -0.81, -0.39 -1.03, -0.46    

Ls Meanc -0.64 -0.64 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.64, -0.64 -0.64, -0.64    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.12 (-0.01, 0.25)     

Ls Meanb -0.36 -0.49 0.13 (-0.01, 0.27) 0.067  

 

  Baseline Actual n 45 26    

Mean 0.53 1.04    

SD 0.968 1.216    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.44 0.79    

SD 0.846 1.083    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 41 22    

Mean -0.02 -0.18    

SD 0.651 0.853    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.51, 0.11)     

Ls Meanb -0.19 0.02 -0.21 (-0.55, 0.12) 0.209  

SEb 0.112 0.150    

95% CIb -0.41, 0.03 -0.28, 0.31    

Ls Meanc 0.08 0.16 -0.08 (-0.45, 0.29) 0.664  

SEc 0.171 0.221    

95% CIc -0.26, 0.42 -0.28, 0.60    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.28 0.50    

SD 0.682 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 35 20    

Mean -0.29 -0.45    

SD 0.926 1.276    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.39, 0.25)     

Ls Meanb -0.38 -0.30 -0.08 (-0.42, 0.26) 0.660  

SEb 0.116 0.152    

95% CIb -0.60, -0.15 -0.60, 0.00    

Ls Meanc 0.07 0.25 -0.18 (-0.56, 0.20) 0.350  

SEc 0.184 0.240    

95% CIc -0.30, 0.44 -0.23, 0.73    

 

  Day 15 Actual n 43 23    

Mean 0.30 0.48    

SD 0.741 0.898    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.19 -0.93    

SD 0.946 1.328    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.30 (-0.05, 0.65)     

Ls Meanb -0.23 -0.55 0.32 (-0.06, 0.69) 0.097  

SEb 0.120 0.168    

95% CIb -0.47, 0.00 -0.88, -0.22    

Ls Meanc -0.37 -0.57 0.20 (-0.33, 0.73) 0.441  

SEc 0.203 0.305    

95% CIc -0.78, 0.05 -1.19, 0.05    

 

  Day 29 Actual n 40 19    

Mean 0.13 0.11    

SD 0.463 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 29 15    

Mean -0.38 -1.27    

SD 0.979 1.280    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.49 (0.15, 0.84)     

Ls Meanb -0.47 -0.99 0.53 (0.16, 0.89) 0.005  

SEb 0.121 0.164    

95% CIb -0.70, -0.23 -1.31, -0.67    

Ls Meanc -0.70 -0.91 0.20 (-0.11, 0.52) 0.200  

SEc 0.116 0.174    

95% CIc -0.93, -0.47 -1.26, -0.55    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -1.09 -1.12 0.03 (-0.13, 0.19) 0.730  

 

  Baseline Actual n 45 26    

Mean 1.44 1.77    

SD 1.035 1.032    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 57 33    

Mean 1.02 1.39    

SD 1.026 0.998    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.39 -0.27    

SD 0.771 1.032    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.54, 0.21)     

Ls Meanb -0.59 -0.42 -0.17 (-0.56, 0.22) 0.386  

SEb 0.130 0.174    

95% CIb -0.84, -0.33 -0.76, -0.08    

Ls Meanc -0.61 -0.40 -0.21 (-0.64, 0.22) 0.338  

SEc 0.200 0.257    

95% CIc -1.01, -0.21 -0.91, 0.11    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.85 1.22    

SD 1.042 1.008    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

   Change n 35 20    

Mean -0.40 -0.65    

SD 1.006 1.040    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.39, 0.37)     

Ls Meanb -0.69 -0.68 -0.01 (-0.41, 0.38) 0.953  

SEb 0.134 0.176    

95% CIb -0.96, -0.43 -1.03, -0.34    

Ls Meanc -0.65 -0.80 0.15 (-0.40, 0.69) 0.598  

SEc 0.262 0.342    

95% CIc -1.18, -0.13 -1.48, -0.11    

 

  Day 15 Actual n 43 23    

Mean 0.42 0.74    

SD 0.879 1.054    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -1.03 -1.29    

SD 1.080 0.825    

Min -3.00 -2.00    

Median -1.00 -1.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.35, 0.49)     

Ls Meanb -1.23 -1.30 0.08 (-0.36, 0.51) 0.729  

SEb 0.139 0.195    

95% CIb -1.50, -0.95 -1.69, -0.92    

Ls Meanc -1.15 -1.22 0.06 (-0.53, 0.66) 0.832  

SEc 0.238 0.346    

95% CIc -1.63, -0.67 -1.92, -0.52    

 

  Day 29 Actual n 40 19    

Mean 0.13 0.47    

SD 0.404 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 29 15    

Mean -1.31 -1.80    

SD 1.072 0.775    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.16, 0.67)     

Ls Meanb -1.39 -1.66 0.27 (-0.16, 0.70) 0.221  

SEb 0.140 0.190    

95% CIb -1.66, -1.11 -2.03, -1.28    

Ls Meanc -1.59 -1.58 0.00 (-0.37, 0.37) 0.995  

SEc 0.136 0.203    

95% CIc -1.86, -1.31 -1.99, -1.17    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.07 (-0.08, 0.23)     

Ls Meanb -0.95 -1.03 0.08 (-0.09, 0.25) 0.345  

 

  Baseline Actual n 45 26    

Mean 1.27 1.35    

SD 0.986 1.198    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.70 0.85    

SD 0.906 1.004    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.61 -0.45    

SD 0.945 1.011    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.43, 0.30)     

Ls Meanb -0.70 -0.63 -0.07 (-0.46, 0.33) 0.731  

SEb 0.135 0.179    

95% CIb -0.96, -0.44 -0.98, -0.28    

Ls Meanc -0.76 -0.66 -0.10 (-0.54, 0.34) 0.640  

SEc 0.209 0.266    

95% CIc -1.18, -0.35 -1.19, -0.13    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.53 0.66    

SD 0.856 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 35 20    

Mean -0.63 -0.60    

SD 1.140 0.940    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.37, 0.39)     

Ls Meanb -0.79 -0.80 0.01 (-0.39, 0.42) 0.952  

SEb 0.139 0.181    

95% CIb -1.06, -0.51 -1.15, -0.44    

Ls Meanc -0.72 -0.89 0.17 (-0.29, 0.62) 0.459  

SEc 0.221 0.284    

95% CIc -1.16, -0.27 -1.46, -0.31    

 

  Day 15 Actual n 43 23    

Mean 0.16 0.48    

SD 0.531 0.994    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -1.06 -1.00    

SD 1.153 1.109    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.34, 0.49)     

Ls Meanb -1.09 -1.17 0.08 (-0.36, 0.52) 0.723  

SEb 0.144 0.199    

95% CIb -1.37, -0.81 -1.56, -0.78    

Ls Meanc -1.07 -1.04 -0.03 (-0.49, 0.42) 0.881  

SEc 0.187 0.269    

95% CIc -1.45, -0.69 -1.58, -0.49    

 

  Day 29 Actual n 40 19    

Mean 0.03 0.37    

SD 0.158 0.895    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 29 15    

Mean -1.31 -1.20    

SD 1.039 1.082    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.38, 0.44)     

Ls Meanb -1.37 -1.41 0.03 (-0.40, 0.47) 0.889  

SEb 0.145 0.195    

95% CIb -1.66, -1.09 -1.79, -1.02    

Ls Meanc -1.39 -1.27 -0.12 (-0.44, 0.19) 0.423  

SEc 0.122 0.179    

95% CIc -1.64, -1.14 -1.63, -0.91    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.14, 0.17)     

Ls Meanb -0.90 -0.92 0.02 (-0.15, 0.19) 0.820  

 

  Baseline Actual n 45 26    

Mean 1.24 1.42    

SD 1.026 1.102    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.81 0.94    

SD 1.008 0.966    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.51 -0.41    

SD 1.121 1.054    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.49, 0.23)     

Ls Meanb -0.56 -0.42 -0.14 (-0.52, 0.24) 0.474  

SEb 0.131 0.173    

95% CIb -0.82, -0.31 -0.76, -0.08    

Ls Meanc -0.51 -0.32 -0.20 (-0.70, 0.31) 0.434  

SEc 0.241 0.302    

95% CIc -1.00, -0.03 -0.92, 0.29    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.55 0.81    

SD 0.951 0.998    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 35 20    

Mean -0.54 -0.45    

SD 0.919 1.146    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.57, 0.16)     

Ls Meanb -0.73 -0.51 -0.22 (-0.61, 0.17) 0.268  

SEb 0.134 0.174    

95% CIb -0.99, -0.47 -0.85, -0.17    

Ls Meanc -0.37 -0.14 -0.23 (-0.72, 0.26) 0.350  

SEc 0.241 0.307    

95% CIc -0.85, 0.12 -0.75, 0.48    

 

  Day 15 Actual n 43 23    

Mean 0.26 0.35    

SD 0.727 0.775    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -1.03 -1.57    

SD 0.983 0.938    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.19, 0.61)     

Ls Meanb -1.02 -1.24 0.22 (-0.20, 0.64) 0.306  

SEb 0.139 0.191    

95% CIb -1.29, -0.75 -1.61, -0.86    

Ls Meanc -1.13 -1.31 0.18 (-0.29, 0.65) 0.444  

SEc 0.192 0.269    

95% CIc -1.52, -0.74 -1.85, -0.76    

 

  Day 29 Actual n 40 19    

Mean 0.08 0.16    

SD 0.350 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 29 15    

Mean -1.07 -1.73    

SD 1.100 0.961    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.19, 0.60)     

Ls Meanb -1.08 -1.30 0.21 (-0.20, 0.63) 0.317  

SEb 0.140 0.187    

95% CIb -1.36, -0.81 -1.66, -0.93    

Ls Meanc -1.37 -1.43 0.06 (-0.25, 0.37) 0.689  

SEc 0.121 0.168    

95% CIc -1.61, -1.12 -1.77, -1.09    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.04)     

Ls Meanb -0.66 -0.56 -0.10 (-0.24, 0.04) 0.154  

 

  Baseline Actual n 45 26    

Mean 0.76 0.85    

SD 1.004 1.008    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.54 0.70    

SD 0.908 0.918    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.17 -0.05    

SD 1.202 0.899    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.48, 0.15)     

Ls Meanb -0.27 -0.10 -0.17 (-0.49, 0.15) 0.299  

SEb 0.109 0.145    

95% CIb -0.48, -0.06 -0.39, 0.18    

Ls Meanc -0.14 0.04 -0.17 (-0.65, 0.31) 0.476  

SEc 0.225 0.287    

95% CIc -0.59, 0.32 -0.54, 0.61    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.34 0.53    

SD 0.788 0.983    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 35 20    

Mean -0.26 -0.35    

SD 1.268 1.089    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.45, 0.19)     

Ls Meanb -0.48 -0.35 -0.13 (-0.46, 0.19) 0.424  

SEb 0.112 0.146    

95% CIb -0.70, -0.26 -0.64, -0.07    

Ls Meanc -0.40 -0.43 0.03 (-0.49, 0.56) 0.904  

SEc 0.255 0.329    

95% CIc -0.91, 0.11 -1.09, 0.23    

 

  Day 15 Actual n 43 23    

Mean 0.07 0.39    

SD 0.457 0.891    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.71 -0.71    

SD 1.189 0.825    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.38, 0.33)     

Ls Meanb -0.75 -0.73 -0.03 (-0.38, 0.33) 0.887  

SEb 0.116 0.160    

95% CIb -0.98, -0.53 -1.04, -0.41    

Ls Meanc -0.73 -0.63 -0.10 (-0.54, 0.33) 0.632  

SEc 0.176 0.254    

95% CIc -1.09, -0.38 -1.14, -0.11    

 

  Day 29 Actual n 40 19    

Mean 0.00 0.16    

SD 0.000 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 29 15    

Mean -0.97 -0.87    

SD 1.085 0.834    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.39, 0.31)     

Ls Meanb -0.83 -0.79 -0.04 (-0.39, 0.31) 0.825  

SEb 0.117 0.157    

95% CIb -1.06, -0.60 -1.10, -0.49    

Ls Meanc -1.03 -0.85 -0.17 (-0.47, 0.12) 0.242  

SEc 0.114 0.166    

95% CIc -1.26, -0.79 -1.19, -0.52    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 127 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.11)     

Ls Meanb -0.71 -0.69 -0.01 (-0.15, 0.12) 0.827  

 

  Baseline Actual n 45 26    

Mean 0.78 0.92    

SD 1.085 1.017    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.58 0.88    

SD 0.844 1.139    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.24 -0.14    

SD 1.220 1.320    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.25 (-0.56, 0.05)     

Ls Meanb -0.43 -0.16 -0.27 (-0.59, 0.06) 0.106  

SEb 0.109 0.145    

95% CIb -0.64, -0.21 -0.44, 0.13    

Ls Meanc -0.56 -0.23 -0.33 (-0.82, 0.16) 0.188  

SEc 0.233 0.295    

95% CIc -1.02, -0.09 -0.82, 0.36    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.34 0.59    

SD 0.635 1.043    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 35 20    

Mean -0.31 -0.45    

SD 1.078 1.276    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.26, 0.36)     

Ls Meanb -0.53 -0.58 0.05 (-0.28, 0.38) 0.754  

SEb 0.113 0.147    

95% CIb -0.75, -0.31 -0.87, -0.29    

Ls Meanc -0.50 -0.42 -0.07 (-0.51, 0.37) 0.748  

SEc 0.213 0.274    

95% CIc -0.92, -0.07 -0.97, 0.13    

 

  Day 15 Actual n 43 23    

Mean 0.14 0.26    

SD 0.467 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.68 -0.93    

SD 1.045 1.328    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.36, 0.32)     

Ls Meanb -0.84 -0.82 -0.02 (-0.38, 0.34) 0.916  

SEb 0.117 0.163    

95% CIb -1.07, -0.61 -1.14, -0.50    

Ls Meanc -0.88 -0.85 -0.03 (-0.41, 0.36) 0.897  

SEc 0.157 0.226    

95% CIc -1.20, -0.56 -1.31, -0.40    

 

  Day 29 Actual n 40 19    

Mean 0.05 0.05    

SD 0.316 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 29 15    

Mean -0.55 -0.87    

SD 0.985 1.125    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.16, 0.52)     

Ls Meanb -0.91 -1.09 0.19 (-0.17, 0.55) 0.301  

SEb 0.118 0.159    

95% CIb -1.14, -0.67 -1.41, -0.78    

Ls Meanc -0.71 -0.76 0.04 (-0.19, 0.27) 0.709  

SEc 0.090 0.129    

95% CIc -0.90, -0.53 -1.02, -0.49    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.01 (-0.13, 0.14)     

Ls Meanb -0.62 -0.62 0.01 (-0.14, 0.15) 0.934  

 

  Baseline Actual n 45 26    

Mean 0.69 0.88    

SD 1.019 1.033    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.58 0.94    

SD 0.823 1.171    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.15 -0.05    

SD 0.882 1.214    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.33 (-0.64, -0.03)     

Ls Meanb -0.33 0.01 -0.34 (-0.65, -0.03) 0.034  

SEb 0.108 0.143    

95% CIb -0.54, -0.11 -0.27, 0.29    

Ls Meanc -0.48 -0.13 -0.35 (-0.80, 0.11) 0.130  

SEc 0.214 0.269    

95% CIc -0.91, -0.05 -0.67, 0.41    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.38 0.69    

SD 0.739 0.998    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 35 20    

Mean -0.29 -0.40    

SD 0.957 1.142    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.40, 0.23)     

Ls Meanb -0.44 -0.35 -0.09 (-0.41, 0.23) 0.590  

SEb 0.111 0.144    

95% CIb -0.66, -0.22 -0.63, -0.07    

Ls Meanc -0.36 -0.23 -0.14 (-0.57, 0.30) 0.536  

SEc 0.211 0.271    

95% CIc -0.79, 0.06 -0.77, 0.32    

 

  Day 15 Actual n 43 23    

Mean 0.16 0.26    

SD 0.485 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.58 -0.86    

SD 0.992 1.351    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.28, 0.39)     

Ls Meanb -0.69 -0.75 0.06 (-0.29, 0.40) 0.742  

SEb 0.114 0.157    

95% CIb -0.92, -0.47 -1.06, -0.44    

Ls Meanc -0.81 -0.82 0.02 (-0.38, 0.41) 0.934  

SEc 0.160 0.230    

95% CIc -1.13, -0.48 -1.29, -0.36    

 

  Day 29 Actual n 40 19    

Mean 0.05 0.05    

SD 0.316 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 29 15    

Mean -0.48 -0.87    

SD 0.949 1.125    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.23 (-0.11, 0.56)     

Ls Meanb -0.77 -1.00 0.23 (-0.11, 0.57) 0.182  

SEb 0.115 0.154    

95% CIb -0.99, -0.54 -1.30, -0.70    

Ls Meanc -0.67 -0.71 0.05 (-0.18, 0.28) 0.680  

SEc 0.090 0.129    

95% CIc -0.85, -0.49 -0.98, -0.45    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.08 (-0.04, 0.21)     

Ls Meanb -0.54 -0.61 0.07 (-0.04, 0.18) 0.195  

 

  Baseline Actual n 45 26    

Mean 0.71 0.85    

SD 0.869 0.834    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 57 33    

Mean 0.77 0.52    

SD 0.824 0.667    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

   Change n 41 22    

Mean 0.05 -0.55    

SD 0.921 0.739    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.47 (0.16, 0.78)     

Ls Meanb -0.06 -0.47 0.41 (0.14, 0.67) 0.003  

SEb 0.089 0.119    

95% CIb -0.24, 0.11 -0.70, -0.23    

Ls Meanc 0.05 -0.41 0.47 (0.08, 0.85) 0.017  

SEc 0.179 0.228    

95% CIc -0.30, 0.41 -0.87, 0.04    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.32 0.56    

SD 0.594 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 20    

Mean -0.37 -0.45    

SD 0.910 0.887    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.40, 0.23)     

Ls Meanb -0.51 -0.43 -0.07 (-0.35, 0.20) 0.601  

SEb 0.093 0.121    

95% CIb -0.69, -0.32 -0.67, -0.20    

Ls Meanc -0.33 -0.33 0.00 (-0.36, 0.37) 0.982  

SEc 0.177 0.227    

95% CIc -0.68, 0.03 -0.79, 0.12    

 

  Day 15 Actual n 43 23    

Mean 0.23 0.26    

SD 0.571 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.52 -0.57    

SD 0.811 0.852    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.28, 0.43)     

Ls Meanb -0.54 -0.60 0.06 (-0.24, 0.36) 0.679  

SEb 0.096 0.135    

95% CIb -0.72, -0.35 -0.86, -0.34    

Ls Meanc -0.57 -0.68 0.10 (-0.27, 0.48) 0.574  

SEc 0.152 0.219    

95% CIc -0.88, -0.27 -1.12, -0.24    

 

  Day 29 Actual n 40 19    

Mean 0.03 0.26    

SD 0.158 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 29 15    

Mean -0.52 -0.73    

SD 0.688 0.799    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.22, 0.47)     

Ls Meanb -0.66 -0.77 0.11 (-0.19, 0.40) 0.477  

SEb 0.097 0.131    

95% CIb -0.85, -0.47 -1.03, -0.51    

Ls Meanc -0.64 -0.57 -0.06 (-0.24, 0.11) 0.461  

SEc 0.067 0.098    

95% CIc -0.77, -0.50 -0.77, -0.37    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.18 (0.04, 0.31)     

Ls Meanb -0.52 -0.70 0.18 (0.04, 0.32) 0.011  

 

  Baseline Actual n 45 26    

Mean 0.76 1.19    

SD 0.957 1.132    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 57 33    

Mean 0.60 0.76    

SD 0.904 1.091    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 41 22    

Mean -0.15 -0.32    

SD 0.760 0.716    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.45, 0.25)     

Ls Meanb -0.31 -0.20 -0.10 (-0.46, 0.25) 0.570  

SEb 0.118 0.158    

95% CIb -0.54, -0.07 -0.51, 0.11    

Ls Meanc -0.15 -0.15 0.00 (-0.39, 0.39) 0.992  

SEc 0.181 0.234    

95% CIc -0.51, 0.21 -0.61, 0.32    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.55 0.50    

SD 0.974 0.803    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 35 20    

Mean -0.23 -0.70    

SD 1.060 1.031    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 4.00 2.00    

Effect Size (95% 

CI)a 

0.29 (-0.07, 0.64)     

Ls Meanb -0.34 -0.63 0.29 (-0.07, 0.66) 0.115  

SEb 0.122 0.160    

95% CIb -0.58, -0.10 -0.94, -0.32    

Ls Meanc -0.08 -0.36 0.28 (-0.21, 0.77) 0.256  

SEc 0.238 0.308    

95% CIc -0.55, 0.40 -0.98, 0.26    

 

  Day 15 Actual n 43 23    

Mean 0.33 0.30    

SD 0.808 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.42 -1.14    

SD 1.148 1.099    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.42 (0.03, 0.82)     

Ls Meanb -0.46 -0.90 0.43 (0.03, 0.84) 0.035  

SEb 0.127 0.180    

95% CIb -0.71, -0.21 -1.25, -0.54    

Ls Meanc -0.48 -0.64 0.17 (-0.39, 0.72) 0.548  

SEc 0.214 0.319    

95% CIc -0.91, -0.05 -1.29, 0.00    

 

  Day 29 Actual n 40 19    

Mean 0.15 0.16    

SD 0.483 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 29 15    

Mean -0.59 -1.47    

SD 1.018 1.125    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.55 (0.16, 0.94)     

Ls Meanb -0.67 -1.23 0.56 (0.17, 0.96) 0.006  

SEb 0.129 0.175    

95% CIb -0.92, -0.42 -1.58, -0.89    

Ls Meanc -0.90 -1.14 0.24 (-0.09, 0.57) 0.147  

SEc 0.120 0.182    

95% CIc -1.14, -0.66 -1.51, -0.77    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.13, 0.16)     

Ls Meanb -0.59 -0.60 0.01 (-0.12, 0.14) 0.856  

 

  Baseline Actual n 45 26    

Mean 0.80 0.73    

SD 0.869 0.827    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 2.00    

 

  Day 3 Actual n 57 33    

Mean 0.46 0.55    

SD 0.781 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 22    

Mean -0.27 -0.14    

SD 0.837 0.889    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.20 (-0.57, 0.17)     

Ls Meanb -0.33 -0.16 -0.17 (-0.48, 0.15) 0.292  

SEb 0.106 0.141    

95% CIb -0.54, -0.12 -0.44, 0.11    

Ls Meanc -0.26 -0.07 -0.18 (-0.59, 0.23) 0.381  

SEc 0.194 0.247    

95% CIc -0.64, 0.13 -0.57, 0.42    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.38 0.28    

SD 0.822 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 35 20    

Mean -0.23 -0.45    

SD 0.910 0.887    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.22, 0.53)     

Ls Meanb -0.43 -0.57 0.13 (-0.19, 0.46) 0.417  

SEb 0.109 0.143    

95% CIb -0.65, -0.22 -0.85, -0.29    

Ls Meanc -0.29 -0.53 0.25 (-0.18, 0.68) 0.251  

SEc 0.209 0.269    

95% CIc -0.70, 0.13 -1.07, 0.01    

 

  Day 15 Actual n 43 23    

Mean 0.19 0.22    

SD 0.664 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.61 -0.64    

SD 1.256 0.929    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.36, 0.47)     

Ls Meanb -0.64 -0.69 0.05 (-0.31, 0.40) 0.804  

SEb 0.114 0.159    

95% CIb -0.87, -0.42 -1.00, -0.38    

Ls Meanc -0.63 -0.71 0.07 (-0.42, 0.56) 0.763  

SEc 0.199 0.288    

95% CIc -1.04, -0.23 -1.29, -0.13    

 

  Day 29 Actual n 40 19    

Mean 0.05 0.32    

SD 0.316 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 29 15    

Mean -0.79 -0.60    

SD 0.902 0.910    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.52, 0.30)     

Ls Meanb -0.78 -0.69 -0.09 (-0.44, 0.26) 0.612  

SEb 0.115 0.155    

95% CIb -1.01, -0.56 -0.99, -0.39    

Ls Meanc -0.79 -0.67 -0.13 (-0.43, 0.17) 0.396  

SEc 0.117 0.170    

95% CIc -1.03, -0.56 -1.01, -0.32    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb -0.21 -0.23 0.03 (-0.05, 0.10) 0.529  

 

  Baseline Actual n 45 26    

Mean 0.22 0.35    

SD 0.670 0.745    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 57 33    

Mean 0.09 0.15    

SD 0.342 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 41 22    

Mean -0.12 -0.18    

SD 0.714 0.664    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.29, 0.21)     

Ls Meanb -0.20 -0.17 -0.03 (-0.21, 0.15) 0.754  

SEb 0.061 0.081    

95% CIb -0.32, -0.08 -0.33, -0.01    

Ls Meanc -0.22 -0.20 -0.03 (-0.28, 0.22) 0.835  

SEc 0.118 0.151    

95% CIc -0.46, 0.01 -0.50, 0.11    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 143 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 47 32    

Mean 0.11 0.06    

SD 0.521 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 35 20    

Mean -0.06 -0.05    

SD 0.725 0.686    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.31, 0.20)     

Ls Meanb -0.14 -0.10 -0.04 (-0.22, 0.14) 0.676  

SEb 0.063 0.082    

95% CIb -0.26, -0.01 -0.26, 0.06    

Ls Meanc 0.01 -0.03 0.04 (-0.27, 0.34) 0.812  

SEc 0.147 0.190    

95% CIc -0.29, 0.30 -0.41, 0.35    

 

  Day 15 Actual n 43 23    

Mean 0.07 0.09    

SD 0.338 0.417    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.23 -0.21    

SD 0.762 0.579    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.13, 0.43)     

Ls Meanb -0.19 -0.30 0.10 (-0.09, 0.30) 0.304  

SEb 0.065 0.089    

95% CIb -0.32, -0.07 -0.47, -0.12    

Ls Meanc -0.20 -0.30 0.09 (-0.12, 0.31) 0.388  

SEc 0.089 0.127    

95% CIc -0.38, -0.02 -0.55, -0.04    

 

  Day 29 Actual n 40 19    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 29 15    

Mean -0.28 -0.20    

SD 0.751 0.561    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.12, 0.44)     

Ls Meanb -0.24 -0.35 0.11 (-0.08, 0.31) 0.254  

SEb 0.065 0.087    

95% CIb -0.37, -0.11 -0.52, -0.18    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset ≤ 

5 days 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.02)     

Ls Meanb -0.80 -0.77 -0.04 (-0.09, 0.02) 0.208  

 

  Baseline Actual n 193 197  <.001d  

Mean 1.13 1.05    

SD 1.080 0.976    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 243 238    

Mean 0.61 0.70    

SD 0.862 0.886    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 177 183    

Mean -0.53 -0.32    

SD 1.098 0.978    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.27, -0.01)     

Ls Meanb -0.50 -0.36 -0.15 (-0.28, -0.01) 0.029  

SEb 0.050 0.049    

95% CIb -0.60, -0.41 -0.46, -0.26    

Ls Meanc -0.53 -0.37 -0.16 (-0.33, 0.00) 0.057  

SEc 0.075 0.075    

95% CIc -0.67, -0.38 -0.51, -0.22    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.40 0.48    

SD 0.700 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 165 159    

Mean -0.68 -0.55    

SD 1.120 1.065    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.29, -0.03)     

Ls Meanb -0.72 -0.56 -0.16 (-0.30, -0.03) 0.019  

SEb 0.051 0.051    

95% CIb -0.82, -0.63 -0.66, -0.46    

Ls Meanc -0.72 -0.60 -0.12 (-0.28, 0.04) 0.151  

SEc 0.071 0.072    

95% CIc -0.86, -0.58 -0.74, -0.46    

 

  Day 15 Actual n 211 196    

Mean 0.20 0.18    

SD 0.544 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.89 -0.86    

SD 1.131 0.934    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.89 -0.92 0.03 (-0.11, 0.17) 0.690  

SEb 0.052 0.053    

95% CIb -0.99, -0.79 -1.02, -0.82    

Ls Meanc -0.90 -0.92 0.03 (-0.09, 0.15) 0.627  

SEc 0.053 0.055    

95% CIc -1.00, -0.79 -1.03, -0.82    

 

  Day 29 Actual n 168 156    

Mean 0.16 0.13    

SD 0.517 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 130 127    

Mean -0.98 -0.89    

SD 1.161 1.041    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -0.92 -0.90 -0.02 (-0.16, 0.12) 0.794  

SEb 0.053 0.054    

95% CIb -1.03, -0.82 -1.01, -0.80    

Ls Meanc -0.96 -0.97 0.01 (-0.11, 0.14) 0.824  

SEc 0.055 0.058    

95% CIc -1.07, -0.85 -1.09, -0.86    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.00)     

Ls Meanb -0.71 -0.69 -0.02 (-0.04, 0.00) 0.107  

 

  Baseline Actual n 193 197  0.021d  

Mean 0.85 0.75    

SD 0.986 0.906    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 242 238    

Mean 0.34 0.34    

SD 0.664 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 176 183    

Mean -0.49 -0.40    

SD 0.974 0.851    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.11)     

Ls Meanb -0.43 -0.46 0.03 (-0.06, 0.11) 0.546  

SEb 0.031 0.030    

95% CIb -0.49, -0.37 -0.52, -0.40    

Ls Meanc -0.48 -0.47 -0.01 (-0.14, 0.12) 0.845  

SEc 0.058 0.058    

95% CIc -0.60, -0.37 -0.59, -0.36    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.10 0.25    

SD 0.366 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 165 159    

Mean -0.68 -0.50    

SD 0.974 1.018    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.23, -0.05)     

Ls Meanb -0.70 -0.57 -0.13 (-0.21, -0.04) 0.003  

SEb 0.031 0.032    

95% CIb -0.76, -0.64 -0.63, -0.51    

Ls Meanc -0.69 -0.56 -0.13 (-0.23, -0.02) 0.020  

SEc 0.047 0.048    

95% CIc -0.78, -0.59 -0.65, -0.46    

 

  Day 15 Actual n 211 196    

Mean 0.04 0.04    

SD 0.236 0.275    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.77 -0.67    

SD 1.004 0.908    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.08)     

Ls Meanb -0.78 -0.76 -0.02 (-0.10, 0.07) 0.735  

SEb 0.032 0.033    

95% CIb -0.84, -0.72 -0.83, -0.70    

Ls Meanc -0.75 -0.74 -0.01 (-0.07, 0.05) 0.746  

SEc 0.026 0.028    

95% CIc -0.80, -0.69 -0.79, -0.68    

 

  Day 29 Actual n 168 156    

Mean 0.04 0.03    

SD 0.242 0.210    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 130 127    

Mean -0.85 -0.74    

SD 1.050 0.945    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.12)     

Ls Meanb -0.77 -0.79 0.02 (-0.07, 0.12) 0.624  

SEb 0.034 0.035    

95% CIb -0.84, -0.70 -0.86, -0.72    

Ls Meanc -0.81 -0.82 0.01 (-0.05, 0.07) 0.810  

SEc 0.027 0.028    

95% CIc -0.86, -0.76 -0.87, -0.76    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 7 of 1392 

Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.51 -0.48 -0.03 (-0.07, 0.02) 0.225  

 

  Baseline Actual n 193 197  <.001d  

Mean 0.73 0.74    

SD 0.861 0.858    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.57 0.55    

SD 0.770 0.765    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean -0.14 -0.21    

SD 0.828 0.821    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.18)     

Ls Meanb -0.18 -0.23 0.05 (-0.06, 0.15) 0.397  

SEb 0.040 0.040    

95% CIb -0.26, -0.10 -0.30, -0.15    

Ls Meanc -0.17 -0.23 0.06 (-0.08, 0.20) 0.416  

SEc 0.063 0.063    

95% CIc -0.29, -0.05 -0.35, -0.10    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.37 0.46    

SD 0.633 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 165 159    

Mean -0.25 -0.31    

SD 0.801 0.922    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.34 -0.31 -0.03 (-0.13, 0.08) 0.643  

SEb 0.041 0.041    

95% CIb -0.41, -0.26 -0.39, -0.23    

Ls Meanc -0.32 -0.31 -0.01 (-0.15, 0.13) 0.901  

SEc 0.060 0.061    

95% CIc -0.44, -0.20 -0.43, -0.19    

 

  Day 15 Actual n 211 196    

Mean 0.14 0.16    

SD 0.413 0.418    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.54 -0.56    

SD 0.783 0.907    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.10)     

Ls Meanb -0.60 -0.57 -0.03 (-0.14, 0.08) 0.607  

SEb 0.042 0.043    

95% CIb -0.68, -0.52 -0.65, -0.48    

Ls Meanc -0.61 -0.59 -0.02 (-0.11, 0.07) 0.705  

SEc 0.041 0.042    

95% CIc -0.69, -0.53 -0.67, -0.51    

 

  Day 29 Actual n 168 156    

Mean 0.04 0.10    

SD 0.228 0.373    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 130 127    

Mean -0.56 -0.59    

SD 0.797 0.912    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.62 -0.62 0.00 (-0.12, 0.12) 0.997  

SEb 0.043 0.044    

95% CIb -0.71, -0.54 -0.71, -0.54    

Ls Meanc -0.59 -0.56 -0.04 (-0.11, 0.04) 0.347  

SEc 0.035 0.037    

95% CIc -0.66, -0.52 -0.63, -0.48    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.13, 0.02)     

Ls Meanb -0.71 -0.66 -0.04 (-0.10, 0.02) 0.148  

 

  Baseline Actual n 193 197  0.936d  

Mean 1.13 1.08    

SD 0.803 0.788    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 1.00 1.01    

SD 0.766 0.839    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean -0.10 -0.07    

SD 0.692 0.829    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.13)     

Ls Meanb -0.18 -0.16 -0.03 (-0.16, 0.11) 0.700  

SEb 0.050 0.050    

95% CIb -0.28, -0.08 -0.25, -0.06    

Ls Meanc -0.17 -0.14 -0.03 (-0.17, 0.11) 0.685  

SEc 0.064 0.064    

95% CIc -0.30, -0.04 -0.27, -0.01    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.76 0.89    

SD 0.776 0.909    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 165 159    

Mean -0.32 -0.20    

SD 0.789 0.992    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.25 (-0.42, -0.08)     

Ls Meanb -0.43 -0.23 -0.20 (-0.34, -0.07) 0.004  

SEb 0.051 0.052    

95% CIb -0.53, -0.33 -0.33, -0.13    

Ls Meanc -0.39 -0.26 -0.14 (-0.30, 0.03) 0.114  

SEc 0.074 0.075    

95% CIc -0.54, -0.24 -0.40, -0.11    

 

  Day 15 Actual n 211 196    

Mean 0.34 0.36    

SD 0.582 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.75 -0.79    

SD 0.848 0.870    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.15)     

Ls Meanb -0.86 -0.84 -0.02 (-0.16, 0.12) 0.777  

SEb 0.052 0.054    

95% CIb -0.96, -0.76 -0.94, -0.73    

Ls Meanc -0.82 -0.83 0.00 (-0.13, 0.13) 0.988  

SEc 0.059 0.061    

95% CIc -0.94, -0.71 -0.95, -0.70    

 

  Day 29 Actual n 168 156    

Mean 0.20 0.18    

SD 0.484 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 130 127    

Mean -0.89 -0.91    

SD 0.909 0.882    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.12, 0.24)     

Ls Meanb -0.94 -0.99 0.05 (-0.10, 0.19) 0.534  

SEb 0.054 0.054    

95% CIb -1.05, -0.84 -1.10, -0.88    

Ls Meanc -0.94 -1.00 0.06 (-0.06, 0.18) 0.326  

SEc 0.055 0.058    

95% CIc -1.04, -0.83 -1.11, -0.88    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.27 -0.27 0.00 (-0.03, 0.03) 0.877  

 

  Baseline Actual n 193 197  0.155d  

Mean 0.38 0.37    

SD 0.741 0.676    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 242 238    

Mean 0.33 0.29    

SD 0.643 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 176 183    

Mean -0.03 -0.08    

SD 0.774 0.822    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.01, 0.23)     

Ls Meanb -0.01 -0.09 0.08 (0.00, 0.16) 0.063  

SEb 0.031 0.030    

95% CIb -0.07, 0.05 -0.15, -0.03    

Ls Meanc -0.06 -0.11 0.05 (-0.07, 0.18) 0.413  

SEc 0.056 0.057    

95% CIc -0.17, 0.05 -0.22, 0.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.18 0.19    

SD 0.484 0.498    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 165 159    

Mean -0.16 -0.19    

SD 0.833 0.764    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.18 -0.18 0.00 (-0.08, 0.09) 0.963  

SEb 0.031 0.032    

95% CIb -0.24, -0.12 -0.24, -0.12    

Ls Meanc -0.17 -0.18 0.01 (-0.10, 0.12) 0.880  

SEc 0.048 0.049    

95% CIc -0.26, -0.08 -0.27, -0.08    

 

  Day 15 Actual n 211 196    

Mean 0.07 0.09    

SD 0.285 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.30 -0.31    

SD 0.784 0.792    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.09)     

Ls Meanb -0.30 -0.28 -0.02 (-0.11, 0.07) 0.619  

SEb 0.032 0.033    

95% CIb -0.37, -0.24 -0.34, -0.21    

Ls Meanc -0.35 -0.34 -0.01 (-0.08, 0.07) 0.830  

SEc 0.033 0.035    

95% CIc -0.41, -0.28 -0.41, -0.27    

 

  Day 29 Actual n 168 156    

Mean 0.02 0.02    

SD 0.172 0.138    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 130 127    

Mean -0.32 -0.35    

SD 0.684 0.707    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.14)     

Ls Meanb -0.34 -0.35 0.01 (-0.08, 0.10) 0.854  

SEb 0.034 0.034    

95% CIb -0.40, -0.27 -0.41, -0.28    

Ls Meanc -0.34 -0.35 0.01 (-0.03, 0.05) 0.642  

SEc 0.018 0.019    

95% CIc -0.38, -0.31 -0.39, -0.31    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.10, 0.01)     

Ls Meanb -0.18 -0.15 -0.03 (-0.07, 0.01) 0.150  

 

  Baseline Actual n 193 197  <.001d  

Mean 0.28 0.29    

SD 0.697 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.25 0.29    

SD 0.588 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 177 183    

Mean 0.00 -0.02    

SD 0.699 0.791    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -0.06 -0.05 -0.01 (-0.11, 0.08) 0.787  

SEb 0.036 0.036    

95% CIb -0.13, 0.01 -0.12, 0.02    

Ls Meanc -0.02 -0.01 -0.01 (-0.13, 0.11) 0.879  

SEc 0.055 0.055    

95% CIc -0.13, 0.09 -0.12, 0.10    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.16 0.28    

SD 0.468 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 165 159    

Mean -0.09 0.00    

SD 0.706 0.948    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.21 (-0.35, -0.07)     

Ls Meanb -0.14 0.01 -0.15 (-0.24, -0.05) 0.004  

SEb 0.037 0.037    

95% CIb -0.21, -0.07 -0.07, 0.08    

Ls Meanc -0.15 -0.04 -0.11 (-0.24, 0.03) 0.113  

SEc 0.059 0.060    

95% CIc -0.26, -0.03 -0.16, 0.08    

 

  Day 15 Actual n 211 196    

Mean 0.10 0.13    

SD 0.384 0.478    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.14 -0.19    

SD 0.688 0.734    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.20 -0.20 0.00 (-0.10, 0.10) 0.992  

SEb 0.038 0.039    

95% CIb -0.28, -0.13 -0.28, -0.12    

Ls Meanc -0.20 -0.21 0.01 (-0.09, 0.10) 0.907  

SEc 0.043 0.045    

95% CIc -0.29, -0.12 -0.30, -0.12    

 

  Day 29 Actual n 168 156    

Mean 0.05 0.05    

SD 0.264 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 130 127    

Mean -0.23 -0.31    

SD 0.783 0.763    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -0.26 -0.28 0.02 (-0.08, 0.13) 0.676  

SEb 0.039 0.040    

95% CIb -0.34, -0.18 -0.36, -0.21    

Ls Meanc -0.29 -0.30 0.01 (-0.06, 0.08) 0.756  

SEc 0.030 0.031    

95% CIc -0.35, -0.23 -0.36, -0.24    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, 0.00)     

Ls Meanb -0.86 -0.81 -0.06 (-0.12, 0.00) 0.065  

 

  Baseline Actual n 193 197  <.001d  

Mean 1.30 1.34    

SD 1.001 1.001    

Min 0.00 0.00    

Median 1.00 2.00    

Max 4.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.98 1.12    

SD 0.962 0.997    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 177 183    

Mean -0.27 -0.14    

SD 0.961 0.984    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.26, 0.05)     

Ls Meanb -0.38 -0.27 -0.11 (-0.26, 0.05) 0.171  

SEb 0.057 0.057    

95% CIb -0.49, -0.26 -0.38, -0.16    

Ls Meanc -0.41 -0.28 -0.12 (-0.30, 0.05) 0.162  

SEc 0.078 0.078    

95% CIc -0.56, -0.25 -0.44, -0.13    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.76 0.90    

SD 0.866 0.971    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 165 159    

Mean -0.44 -0.40    

SD 0.977 1.031    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.28, 0.03)     

Ls Meanb -0.59 -0.46 -0.13 (-0.28, 0.03) 0.103  

SEb 0.058 0.059    

95% CIb -0.71, -0.48 -0.58, -0.35    

Ls Meanc -0.58 -0.51 -0.06 (-0.24, 0.11) 0.477  

SEc 0.078 0.080    

95% CIc -0.73, -0.42 -0.67, -0.36    

 

  Day 15 Actual n 211 196    

Mean 0.37 0.43    

SD 0.630 0.716    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.92 -0.89    

SD 1.054 1.008    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.14)     

Ls Meanb -1.02 -1.00 -0.02 (-0.18, 0.14) 0.775  

SEb 0.060 0.061    

95% CIb -1.14, -0.90 -1.12, -0.88    

Ls Meanc -1.04 -1.00 -0.04 (-0.18, 0.11) 0.625  

SEc 0.066 0.069    

95% CIc -1.17, -0.91 -1.14, -0.87    

 

  Day 29 Actual n 168 156    

Mean 0.29 0.33    

SD 0.601 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 130 127    

Mean -0.99 -1.06    

SD 1.053 1.097    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.15)     

Ls Meanb -1.09 -1.08 -0.01 (-0.18, 0.15) 0.865  

SEb 0.062 0.062    

95% CIb -1.21, -0.97 -1.20, -0.96    

Ls Meanc -1.13 -1.14 0.01 (-0.14, 0.15) 0.927  

SEc 0.067 0.070    

95% CIc -1.27, -1.00 -1.28, -1.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.02)     

Ls Meanb -0.83 -0.81 -0.02 (-0.07, 0.02) 0.324  

 

  Baseline Actual n 193 197  0.022d  

Mean 1.19 1.07    

SD 1.014 0.912    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.63 0.62    

SD 0.830 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean -0.55 -0.50    

SD 1.033 0.949    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.16)     

Ls Meanb -0.53 -0.55 0.03 (-0.10, 0.15) 0.645  

SEb 0.047 0.046    

95% CIb -0.62, -0.43 -0.65, -0.46    

Ls Meanc -0.59 -0.61 0.01 (-0.14, 0.16) 0.880  

SEc 0.069 0.069    

95% CIc -0.73, -0.46 -0.74, -0.47    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.45 0.51    

SD 0.751 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 165 159    

Mean -0.72 -0.59    

SD 1.081 1.008    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.05)     

Ls Meanb -0.71 -0.63 -0.08 (-0.21, 0.04) 0.200  

SEb 0.048 0.048    

95% CIb -0.81, -0.62 -0.72, -0.54    

Ls Meanc -0.71 -0.67 -0.05 (-0.20, 0.10) 0.535  

SEc 0.066 0.067    

95% CIc -0.84, -0.58 -0.80, -0.53    

 

  Day 15 Actual n 211 196    

Mean 0.20 0.18    

SD 0.536 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.99 -0.89    

SD 1.022 0.930    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -0.98 -0.96 -0.02 (-0.16, 0.11) 0.738  

SEb 0.049 0.050    

95% CIb -1.08, -0.88 -1.06, -0.86    

Ls Meanc -1.00 -0.96 -0.04 (-0.14, 0.06) 0.434  

SEc 0.045 0.047    

95% CIc -1.09, -0.91 -1.06, -0.87    

 

  Day 29 Actual n 168 156    

Mean 0.10 0.15    

SD 0.333 0.457    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 130 127    

Mean -1.08 -0.95    

SD 1.079 0.933    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.06)     

Ls Meanb -1.04 -0.96 -0.08 (-0.22, 0.06) 0.243  

SEb 0.051 0.052    

95% CIb -1.14, -0.94 -1.06, -0.86    

Ls Meanc -1.10 -1.01 -0.09 (-0.19, 0.01) 0.085  

SEc 0.046 0.048    

95% CIc -1.19, -1.01 -1.11, -0.92    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.11, 0.00)     

Ls Meanb -0.88 -0.82 -0.06 (-0.11, 0.00) 0.036  

 

  Baseline Actual n 193 197  0.008d  

Mean 1.16 1.12    

SD 1.054 0.998    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 243 238    

Mean 0.60 0.71    

SD 0.844 0.908    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean -0.57 -0.43    

SD 1.091 1.034    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.26, -0.01)     

Ls Meanb -0.58 -0.44 -0.14 (-0.27, -0.01) 0.030  

SEb 0.049 0.048    

95% CIb -0.68, -0.49 -0.53, -0.34    

Ls Meanc -0.59 -0.44 -0.15 (-0.32, 0.02) 0.077  

SEc 0.076 0.076    

95% CIc -0.74, -0.44 -0.59, -0.29    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.38 0.49    

SD 0.697 0.845    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 165 159    

Mean -0.70 -0.65    

SD 1.038 1.153    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.27, -0.01)     

Ls Meanb -0.77 -0.63 -0.14 (-0.28, -0.01) 0.032  

SEb 0.049 0.050    

95% CIb -0.87, -0.68 -0.73, -0.53    

Ls Meanc -0.74 -0.64 -0.10 (-0.26, 0.06) 0.230  

SEc 0.072 0.073    

95% CIc -0.88, -0.60 -0.78, -0.49    

 

  Day 15 Actual n 211 196    

Mean 0.18 0.18    

SD 0.515 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.94 -0.97    

SD 1.073 0.950    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.97 -0.98 0.01 (-0.12, 0.15) 0.833  

SEb 0.051 0.052    

95% CIb -1.07, -0.87 -1.08, -0.88    

Ls Meanc -0.98 -0.99 0.01 (-0.10, 0.12) 0.856  

SEc 0.049 0.051    

95% CIc -1.08, -0.89 -1.09, -0.89    

 

  Day 29 Actual n 168 156    

Mean 0.13 0.17    

SD 0.426 0.480    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 130 127    

Mean -1.02 -0.93    

SD 1.089 1.121    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.24, 0.03)     

Ls Meanb -1.02 -0.91 -0.11 (-0.25, 0.03) 0.122  

SEb 0.052 0.053    

95% CIb -1.12, -0.92 -1.01, -0.80    

Ls Meanc -1.04 -0.97 -0.07 (-0.18, 0.05) 0.269  

SEc 0.053 0.055    

95% CIc -1.14, -0.93 -1.08, -0.86    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, -0.01)     

Ls Meanb -0.33 -0.30 -0.03 (-0.06, 0.00) 0.026  

 

  Baseline Actual n 193 197  0.002d  

Mean 0.40 0.39    

SD 0.758 0.695    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.29 0.26    

SD 0.668 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean -0.11 -0.11    

SD 0.780 0.637    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.16)     

Ls Meanb -0.10 -0.14 0.04 (-0.04, 0.11) 0.386  

SEb 0.030 0.029    

95% CIb -0.16, -0.05 -0.20, -0.08    

Ls Meanc -0.17 -0.19 0.01 (-0.11, 0.13) 0.837  

SEc 0.054 0.054    

95% CIc -0.28, -0.07 -0.29, -0.08    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.13 0.23    

SD 0.415 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 165 159    

Mean -0.16 -0.16    

SD 0.683 0.745    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.22, 0.00)     

Ls Meanb -0.23 -0.15 -0.08 (-0.16, 0.00) 0.051  

SEb 0.030 0.031    

95% CIb -0.29, -0.17 -0.21, -0.09    

Ls Meanc -0.25 -0.18 -0.07 (-0.18, 0.04) 0.218  

SEc 0.049 0.049    

95% CIc -0.35, -0.16 -0.28, -0.08    

 

  Day 15 Actual n 211 196    

Mean 0.05 0.03    

SD 0.305 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.35 -0.36    

SD 0.735 0.721    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.13)     

Ls Meanb -0.36 -0.37 0.01 (-0.07, 0.10) 0.789  

SEb 0.031 0.032    

95% CIb -0.42, -0.30 -0.44, -0.31    

Ls Meanc -0.37 -0.38 0.01 (-0.05, 0.08) 0.716  

SEc 0.029 0.031    

95% CIc -0.42, -0.31 -0.44, -0.32    

 

  Day 29 Actual n 168 156    

Mean 0.01 0.04    

SD 0.077 0.276    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 130 127    

Mean -0.41 -0.43    

SD 0.785 0.762    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.41 -0.38 -0.03 (-0.12, 0.05) 0.439  

SEb 0.033 0.033    

95% CIb -0.48, -0.35 -0.44, -0.32    

Ls Meanc -0.45 -0.41 -0.03 (-0.09, 0.02) 0.209  

SEc 0.024 0.025    

95% CIc -0.49, -0.40 -0.46, -0.36    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.27 -0.27 0.00 (-0.07, 0.07) 0.994  

 

  Baseline Actual n 193 197  <.001d  

Mean 0.55 0.50    

SD 0.929 0.896    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.61 0.64    

SD 0.895 0.939    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean 0.06 0.14    

SD 1.004 1.017    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.09)     

Ls Meanb 0.03 0.09 -0.06 (-0.20, 0.08) 0.394  

SEb 0.054 0.053    

95% CIb -0.08, 0.13 -0.02, 0.19    

Ls Meanc -0.04 0.03 -0.07 (-0.24, 0.11) 0.448  

SEc 0.079 0.079    

95% CIc -0.19, 0.12 -0.12, 0.19    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.51 0.57    

SD 0.867 0.901    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 165 159    

Mean -0.01 0.11    

SD 1.134 1.088    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.07)     

Ls Meanb -0.05 0.03 -0.08 (-0.22, 0.06) 0.261  

SEb 0.054 0.055    

95% CIb -0.16, 0.05 -0.08, 0.14    

Ls Meanc -0.07 0.03 -0.10 (-0.29, 0.09) 0.293  

SEc 0.084 0.085    

95% CIc -0.24, 0.09 -0.14, 0.20    

 

  Day 15 Actual n 211 196    

Mean 0.22 0.23    

SD 0.619 0.551    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.30 -0.27    

SD 1.028 1.044    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.16)     

Ls Meanb -0.34 -0.34 -0.01 (-0.15, 0.14) 0.947  

SEb 0.056 0.057    

95% CIb -0.45, -0.23 -0.45, -0.23    

Ls Meanc -0.32 -0.32 0.00 (-0.14, 0.14) 0.998  

SEc 0.062 0.064    

95% CIc -0.44, -0.20 -0.45, -0.19    

 

  Day 29 Actual n 168 156    

Mean 0.16 0.10    

SD 0.551 0.362    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 130 127    

Mean -0.39 -0.38    

SD 0.992 0.991    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.04, 0.29)     

Ls Meanb -0.36 -0.47 0.11 (-0.03, 0.26) 0.130  

SEb 0.056 0.057    

95% CIb -0.47, -0.24 -0.58, -0.36    

Ls Meanc -0.42 -0.47 0.05 (-0.07, 0.16) 0.419  

SEc 0.052 0.054    

95% CIc -0.52, -0.32 -0.58, -0.36    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 34 of 1392 

Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.07)     

Ls Meanb -0.25 -0.25 -0.01 (-0.07, 0.06) 0.866  

 

  Baseline Actual n 193 197  <.001d  

Mean 0.51 0.47    

SD 0.902 0.860    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.50 0.55    

SD 0.805 0.873    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean -0.01 0.09    

SD 0.808 0.897    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.08)     

Ls Meanb -0.02 0.05 -0.06 (-0.20, 0.07) 0.336  

SEb 0.051 0.050    

95% CIb -0.12, 0.08 -0.05, 0.15    

Ls Meanc -0.09 -0.01 -0.08 (-0.23, 0.07) 0.292  

SEc 0.068 0.069    

95% CIc -0.22, 0.05 -0.14, 0.13    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 35 of 1392 

Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.48 0.49    

SD 0.856 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 165 159    

Mean -0.01 0.03    

SD 1.059 1.070    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.05 -0.01 -0.03 (-0.17, 0.10) 0.625  

SEb 0.051 0.052    

95% CIb -0.15, 0.05 -0.11, 0.09    

Ls Meanc -0.06 -0.02 -0.04 (-0.22, 0.14) 0.686  

SEc 0.079 0.081    

95% CIc -0.21, 0.10 -0.18, 0.14    

 

  Day 15 Actual n 211 196    

Mean 0.19 0.19    

SD 0.573 0.520    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.30 -0.27    

SD 0.983 0.988    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.16)     

Ls Meanb -0.31 -0.32 0.01 (-0.13, 0.14) 0.926  

SEb 0.052 0.053    

95% CIb -0.41, -0.21 -0.42, -0.21    

Ls Meanc -0.27 -0.29 0.02 (-0.11, 0.15) 0.807  

SEc 0.058 0.060    

95% CIc -0.39, -0.16 -0.41, -0.17    

 

  Day 29 Actual n 168 156    

Mean 0.13 0.07    

SD 0.471 0.303    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 130 127    

Mean -0.38 -0.37    

SD 0.967 0.907    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.10, 0.22)     

Ls Meanb -0.36 -0.42 0.05 (-0.09, 0.19) 0.450  

SEb 0.053 0.054    

95% CIb -0.47, -0.26 -0.52, -0.31    

Ls Meanc -0.39 -0.46 0.06 (-0.04, 0.16) 0.221  

SEc 0.046 0.048    

95% CIc -0.48, -0.30 -0.55, -0.36    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.49 -0.47 -0.02 (-0.05, 0.02) 0.356  

 

  Baseline Actual n 192 197  0.029d  

Mean 0.65 0.64    

SD 0.758 0.747    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.47 0.39    

SD 0.700 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 176 183    

Mean -0.14 -0.28    

SD 0.831 0.691    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (0.02, 0.27)     

Ls Meanb -0.18 -0.29 0.11 (0.02, 0.20) 0.022  

SEb 0.035 0.035    

95% CIb -0.25, -0.11 -0.36, -0.22    

Ls Meanc -0.20 -0.32 0.12 (-0.01, 0.24) 0.074  

SEc 0.057 0.057    

95% CIc -0.32, -0.09 -0.43, -0.21    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.29 0.35    

SD 0.554 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 164 159    

Mean -0.35 -0.30    

SD 0.789 0.816    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.23, 0.02)     

Ls Meanb -0.41 -0.33 -0.08 (-0.18, 0.01) 0.097  

SEb 0.036 0.036    

95% CIb -0.48, -0.34 -0.40, -0.26    

Ls Meanc -0.39 -0.33 -0.06 (-0.18, 0.07) 0.355  

SEc 0.054 0.055    

95% CIc -0.50, -0.28 -0.44, -0.22    

 

  Day 15 Actual n 211 196    

Mean 0.14 0.14    

SD 0.376 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 154 147    

Mean -0.53 -0.50    

SD 0.760 0.716    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.53 -0.51 -0.02 (-0.12, 0.08) 0.633  

SEb 0.037 0.038    

95% CIb -0.61, -0.46 -0.58, -0.44    

Ls Meanc -0.56 -0.56 -0.01 (-0.09, 0.08) 0.867  

SEc 0.039 0.040    

95% CIc -0.64, -0.49 -0.64, -0.48    

 

  Day 29 Actual n 168 156    

Mean 0.10 0.08    

SD 0.373 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 129 127    

Mean -0.46 -0.53    

SD 0.729 0.722    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.55 -0.58 0.02 (-0.08, 0.12) 0.684  

SEb 0.038 0.038    

95% CIb -0.63, -0.48 -0.65, -0.50    

Ls Meanc -0.48 -0.49 0.01 (-0.07, 0.09) 0.769  

SEc 0.036 0.037    

95% CIc -0.55, -0.41 -0.57, -0.42    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.28 -0.28 0.01 (-0.03, 0.05) 0.738  

 

  Baseline Actual n 193 197  0.040d  

Mean 0.41 0.42    

SD 0.800 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.34 0.30    

SD 0.687 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean -0.07 -0.10    

SD 0.723 0.730    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.14)     

Ls Meanb -0.12 -0.13 0.01 (-0.10, 0.11) 0.918  

SEb 0.038 0.038    

95% CIb -0.20, -0.05 -0.20, -0.05    

Ls Meanc -0.07 -0.08 0.01 (-0.11, 0.13) 0.870  

SEc 0.055 0.055    

95% CIc -0.18, 0.04 -0.19, 0.03    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.20 0.30    

SD 0.529 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 165 159    

Mean -0.15 -0.13    

SD 0.778 0.872    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.26, 0.00)     

Ls Meanb -0.22 -0.11 -0.10 (-0.21, 0.00) 0.055  

SEb 0.039 0.039    

95% CIb -0.29, -0.14 -0.19, -0.04    

Ls Meanc -0.18 -0.14 -0.05 (-0.18, 0.09) 0.483  

SEc 0.059 0.060    

95% CIc -0.30, -0.07 -0.25, -0.02    

 

  Day 15 Actual n 211 196    

Mean 0.15 0.10    

SD 0.464 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.19 -0.33    

SD 0.815 0.855    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.25)     

Ls Meanb -0.27 -0.36 0.09 (-0.02, 0.20) 0.109  

SEb 0.040 0.041    

95% CIb -0.35, -0.20 -0.44, -0.28    

Ls Meanc -0.26 -0.35 0.09 (-0.01, 0.20) 0.088  

SEc 0.048 0.050    

95% CIc -0.36, -0.17 -0.45, -0.26    

 

  Day 29 Actual n 168 156    

Mean 0.11 0.08    

SD 0.364 0.290    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 130 127    

Mean -0.32 -0.38    

SD 0.898 0.835    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.22)     

Ls Meanb -0.33 -0.39 0.06 (-0.05, 0.17) 0.296  

SEb 0.041 0.042    

95% CIb -0.41, -0.25 -0.47, -0.30    

Ls Meanc -0.36 -0.41 0.06 (-0.03, 0.14) 0.175  

SEc 0.037 0.039    

95% CIc -0.43, -0.28 -0.49, -0.34    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.02)     

Ls Meanb -0.49 -0.47 -0.02 (-0.06, 0.01) 0.243  

 

  Baseline Actual n 192 197  0.008d  

Mean 0.62 0.61    

SD 0.777 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 243 238    

Mean 0.38 0.34    

SD 0.696 0.655    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 176 183    

Mean -0.24 -0.29    

SD 0.837 0.824    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.26 -0.29 0.04 (-0.05, 0.13) 0.410  

SEb 0.035 0.034    

95% CIb -0.32, -0.19 -0.36, -0.23    

Ls Meanc -0.25 -0.30 0.04 (-0.09, 0.17) 0.511  

SEc 0.058 0.058    

95% CIc -0.37, -0.14 -0.41, -0.18    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.22 0.21    

SD 0.539 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 164 159    

Mean -0.40 -0.38    

SD 0.764 0.933    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -0.44 -0.41 -0.03 (-0.13, 0.06) 0.495  

SEb 0.035 0.036    

95% CIb -0.51, -0.37 -0.48, -0.34    

Ls Meanc -0.44 -0.42 -0.02 (-0.13, 0.10) 0.769  

SEc 0.050 0.051    

95% CIc -0.53, -0.34 -0.52, -0.32    

 

  Day 15 Actual n 211 196    

Mean 0.09 0.09    

SD 0.360 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 154 147    

Mean -0.50 -0.55    

SD 0.842 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.12)     

Ls Meanb -0.54 -0.54 -0.01 (-0.10, 0.09) 0.909  

SEb 0.036 0.037    

95% CIb -0.61, -0.47 -0.61, -0.46    

Ls Meanc -0.56 -0.56 0.00 (-0.08, 0.08) 0.981  

SEc 0.036 0.038    

95% CIc -0.63, -0.48 -0.63, -0.48    

 

  Day 29 Actual n 168 156    

Mean 0.05 0.09    

SD 0.314 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 129 127    

Mean -0.54 -0.49    

SD 0.857 0.785    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.06)     

Ls Meanb -0.58 -0.52 -0.06 (-0.16, 0.05) 0.283  

SEb 0.038 0.038    

95% CIb -0.65, -0.50 -0.60, -0.45    

Ls Meanc -0.57 -0.54 -0.04 (-0.12, 0.05) 0.384  

SEc 0.038 0.040    

95% CIc -0.65, -0.50 -0.62, -0.46    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.00)     

Ls Meanb -0.10 -0.09 -0.01 (-0.02, 0.00) 0.104  

 

  Baseline Actual n 193 197  0.509d  

Mean 0.15 0.05    

SD 0.562 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 243 238    

Mean 0.05 0.03    

SD 0.290 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 177 183    

Mean -0.08 -0.02    

SD 0.498 0.222    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.03, 0.14)     

Ls Meanb -0.05 -0.07 0.02 (-0.01, 0.06) 0.231  

SEb 0.014 0.014    

95% CIb -0.08, -0.02 -0.10, -0.04    

Ls Meanc -0.06 -0.06 0.00 (-0.06, 0.05) 0.860  

SEc 0.024 0.024    

95% CIc -0.11, -0.02 -0.11, -0.01    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 217 213    

Mean 0.02 0.02    

SD 0.135 0.193    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 165 159    

Mean -0.08 -0.02    

SD 0.534 0.346    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.07 -0.07 0.00 (-0.04, 0.03) 0.816  

SEb 0.014 0.015    

95% CIb -0.10, -0.05 -0.10, -0.04    

Ls Meanc -0.06 -0.06 0.00 (-0.04, 0.04) 0.997  

SEc 0.018 0.019    

95% CIc -0.10, -0.03 -0.10, -0.03    

 

  Day 15 Actual n 211 196    

Mean 0.01 0.00    

SD 0.097 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 155 147    

Mean -0.15 -0.06    

SD 0.601 0.315    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.10)     

Ls Meanb -0.10 -0.10 0.00 (-0.04, 0.04) 0.895  

SEb 0.015 0.015    

95% CIb -0.13, -0.07 -0.13, -0.07    

Ls Meanc -0.10 -0.12 0.01 (-0.01, 0.03) 0.198  

SEc 0.008 0.009    

95% CIc -0.12, -0.09 -0.13, -0.10    

 

  Day 29 Actual n 168 156    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 130 127    

Mean -0.19 -0.07    

SD 0.648 0.338    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.08)     

Ls Meanb -0.12 -0.11 -0.01 (-0.05, 0.04) 0.746  

SEb 0.016 0.016    

95% CIb -0.15, -0.09 -0.14, -0.08    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset > 

5 days 

Body Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.82 -0.82 0.01 (-0.04, 0.06) 0.808  

 

  Baseline Actual n 155 157    

Mean 1.04 0.96    

SD 1.025 0.950    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.62 0.57    

SD 0.912 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.41 -0.37    

SD 0.886 1.001    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.12)     

Ls Meanb -0.46 -0.44 -0.02 (-0.15, 0.12) 0.796  

SEb 0.051 0.051    

95% CIb -0.56, -0.36 -0.54, -0.34    

Ls Meanc -0.51 -0.49 -0.02 (-0.20, 0.16) 0.851  

SEc 0.089 0.088    

95% CIc -0.68, -0.33 -0.66, -0.32    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 147    

Mean 0.40 0.32    

SD 0.816 0.692    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 124    

Mean -0.64 -0.62    

SD 0.980 0.959    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.66 -0.72 0.07 (-0.07, 0.21) 0.331  

SEb 0.052 0.053    

95% CIb -0.76, -0.56 -0.83, -0.62    

Ls Meanc -0.73 -0.77 0.04 (-0.13, 0.21) 0.630  

SEc 0.079 0.081    

95% CIc -0.89, -0.58 -0.93, -0.61    

 

  Day 15 Actual n 127 128    

Mean 0.17 0.13    

SD 0.546 0.423    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.84 -0.80    

SD 1.069 1.009    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.91 -0.92 0.02 (-0.13, 0.17) 0.820  

SEb 0.055 0.056    

95% CIb -1.01, -0.80 -1.03, -0.81    

Ls Meanc -0.85 -0.87 0.02 (-0.10, 0.15) 0.733  

SEc 0.058 0.058    

95% CIc -0.96, -0.73 -0.98, -0.75    

 

  Day 29 Actual n 115 112    

Mean 0.10 0.11    

SD 0.383 0.432    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 103 99    

Mean -0.87 -0.95    

SD 1.054 0.994    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.94 -0.95 0.01 (-0.14, 0.16) 0.916  

SEb 0.055 0.056    

95% CIb -1.05, -0.83 -1.06, -0.83    

Ls Meanc -0.90 -0.91 0.01 (-0.09, 0.11) 0.846  

SEc 0.045 0.045    

95% CIc -0.99, -0.81 -1.00, -0.82    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.05)     

Ls Meanb -0.67 -0.69 0.02 (-0.01, 0.04) 0.238  

 

  Baseline Actual n 155 157    

Mean 0.74 0.78    

SD 0.974 0.922    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.35 0.28    

SD 0.785 0.611    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 138 142    

Mean -0.34 -0.51    

SD 0.940 0.905    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.03, 0.22)     

Ls Meanb -0.38 -0.50 0.11 (0.02, 0.21) 0.013  

SEb 0.034 0.034    

95% CIb -0.45, -0.32 -0.56, -0.43    

Ls Meanc -0.39 -0.52 0.12 (-0.03, 0.28) 0.117  

SEc 0.076 0.075    

95% CIc -0.54, -0.24 -0.66, -0.37    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.12 0.13    

SD 0.459 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 133 125    

Mean -0.63 -0.65    

SD 0.988 0.891    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.67 -0.61 -0.06 (-0.15, 0.03) 0.217  

SEb 0.035 0.035    

95% CIb -0.74, -0.60 -0.68, -0.54    

Ls Meanc -0.70 -0.65 -0.05 (-0.15, 0.06) 0.388  

SEc 0.050 0.050    

95% CIc -0.80, -0.60 -0.75, -0.55    

 

  Day 15 Actual n 127 128    

Mean 0.03 0.03    

SD 0.216 0.215    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.68 -0.75    

SD 1.012 0.954    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.71 -0.73 0.02 (-0.08, 0.12) 0.687  

SEb 0.038 0.038    

95% CIb -0.79, -0.64 -0.81, -0.66    

Ls Meanc -0.72 -0.71 -0.01 (-0.07, 0.05) 0.733  

SEc 0.029 0.029    

95% CIc -0.77, -0.66 -0.76, -0.65    

 

  Day 29 Actual n 115 112    

Mean 0.00 0.01    

SD 0.000 0.094    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 103 99    

Mean -0.77 -0.75    

SD 1.021 0.941    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.75 -0.77 0.02 (-0.09, 0.12) 0.772  

SEb 0.038 0.039    

95% CIb -0.83, -0.68 -0.85, -0.69    

Ls Meanc -0.76 -0.75 -0.01 (-0.03, 0.01) 0.311  

SEc 0.009 0.009    

95% CIc -0.78, -0.75 -0.77, -0.74    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.10 (0.05, 0.15)     

Ls Meanb -0.50 -0.59 0.08 (0.04, 0.13) <.001  

 

  Baseline Actual n 155 157    

Mean 0.78 0.69    

SD 0.862 0.889    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.45 0.41    

SD 0.694 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.29 -0.31    

SD 0.785 0.774    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.22)     

Ls Meanb -0.27 -0.35 0.08 (-0.03, 0.20) 0.151  

SEb 0.043 0.043    

95% CIb -0.36, -0.19 -0.44, -0.27    

Ls Meanc -0.34 -0.40 0.06 (-0.08, 0.20) 0.429  

SEc 0.069 0.068    

95% CIc -0.48, -0.21 -0.53, -0.27    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.41 0.26    

SD 0.704 0.573    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 133 125    

Mean -0.33 -0.42    

SD 0.935 0.743    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.18 (0.05, 0.31)     

Ls Meanb -0.34 -0.50 0.16 (0.04, 0.27) 0.007  

SEb 0.044 0.045    

95% CIb -0.43, -0.26 -0.59, -0.42    

Ls Meanc -0.33 -0.50 0.17 (0.02, 0.31) 0.024  

SEc 0.068 0.069    

95% CIc -0.47, -0.20 -0.63, -0.36    

 

  Day 15 Actual n 127 128    

Mean 0.19 0.08    

SD 0.484 0.346    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.52 -0.58    

SD 0.826 0.767    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.15 (0.01, 0.29)     

Ls Meanb -0.54 -0.67 0.13 (0.01, 0.25) 0.040  

SEb 0.047 0.047    

95% CIb -0.63, -0.44 -0.76, -0.57    

Ls Meanc -0.49 -0.65 0.15 (0.05, 0.25) 0.003  

SEc 0.047 0.047    

95% CIc -0.59, -0.40 -0.74, -0.55    

 

  Day 29 Actual n 115 112    

Mean 0.11 0.05    

SD 0.369 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.57 -0.63    

SD 0.892 0.815    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.25)     

Ls Meanb -0.61 -0.71 0.09 (-0.03, 0.22) 0.143  

SEb 0.047 0.047    

95% CIb -0.71, -0.52 -0.80, -0.61    

Ls Meanc -0.54 -0.62 0.08 (0.00, 0.17) 0.041  

SEc 0.037 0.037    

95% CIc -0.61, -0.46 -0.69, -0.55    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.13, 0.03)     

Ls Meanb -0.64 -0.59 -0.04 (-0.11, 0.02) 0.200  

 

  Baseline Actual n 155 157    

Mean 1.12 1.12    

SD 0.914 0.771    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 1.00 1.07    

SD 0.909 0.852    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 138 142    

Mean -0.14 -0.07    

SD 0.794 0.848    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.27, 0.09)     

Ls Meanb -0.15 -0.08 -0.07 (-0.22, 0.08) 0.328  

SEb 0.058 0.058    

95% CIb -0.27, -0.04 -0.19, 0.04    

Ls Meanc -0.20 -0.12 -0.08 (-0.25, 0.10) 0.389  

SEc 0.085 0.084    

95% CIc -0.37, -0.03 -0.29, 0.04    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.86 0.91    

SD 0.909 0.824    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.32 -0.20    

SD 0.950 0.773    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.33, 0.04)     

Ls Meanb -0.32 -0.20 -0.12 (-0.28, 0.03) 0.118  

SEb 0.059 0.060    

95% CIb -0.44, -0.21 -0.32, -0.08    

Ls Meanc -0.37 -0.27 -0.10 (-0.28, 0.09) 0.294  

SEc 0.087 0.089    

95% CIc -0.54, -0.19 -0.44, -0.09    

 

  Day 15 Actual n 127 128    

Mean 0.45 0.42    

SD 0.731 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.64 -0.65    

SD 1.036 0.817    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.25, 0.14)     

Ls Meanb -0.71 -0.66 -0.04 (-0.21, 0.12) 0.591  

SEb 0.062 0.063    

95% CIb -0.83, -0.59 -0.79, -0.54    

Ls Meanc -0.69 -0.67 -0.01 (-0.18, 0.16) 0.899  

SEc 0.080 0.081    

95% CIc -0.84, -0.53 -0.83, -0.52    

 

  Day 29 Actual n 115 112    

Mean 0.25 0.19    

SD 0.544 0.414    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.88 -0.92    

SD 0.932 0.817    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.13, 0.26)     

Ls Meanb -0.88 -0.94 0.06 (-0.11, 0.22) 0.498  

SEb 0.062 0.063    

95% CIb -1.00, -0.76 -1.06, -0.82    

Ls Meanc -0.89 -0.96 0.07 (-0.06, 0.19) 0.290  

SEc 0.056 0.057    

95% CIc -1.00, -0.78 -1.07, -0.85    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.32 -0.31 -0.01 (-0.04, 0.02) 0.405  

 

  Baseline Actual n 155 157    

Mean 0.46 0.41    

SD 0.783 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.21 0.31    

SD 0.568 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.21 -0.10    

SD 0.749 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.24, -0.01)     

Ls Meanb -0.21 -0.11 -0.10 (-0.18, -0.01) 0.030  

SEb 0.032 0.032    

95% CIb -0.27, -0.14 -0.17, -0.05    

Ls Meanc -0.26 -0.17 -0.09 (-0.22, 0.03) 0.143  

SEc 0.062 0.061    

95% CIc -0.38, -0.14 -0.29, -0.05    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.21 0.18    

SD 0.594 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.27 -0.24    

SD 0.719 0.653    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.25 -0.28 0.03 (-0.06, 0.12) 0.493  

SEb 0.033 0.034    

95% CIb -0.31, -0.18 -0.34, -0.21    

Ls Meanc -0.29 -0.32 0.02 (-0.08, 0.13) 0.656  

SEc 0.050 0.051    

95% CIc -0.39, -0.20 -0.42, -0.22    

 

  Day 15 Actual n 127 128    

Mean 0.09 0.04    

SD 0.407 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.34 -0.25    

SD 0.763 0.663    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.35 -0.36 0.01 (-0.08, 0.11) 0.759  

SEb 0.036 0.036    

95% CIb -0.42, -0.28 -0.43, -0.29    

Ls Meanc -0.30 -0.35 0.05 (-0.04, 0.13) 0.294  

SEc 0.039 0.040    

95% CIc -0.38, -0.22 -0.43, -0.27    

 

  Day 29 Actual n 115 112    

Mean 0.02 0.02    

SD 0.187 0.133    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 103 99    

Mean -0.32 -0.32    

SD 0.614 0.652    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.38 -0.35 -0.03 (-0.13, 0.07) 0.528  

SEb 0.036 0.036    

95% CIb -0.45, -0.31 -0.42, -0.28    

Ls Meanc -0.31 -0.31 0.00 (-0.05, 0.04) 0.987  

SEc 0.021 0.021    

95% CIc -0.35, -0.27 -0.35, -0.27    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 64 of 1392 

Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.11 (0.04, 0.18)     

Ls Meanb -0.15 -0.24 0.08 (0.03, 0.14) 0.003  

 

  Baseline Actual n 155 157    

Mean 0.41 0.36    

SD 0.787 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.40 0.30    

SD 0.751 0.743    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 138 142    

Mean 0.00 -0.04    

SD 0.801 0.635    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.03, 0.28)     

Ls Meanb 0.01 -0.09 0.10 (-0.02, 0.21) 0.119  

SEb 0.047 0.047    

95% CIb -0.09, 0.10 -0.18, 0.00    

Ls Meanc -0.06 -0.14 0.07 (-0.08, 0.22) 0.342  

SEc 0.073 0.072    

95% CIc -0.21, 0.08 -0.28, 0.01    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.35 0.27    

SD 0.774 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.10 -0.07    

SD 0.920 0.834    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.19)     

Ls Meanb -0.08 -0.10 0.02 (-0.10, 0.15) 0.714  

SEb 0.047 0.048    

95% CIb -0.17, 0.02 -0.19, 0.00    

Ls Meanc -0.11 -0.14 0.03 (-0.14, 0.19) 0.746  

SEc 0.078 0.080    

95% CIc -0.27, 0.04 -0.30, 0.02    

 

  Day 15 Actual n 127 128    

Mean 0.18 0.08    

SD 0.583 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.07 -0.24    

SD 0.706 0.641    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.19 (0.02, 0.36)     

Ls Meanb -0.15 -0.29 0.15 (0.02, 0.28) 0.027  

SEb 0.050 0.050    

95% CIb -0.24, -0.05 -0.39, -0.19    

Ls Meanc -0.11 -0.27 0.16 (0.04, 0.27) 0.007  

SEc 0.054 0.054    

95% CIc -0.22, -0.01 -0.38, -0.16    

 

  Day 29 Actual n 115 112    

Mean 0.09 0.04    

SD 0.388 0.247    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.18 -0.23    

SD 0.724 0.697    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.05, 0.29)     

Ls Meanb -0.21 -0.31 0.09 (-0.03, 0.22) 0.151  

SEb 0.049 0.050    

95% CIb -0.31, -0.12 -0.41, -0.21    

Ls Meanc -0.20 -0.26 0.06 (-0.04, 0.15) 0.238  

SEc 0.042 0.042    

95% CIc -0.29, -0.12 -0.34, -0.18    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.03 (-0.04, 0.10)     

Ls Meanb -0.91 -0.94 0.03 (-0.05, 0.10) 0.455  

 

  Baseline Actual n 155 157    

Mean 1.44 1.38    

SD 1.076 1.047    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 156 165    

Mean 1.05 1.02    

SD 1.015 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.38 -0.32    

SD 0.945 1.041    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.16)     

Ls Meanb -0.41 -0.40 -0.01 (-0.18, 0.17) 0.950  

SEb 0.067 0.067    

95% CIb -0.54, -0.28 -0.53, -0.27    

Ls Meanc -0.37 -0.36 -0.01 (-0.21, 0.19) 0.911  

SEc 0.097 0.096    

95% CIc -0.56, -0.18 -0.55, -0.17    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.82 0.76    

SD 1.004 0.916    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.65 -0.58    

SD 1.060 1.094    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.21)     

Ls Meanb -0.65 -0.70 0.04 (-0.13, 0.22) 0.629  

SEb 0.067 0.068    

95% CIb -0.79, -0.52 -0.83, -0.56    

Ls Meanc -0.69 -0.72 0.03 (-0.18, 0.24) 0.777  

SEc 0.099 0.101    

95% CIc -0.88, -0.49 -0.92, -0.52    

 

  Day 15 Actual n 127 128    

Mean 0.38 0.30    

SD 0.745 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -1.02 -1.03    

SD 1.111 1.073    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.20)     

Ls Meanb -1.06 -1.08 0.02 (-0.17, 0.21) 0.824  

SEb 0.071 0.072    

95% CIb -1.20, -0.92 -1.22, -0.94    

Ls Meanc -1.01 -1.08 0.07 (-0.10, 0.24) 0.425  

SEc 0.079 0.080    

95% CIc -1.17, -0.86 -1.24, -0.92    

 

  Day 29 Actual n 115 112    

Mean 0.22 0.24    

SD 0.526 0.541    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -1.15 -1.10    

SD 1.088 1.045    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.23)     

Ls Meanb -1.16 -1.21 0.05 (-0.13, 0.24) 0.564  

SEb 0.071 0.072    

95% CIb -1.30, -1.02 -1.35, -1.07    

Ls Meanc -1.18 -1.14 -0.03 (-0.17, 0.10) 0.654  

SEc 0.061 0.062    

95% CIc -1.30, -1.05 -1.27, -1.02    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.67 -0.73 0.05 (0.00, 0.10) 0.033  

 

  Baseline Actual n 155 157    

Mean 0.92 1.04    

SD 0.932 1.067    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 156 165    

Mean 0.53 0.53    

SD 0.774 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.32 -0.49    

SD 0.904 1.063    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.38 -0.43 0.05 (-0.08, 0.18) 0.458  

SEb 0.051 0.051    

95% CIb -0.48, -0.28 -0.53, -0.33    

Ls Meanc -0.44 -0.51 0.08 (-0.10, 0.25) 0.394  

SEc 0.086 0.084    

95% CIc -0.61, -0.27 -0.68, -0.35    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 71 of 1392 

Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.41 0.38    

SD 0.809 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.47 -0.62    

SD 1.004 1.013    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.55 -0.61 0.06 (-0.08, 0.20) 0.380  

SEb 0.052 0.053    

95% CIb -0.65, -0.44 -0.71, -0.50    

Ls Meanc -0.53 -0.62 0.09 (-0.07, 0.26) 0.258  

SEc 0.077 0.078    

95% CIc -0.68, -0.38 -0.78, -0.47    

 

  Day 15 Actual n 127 128    

Mean 0.24 0.29    

SD 0.610 0.604    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.64 -0.69    

SD 0.990 1.045    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.70 -0.72 0.02 (-0.13, 0.17) 0.824  

SEb 0.056 0.056    

95% CIb -0.81, -0.59 -0.83, -0.61    

Ls Meanc -0.65 -0.64 -0.01 (-0.16, 0.13) 0.847  

SEc 0.070 0.070    

95% CIc -0.79, -0.51 -0.78, -0.50    

 

  Day 29 Actual n 115 112    

Mean 0.13 0.14    

SD 0.409 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.77 -0.86    

SD 0.952 0.958    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.16)     

Ls Meanb -0.85 -0.87 0.01 (-0.13, 0.16) 0.846  

SEb 0.056 0.057    

95% CIb -0.96, -0.74 -0.98, -0.76    

Ls Meanc -0.83 -0.81 -0.02 (-0.11, 0.08) 0.733  

SEc 0.043 0.043    

95% CIc -0.91, -0.74 -0.90, -0.73    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.83 -0.81 -0.02 (-0.07, 0.03) 0.401  

 

  Baseline Actual n 155 157    

Mean 1.01 1.10    

SD 1.000 1.005    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.58 0.55    

SD 0.858 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.43 -0.55    

SD 0.862 0.964    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.47 -0.49 0.03 (-0.11, 0.16) 0.710  

SEb 0.051 0.051    

95% CIb -0.57, -0.37 -0.59, -0.39    

Ls Meanc -0.54 -0.59 0.05 (-0.11, 0.22) 0.529  

SEc 0.083 0.082    

95% CIc -0.70, -0.38 -0.76, -0.43    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.39 0.34    

SD 0.789 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.64 -0.73    

SD 0.924 0.979    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.21)     

Ls Meanb -0.67 -0.74 0.07 (-0.06, 0.21) 0.297  

SEb 0.052 0.053    

95% CIb -0.77, -0.57 -0.84, -0.64    

Ls Meanc -0.69 -0.75 0.06 (-0.10, 0.22) 0.458  

SEc 0.076 0.077    

95% CIc -0.84, -0.54 -0.90, -0.60    

 

  Day 15 Actual n 127 128    

Mean 0.13 0.22    

SD 0.488 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.89 -0.84    

SD 1.017 1.122    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.06)     

Ls Meanb -0.95 -0.86 -0.08 (-0.23, 0.06) 0.267  

SEb 0.055 0.056    

95% CIb -1.05, -0.84 -0.97, -0.75    

Ls Meanc -0.86 -0.75 -0.11 (-0.24, 0.02) 0.091  

SEc 0.060 0.061    

95% CIc -0.98, -0.74 -0.87, -0.63    

 

  Day 29 Actual n 115 112    

Mean 0.08 0.15    

SD 0.301 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.93 -0.98    

SD 1.031 1.020    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.07)     

Ls Meanb -1.00 -0.92 -0.08 (-0.22, 0.07) 0.309  

SEb 0.055 0.056    

95% CIb -1.10, -0.89 -1.03, -0.81    

Ls Meanc -0.97 -0.89 -0.09 (-0.18, 0.01) 0.080  

SEc 0.044 0.044    

95% CIc -1.06, -0.89 -0.98, -0.80    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.07)     

Ls Meanb -0.32 -0.34 0.02 (-0.01, 0.05) 0.260  

 

  Baseline Actual n 155 157    

Mean 0.43 0.40    

SD 0.756 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.32 0.28    

SD 0.709 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.05 -0.13    

SD 0.822 0.676    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.24)     

Ls Meanb -0.06 -0.15 0.09 (0.01, 0.18) 0.033  

SEb 0.032 0.032    

95% CIb -0.12, 0.00 -0.22, -0.09    

Ls Meanc -0.06 -0.15 0.09 (-0.06, 0.24) 0.227  

SEc 0.072 0.071    

95% CIc -0.21, 0.08 -0.29, -0.02    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.22 0.22    

SD 0.597 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.24 -0.24    

SD 0.827 0.734    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.21 -0.24 0.03 (-0.06, 0.12) 0.481  

SEb 0.032 0.033    

95% CIb -0.27, -0.15 -0.31, -0.18    

Ls Meanc -0.28 -0.32 0.04 (-0.09, 0.17) 0.567  

SEc 0.062 0.064    

95% CIc -0.41, -0.16 -0.45, -0.20    

 

  Day 15 Actual n 127 128    

Mean 0.04 0.06    

SD 0.293 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.35 -0.36    

SD 0.812 0.650    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.37 -0.39 0.02 (-0.08, 0.11) 0.720  

SEb 0.035 0.035    

95% CIb -0.44, -0.30 -0.46, -0.32    

Ls Meanc -0.36 -0.38 0.03 (-0.04, 0.09) 0.415  

SEc 0.031 0.031    

95% CIc -0.42, -0.29 -0.44, -0.32    

 

  Day 29 Actual n 115 112    

Mean 0.02 0.01    

SD 0.131 0.094    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 103 99    

Mean -0.39 -0.34    

SD 0.807 0.657    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.38 -0.41 0.03 (-0.06, 0.13) 0.514  

SEb 0.035 0.036    

95% CIb -0.45, -0.31 -0.48, -0.34    

Ls Meanc -0.37 -0.38 0.01 (-0.02, 0.04) 0.588  

SEc 0.015 0.015    

95% CIc -0.40, -0.34 -0.41, -0.35    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.10)     

Ls Meanb -0.60 -0.64 0.05 (-0.01, 0.10) 0.103  

 

  Baseline Actual n 155 157    

Mean 0.79 0.89    

SD 1.063 1.072    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.44 0.61    

SD 0.821 0.922    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.34 -0.35    

SD 1.007 1.018    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.35 -0.29 -0.07 (-0.19, 0.06) 0.306  

SEb 0.048 0.048    

95% CIb -0.45, -0.26 -0.38, -0.19    

Ls Meanc -0.42 -0.37 -0.05 (-0.22, 0.13) 0.594  

SEc 0.087 0.085    

95% CIc -0.59, -0.25 -0.54, -0.20    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.31 0.34    

SD 0.683 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.50 -0.58    

SD 1.049 1.049    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.14)     

Ls Meanb -0.51 -0.54 0.03 (-0.10, 0.15) 0.687  

SEb 0.049 0.050    

95% CIb -0.61, -0.41 -0.63, -0.44    

Ls Meanc -0.56 -0.60 0.03 (-0.12, 0.19) 0.659  

SEc 0.073 0.074    

95% CIc -0.70, -0.42 -0.74, -0.45    

 

  Day 15 Actual n 127 128    

Mean 0.17 0.09    

SD 0.516 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.61 -0.77    

SD 1.003 1.115    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.21)     

Ls Meanb -0.66 -0.75 0.09 (-0.05, 0.22) 0.207  

SEb 0.052 0.052    

95% CIb -0.76, -0.56 -0.85, -0.65    

Ls Meanc -0.66 -0.75 0.09 (-0.02, 0.20) 0.106  

SEc 0.050 0.051    

95% CIc -0.76, -0.56 -0.85, -0.65    

 

  Day 29 Actual n 115 112    

Mean 0.11 0.02    

SD 0.454 0.133    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 103 99    

Mean -0.55 -0.79    

SD 0.860 1.062    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.26)     

Ls Meanb -0.69 -0.83 0.14 (0.01, 0.28) 0.038  

SEb 0.051 0.052    

95% CIb -0.79, -0.59 -0.93, -0.73    

Ls Meanc -0.62 -0.71 0.09 (0.01, 0.17) 0.021  

SEc 0.035 0.035    

95% CIc -0.68, -0.55 -0.78, -0.64    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.06 (0.01, 0.11)     

Ls Meanb -0.54 -0.60 0.06 (0.01, 0.11) 0.013  

 

  Baseline Actual n 155 157    

Mean 0.71 0.83    

SD 1.000 1.055    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 156 165    

Mean 0.41 0.47    

SD 0.810 0.830    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.27 -0.42    

SD 0.993 1.040    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.17)     

Ls Meanb -0.26 -0.32 0.06 (-0.05, 0.18) 0.281  

SEb 0.044 0.044    

95% CIb -0.35, -0.17 -0.41, -0.24    

Ls Meanc -0.34 -0.40 0.06 (-0.11, 0.24) 0.474  

SEc 0.085 0.084    

95% CIc -0.51, -0.17 -0.57, -0.24    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.27 0.32    

SD 0.651 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.44 -0.55    

SD 1.025 1.066    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.42 -0.45 0.03 (-0.09, 0.15) 0.608  

SEb 0.044 0.045    

95% CIb -0.50, -0.33 -0.54, -0.36    

Ls Meanc -0.52 -0.55 0.03 (-0.12, 0.19) 0.665  

SEc 0.074 0.075    

95% CIc -0.67, -0.38 -0.70, -0.41    

 

  Day 15 Actual n 127 128    

Mean 0.14 0.06    

SD 0.467 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.56 -0.75    

SD 0.988 1.111    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.59 -0.70 0.11 (-0.02, 0.23) 0.093  

SEb 0.047 0.048    

95% CIb -0.68, -0.50 -0.79, -0.60    

Ls Meanc -0.60 -0.69 0.09 (0.00, 0.17) 0.057  

SEc 0.041 0.042    

95% CIc -0.68, -0.52 -0.77, -0.60    

 

  Day 29 Actual n 115 112    

Mean 0.06 0.03    

SD 0.305 0.211    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.52 -0.77    

SD 0.873 1.096    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.62 -0.72 0.10 (-0.02, 0.23) 0.104  

SEb 0.047 0.047    

95% CIb -0.71, -0.52 -0.81, -0.62    

Ls Meanc -0.61 -0.65 0.05 (-0.03, 0.13) 0.211  

SEc 0.035 0.035    

95% CIc -0.67, -0.54 -0.72, -0.59    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.41 -0.45 0.04 (0.00, 0.08) 0.037  

 

  Baseline Actual n 155 157    

Mean 0.57 0.58    

SD 0.789 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.37 0.36    

SD 0.635 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.20 -0.27    

SD 0.716 0.762    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.18)     

Ls Meanb -0.21 -0.26 0.05 (-0.05, 0.14) 0.365  

SEb 0.038 0.038    

95% CIb -0.28, -0.14 -0.33, -0.18    

Ls Meanc -0.29 -0.33 0.05 (-0.08, 0.18) 0.464  

SEc 0.063 0.063    

95% CIc -0.41, -0.16 -0.46, -0.21    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.30 0.22    

SD 0.562 0.506    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 125    

Mean -0.28 -0.37    

SD 0.772 0.629    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.32 -0.40 0.08 (-0.02, 0.18) 0.130  

SEb 0.038 0.039    

95% CIb -0.39, -0.24 -0.47, -0.32    

Ls Meanc -0.31 -0.39 0.09 (-0.03, 0.20) 0.138  

SEc 0.054 0.055    

95% CIc -0.41, -0.20 -0.50, -0.28    

 

  Day 15 Actual n 127 128    

Mean 0.16 0.09    

SD 0.444 0.318    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.38 -0.56    

SD 0.733 0.794    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.25)     

Ls Meanb -0.44 -0.52 0.09 (-0.02, 0.19) 0.124  

SEb 0.041 0.041    

95% CIb -0.52, -0.36 -0.60, -0.44    

Ls Meanc -0.42 -0.52 0.10 (0.00, 0.20) 0.041  

SEc 0.045 0.046    

95% CIc -0.51, -0.33 -0.61, -0.43    

 

  Day 29 Actual n 115 112    

Mean 0.07 0.11    

SD 0.256 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 103 99    

Mean -0.40 -0.56    

SD 0.745 0.785    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.51 -0.52 0.01 (-0.10, 0.12) 0.898  

SEb 0.041 0.041    

95% CIb -0.59, -0.43 -0.60, -0.43    

Ls Meanc -0.44 -0.44 0.00 (-0.08, 0.07) 0.937  

SEc 0.033 0.033    

95% CIc -0.51, -0.38 -0.51, -0.38    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.15)     

Ls Meanb -0.26 -0.34 0.07 (0.02, 0.13) 0.011  

 

  Baseline Actual n 155 157    

Mean 0.52 0.48    

SD 0.825 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.38 0.35    

SD 0.782 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 138 142    

Mean -0.15 -0.10    

SD 0.801 0.775    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.19)     

Ls Meanb -0.12 -0.15 0.03 (-0.10, 0.16) 0.639  

SEb 0.049 0.049    

95% CIb -0.22, -0.02 -0.25, -0.05    

Ls Meanc -0.18 -0.16 -0.01 (-0.17, 0.14) 0.876  

SEc 0.077 0.076    

95% CIc -0.33, -0.03 -0.31, -0.01    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.32 0.28    

SD 0.802 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.23 -0.22    

SD 0.910 0.888    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.10, 0.20)     

Ls Meanb -0.19 -0.23 0.04 (-0.09, 0.17) 0.524  

SEb 0.049 0.050    

95% CIb -0.28, -0.09 -0.33, -0.13    

Ls Meanc -0.22 -0.25 0.03 (-0.14, 0.20) 0.732  

SEc 0.080 0.082    

95% CIc -0.37, -0.06 -0.41, -0.08    

 

  Day 15 Actual n 127 128    

Mean 0.17 0.05    

SD 0.592 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.25 -0.37    

SD 0.799 0.772    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.31)     

Ls Meanb -0.29 -0.42 0.12 (-0.02, 0.26) 0.085  

SEb 0.052 0.053    

95% CIb -0.40, -0.19 -0.52, -0.31    

Ls Meanc -0.26 -0.38 0.12 (0.01, 0.23) 0.036  

SEc 0.052 0.053    

95% CIc -0.37, -0.16 -0.49, -0.28    

 

  Day 29 Actual n 115 112    

Mean 0.07 0.08    

SD 0.343 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.29 -0.35    

SD 0.695 0.787    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.24)     

Ls Meanb -0.35 -0.41 0.06 (-0.08, 0.20) 0.388  

SEb 0.052 0.053    

95% CIb -0.45, -0.25 -0.52, -0.31    

Ls Meanc -0.32 -0.33 0.01 (-0.08, 0.11) 0.757  

SEc 0.042 0.042    

95% CIc -0.40, -0.24 -0.42, -0.25    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (0.02, 0.12)     

Ls Meanb -0.46 -0.52 0.06 (0.02, 0.10) 0.005  

 

  Baseline Actual n 155 157    

Mean 0.58 0.63    

SD 0.829 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.33 0.29    

SD 0.636 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.16 -0.38    

SD 0.767 0.788    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.23)     

Ls Meanb -0.26 -0.35 0.09 (-0.01, 0.19) 0.085  

SEb 0.039 0.039    

95% CIb -0.34, -0.18 -0.43, -0.27    

Ls Meanc -0.27 -0.40 0.12 (-0.01, 0.26) 0.069  

SEc 0.065 0.064    

95% CIc -0.40, -0.15 -0.52, -0.27    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.26 0.18    

SD 0.668 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.32 -0.52    

SD 0.884 0.848    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.39 -0.48 0.08 (-0.02, 0.19) 0.117  

SEb 0.040 0.041    

95% CIb -0.47, -0.31 -0.56, -0.40    

Ls Meanc -0.40 -0.50 0.10 (-0.03, 0.23) 0.146  

SEc 0.061 0.062    

95% CIc -0.53, -0.28 -0.62, -0.38    

 

  Day 15 Actual n 127 128    

Mean 0.13 0.09    

SD 0.454 0.356    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.42 -0.55    

SD 0.855 0.830    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.20)     

Ls Meanb -0.50 -0.56 0.05 (-0.06, 0.17) 0.371  

SEb 0.043 0.043    

95% CIb -0.59, -0.42 -0.64, -0.47    

Ls Meanc -0.45 -0.50 0.05 (-0.05, 0.15) 0.324  

SEc 0.046 0.047    

95% CIc -0.54, -0.36 -0.59, -0.40    

 

  Day 29 Actual n 115 112    

Mean 0.04 0.12    

SD 0.244 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.50 -0.54    

SD 0.803 0.825    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.58 -0.54 -0.04 (-0.15, 0.07) 0.490  

SEb 0.043 0.043    

95% CIb -0.66, -0.50 -0.63, -0.46    

Ls Meanc -0.54 -0.50 -0.04 (-0.11, 0.04) 0.334  

SEc 0.034 0.035    

95% CIc -0.61, -0.47 -0.57, -0.43    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 94 of 1392 

Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.04)     

Ls Meanb -0.10 -0.10 0.00 (-0.01, 0.02) 0.755  

 

  Baseline Actual n 155 157    

Mean 0.14 0.13    

SD 0.498 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 156 165    

Mean 0.05 0.06    

SD 0.296 0.286    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 138 142    

Mean -0.08 -0.06    

SD 0.499 0.488    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.06)     

Ls Meanb -0.07 -0.05 -0.02 (-0.06, 0.03) 0.489  

SEb 0.017 0.017    

95% CIb -0.10, -0.03 -0.08, -0.02    

Ls Meanc -0.09 -0.09 0.00 (-0.07, 0.06) 0.955  

SEc 0.033 0.032    

95% CIc -0.16, -0.03 -0.15, -0.03    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.05 0.05    

SD 0.312 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 133 125    

Mean -0.11 -0.06    

SD 0.559 0.543    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.08 -0.07 -0.01 (-0.06, 0.03) 0.623  

SEb 0.017 0.017    

95% CIb -0.11, -0.05 -0.10, -0.04    

Ls Meanc -0.11 -0.10 -0.01 (-0.09, 0.06) 0.725  

SEc 0.037 0.038    

95% CIc -0.19, -0.04 -0.17, -0.02    

 

  Day 15 Actual n 127 128    

Mean 0.02 0.02    

SD 0.177 0.177    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.13 -0.07    

SD 0.513 0.317    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.11 -0.11 0.00 (-0.05, 0.05) 0.964  

SEb 0.018 0.019    

95% CIb -0.15, -0.07 -0.15, -0.07    

Ls Meanc -0.10 -0.11 0.01 (-0.02, 0.05) 0.529  

SEc 0.017 0.017    

95% CIc -0.13, -0.06 -0.14, -0.08    

 

  Day 29 Actual n 115 112    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 103 99    

Mean -0.13 -0.07    

SD 0.518 0.327    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.12 -0.12 0.00 (-0.05, 0.05) 0.951  

SEb 0.018 0.019    

95% CIb -0.16, -0.08 -0.15, -0.08    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset ≤ 

3 days 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.12 (-0.21, -0.03)     

Ls Meanb -0.75 -0.62 -0.13 (-0.22, -0.03) 0.008  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.96 1.04    

SD 1.028 1.043    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.45 0.82    

SD 0.794 0.922    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

   Change n 64 64    

Mean -0.41 -0.17    

SD 1.080 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.47, -0.05)     

Ls Meanb -0.45 -0.18 -0.27 (-0.49, -0.05) 0.016  

SEb 0.081 0.082    

95% CIb -0.61, -0.30 -0.35, -0.02    

Ls Meanc -0.47 -0.20 -0.26 (-0.55, 0.03) 0.075  

SEc 0.119 0.127    

95% CIc -0.70, -0.23 -0.46, 0.05    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.32 0.69    

SD 0.664 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean -0.53 -0.31    

SD 1.030 1.173    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.38 (-0.60, -0.16)     

Ls Meanb -0.65 -0.26 -0.40 (-0.62, -0.17) 0.001  

SEb 0.083 0.085    

95% CIb -0.82, -0.49 -0.42, -0.09    

Ls Meanc -0.65 -0.33 -0.31 (-0.60, -0.02) 0.037  

SEc 0.116 0.124    

95% CIc -0.88, -0.41 -0.58, -0.09    

 

  Day 15 Actual n 74 65    

Mean 0.15 0.22    

SD 0.428 0.573    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.75 -0.86    

SD 1.132 0.935    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.20, 0.26)     

Ls Meanb -0.83 -0.86 0.03 (-0.20, 0.27) 0.786  

SEb 0.085 0.091    

95% CIb -0.99, -0.66 -1.04, -0.68    

Ls Meanc -0.81 -0.85 0.03 (-0.17, 0.24) 0.736  

SEc 0.078 0.091    

95% CIc -0.96, -0.66 -1.03, -0.67    

 

  Day 29 Actual n 58 47    

Mean 0.07 0.28    

SD 0.317 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 41    

Mean -0.82 -0.85    

SD 0.984 1.085    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.43, 0.04)     

Ls Meanb -0.88 -0.68 -0.20 (-0.44, 0.04) 0.108  

SEb 0.089 0.092    

95% CIb -1.05, -0.71 -0.86, -0.50    

Ls Meanc -0.94 -0.77 -0.17 (-0.39, 0.06) 0.140  

SEc 0.087 0.102    

95% CIc -1.11, -0.76 -0.97, -0.57    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.62 -0.58 -0.04 (-0.08, 0.00) 0.032  

 

  Baseline Actual n 70 68  0.035d  

Mean 0.70 0.76    

SD 0.922 0.948    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.39 0.33    

SD 0.742 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.27 -0.41    

SD 0.821 0.811    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.26)     

Ls Meanb -0.26 -0.37 0.11 (-0.03, 0.24) 0.123  

SEb 0.049 0.049    

95% CIb -0.36, -0.17 -0.47, -0.27    

Ls Meanc -0.33 -0.44 0.12 (-0.10, 0.33) 0.288  

SEc 0.088 0.094    

95% CIc -0.50, -0.15 -0.63, -0.26    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.09 0.26    

SD 0.411 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 58    

Mean -0.55 -0.47    

SD 0.862 1.080    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.34, -0.04)     

Ls Meanb -0.62 -0.44 -0.18 (-0.32, -0.04) 0.014  

SEb 0.051 0.052    

95% CIb -0.72, -0.52 -0.54, -0.34    

Ls Meanc -0.63 -0.48 -0.15 (-0.35, 0.05) 0.135  

SEc 0.079 0.085    

95% CIc -0.78, -0.47 -0.64, -0.31    

 

  Day 15 Actual n 74 65    

Mean 0.04 0.00    

SD 0.259 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.59 -0.69    

SD 0.968 0.940    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.18)     

Ls Meanb -0.69 -0.71 0.02 (-0.12, 0.17) 0.747  

SEb 0.052 0.056    

95% CIb -0.79, -0.58 -0.82, -0.60    

Ls Meanc -0.63 -0.65 0.02 (-0.02, 0.06) 0.327  

SEc 0.015 0.017    

95% CIc -0.66, -0.60 -0.69, -0.62    

 

  Day 29 Actual n 58 47    

Mean 0.00 0.06    

SD 0.000 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 45 41    

Mean -0.69 -0.73    

SD 0.949 1.049    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.15)     

Ls Meanb -0.70 -0.67 -0.02 (-0.18, 0.14) 0.773  

SEb 0.057 0.060    

95% CIb -0.81, -0.59 -0.79, -0.56    

Ls Meanc -0.75 -0.68 -0.07 (-0.18, 0.04) 0.197  

SEc 0.042 0.049    

95% CIc -0.83, -0.67 -0.78, -0.58    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.08 (-0.17, 0.01)     

Ls Meanb -0.51 -0.44 -0.06 (-0.14, 0.01) 0.098  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.69 0.75    

SD 0.843 0.799    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.66 0.55    

SD 0.839 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean 0.02 -0.23    

SD 0.766 0.811    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.27 (0.04, 0.49)     

Ls Meanb -0.04 -0.26 0.22 (0.03, 0.41) 0.021  

SEb 0.069 0.070    

95% CIb -0.17, 0.10 -0.40, -0.12    

Ls Meanc -0.05 -0.28 0.23 (-0.02, 0.48) 0.071  

SEc 0.102 0.109    

95% CIc -0.26, 0.15 -0.50, -0.07    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.38 0.49    

SD 0.676 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 58    

Mean -0.19 -0.28    

SD 0.783 0.854    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.17)     

Ls Meanb -0.31 -0.26 -0.05 (-0.24, 0.14) 0.607  

SEb 0.070 0.072    

95% CIb -0.45, -0.18 -0.41, -0.12    

Ls Meanc -0.31 -0.30 -0.01 (-0.24, 0.22) 0.944  

SEc 0.093 0.099    

95% CIc -0.49, -0.12 -0.49, -0.10    

 

  Day 15 Actual n 74 65    

Mean 0.14 0.20    

SD 0.382 0.440    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.45 -0.55    

SD 0.737 0.891    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.31, 0.18)     

Ls Meanb -0.59 -0.54 -0.05 (-0.25, 0.15) 0.627  

SEb 0.072 0.077    

95% CIb -0.73, -0.44 -0.69, -0.38    

Ls Meanc -0.57 -0.54 -0.03 (-0.20, 0.14) 0.697  

SEc 0.065 0.076    

95% CIc -0.70, -0.44 -0.69, -0.39    

 

  Day 29 Actual n 58 47    

Mean 0.02 0.15    

SD 0.131 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 45 41    

Mean -0.49 -0.56    

SD 0.757 0.896    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.29, 0.22)     

Ls Meanb -0.65 -0.62 -0.03 (-0.24, 0.18) 0.776  

SEb 0.076 0.079    

95% CIb -0.80, -0.50 -0.78, -0.47    

Ls Meanc -0.60 -0.47 -0.13 (-0.29, 0.03) 0.113  

SEc 0.062 0.073    

95% CIc -0.73, -0.48 -0.62, -0.33    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.06)     

Ls Meanb -0.60 -0.56 -0.04 (-0.14, 0.05) 0.387  

 

  Baseline Actual n 70 68  1.000d  

Mean 1.13 0.87    

SD 0.883 0.790    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.89 0.87    

SD 0.724 0.903    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.19 -0.02    

SD 0.732 0.845    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.32, 0.19)     

Ls Meanb -0.19 -0.14 -0.05 (-0.27, 0.16) 0.629  

SEb 0.080 0.081    

95% CIb -0.35, -0.04 -0.30, 0.02    

Ls Meanc -0.19 -0.09 -0.10 (-0.35, 0.15) 0.431  

SEc 0.102 0.110    

95% CIc -0.40, 0.01 -0.31, 0.12    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.74 0.69    

SD 0.741 0.826    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 3.00    

 

   Change n 58 58    

Mean -0.28 -0.16    

SD 0.790 0.914    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.34, 0.19)     

Ls Meanb -0.30 -0.24 -0.06 (-0.28, 0.16) 0.586  

SEb 0.081 0.083    

95% CIb -0.46, -0.14 -0.41, -0.08    

Ls Meanc -0.25 -0.24 -0.01 (-0.26, 0.25) 0.955  

SEc 0.100 0.108    

95% CIc -0.44, -0.05 -0.45, -0.02    

 

  Day 15 Actual n 74 65    

Mean 0.32 0.34    

SD 0.576 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.61 -0.59    

SD 0.824 0.840    

Min -2.00 -3.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.34)     

Ls Meanb -0.69 -0.74 0.05 (-0.18, 0.28) 0.656  

SEb 0.083 0.089    

95% CIb -0.85, -0.53 -0.92, -0.57    

Ls Meanc -0.61 -0.71 0.10 (-0.10, 0.31) 0.327  

SEc 0.078 0.093    

95% CIc -0.76, -0.45 -0.89, -0.52    

 

  Day 29 Actual n 58 47    

Mean 0.26 0.13    

SD 0.548 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 41    

Mean -0.73 -0.76    

SD 1.031 0.888    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.21, 0.35)     

Ls Meanb -0.77 -0.83 0.06 (-0.18, 0.29) 0.633  

SEb 0.086 0.090    

95% CIb -0.94, -0.60 -1.01, -0.65    

Ls Meanc -0.75 -0.99 0.23 (0.01, 0.46) 0.045  

SEc 0.089 0.107    

95% CIc -0.93, -0.58 -1.20, -0.77    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.05 (-0.01, 0.12)     

Ls Meanb -0.31 -0.35 0.04 (-0.01, 0.09) 0.128  

 

  Baseline Actual n 70 68  0.059d  

Mean 0.39 0.46    

SD 0.728 0.818    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.38 0.26    

SD 0.654 0.591    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 64 64    

Mean 0.02 -0.17    

SD 0.549 0.865    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.01, 0.36)     

Ls Meanb -0.03 -0.17 0.13 (-0.01, 0.28) 0.064  

SEb 0.052 0.053    

95% CIb -0.14, 0.07 -0.27, -0.06    

Ls Meanc -0.01 -0.15 0.14 (-0.06, 0.34) 0.164  

SEc 0.082 0.087    

95% CIc -0.17, 0.15 -0.32, 0.02    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.22 0.27    

SD 0.530 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 58    

Mean -0.19 -0.22    

SD 0.847 0.918    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.19, 0.19)     

Ls Meanb -0.20 -0.20 0.00 (-0.15, 0.15) 0.997  

SEb 0.054 0.055    

95% CIb -0.30, -0.09 -0.30, -0.09    

Ls Meanc -0.23 -0.24 0.01 (-0.19, 0.21) 0.917  

SEc 0.081 0.087    

95% CIc -0.39, -0.06 -0.41, -0.06    

 

  Day 15 Actual n 74 65    

Mean 0.09 0.11    

SD 0.338 0.400    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.29 -0.47    

SD 0.803 0.981    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.22)     

Ls Meanb -0.32 -0.34 0.02 (-0.14, 0.17) 0.807  

SEb 0.055 0.059    

95% CIb -0.43, -0.21 -0.46, -0.23    

Ls Meanc -0.41 -0.43 0.03 (-0.13, 0.19) 0.721  

SEc 0.062 0.072    

95% CIc -0.53, -0.28 -0.58, -0.29    

 

  Day 29 Actual n 58 47    

Mean 0.05 0.00    

SD 0.292 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 45 41    

Mean -0.22 -0.54    

SD 0.517 0.897    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.09, 0.33)     

Ls Meanb -0.35 -0.44 0.09 (-0.07, 0.25) 0.275  

SEb 0.058 0.061    

95% CIb -0.47, -0.24 -0.56, -0.32    

Ls Meanc -0.34 -0.45 0.10 (0.01, 0.20) 0.038  

SEc 0.038 0.045    

95% CIc -0.42, -0.27 -0.54, -0.36    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.06)     

Ls Meanb -0.12 -0.10 -0.02 (-0.08, 0.04) 0.491  

 

  Baseline Actual n 70 68  0.465d  

Mean 0.17 0.26    

SD 0.510 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.22 0.24    

SD 0.543 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 64 64    

Mean 0.06 -0.05    

SD 0.467 0.765    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.22, 0.28)     

Ls Meanb -0.02 -0.04 0.02 (-0.12, 0.16) 0.813  

SEb 0.053 0.053    

95% CIb -0.12, 0.08 -0.14, 0.07    

Ls Meanc 0.01 -0.04 0.05 (-0.15, 0.25) 0.631  

SEc 0.081 0.086    

95% CIc -0.15, 0.17 -0.21, 0.13    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.18 0.26    

SD 0.479 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 58    

Mean 0.00 -0.02    

SD 0.621 0.868    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.19 (-0.44, 0.06)     

Ls Meanb -0.04 0.07 -0.11 (-0.26, 0.04) 0.141  

SEb 0.054 0.055    

95% CIb -0.15, 0.06 -0.04, 0.17    

Ls Meanc -0.06 0.01 -0.07 (-0.28, 0.14) 0.501  

SEc 0.083 0.088    

95% CIc -0.23, 0.10 -0.17, 0.18    

 

  Day 15 Actual n 74 65    

Mean 0.05 0.17    

SD 0.228 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.09 -0.16    

SD 0.438 0.657    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.25, 0.28)     

Ls Meanb -0.15 -0.16 0.01 (-0.14, 0.16) 0.911  

SEb 0.055 0.059    

95% CIb -0.26, -0.04 -0.27, -0.04    

Ls Meanc -0.15 -0.14 -0.02 (-0.14, 0.10) 0.796  

SEc 0.046 0.054    

95% CIc -0.25, -0.06 -0.24, -0.03    

 

  Day 29 Actual n 58 47    

Mean 0.02 0.06    

SD 0.131 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 45 41    

Mean -0.13 -0.34    

SD 0.505 0.794    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.34)     

Ls Meanb -0.19 -0.23 0.04 (-0.12, 0.20) 0.654  

SEb 0.058 0.060    

95% CIb -0.30, -0.08 -0.34, -0.11    

Ls Meanc -0.26 -0.21 -0.06 (-0.16, 0.05) 0.284  

SEc 0.042 0.049    

95% CIc -0.35, -0.18 -0.30, -0.11    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.10 (-0.19, 0.00)     

Ls Meanb -0.80 -0.70 -0.10 (-0.20, 0.00) 0.061  

 

  Baseline Actual n 70 68  <.001d  

Mean 1.19 1.22    

SD 1.011 1.049    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.89 1.18    

SD 0.939 1.054    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.19 0.00    

SD 0.852 0.992    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.33, 0.15)     

Ls Meanb -0.28 -0.19 -0.09 (-0.34, 0.15) 0.462  

SEb 0.092 0.093    

95% CIb -0.46, -0.10 -0.37, -0.01    

Ls Meanc -0.33 -0.19 -0.14 (-0.42, 0.14) 0.322  

SEc 0.115 0.123    

95% CIc -0.56, -0.11 -0.44, 0.05    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.65 0.97    

SD 0.851 1.006    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean -0.45 -0.21    

SD 0.958 1.088    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.50, 0.00)     

Ls Meanb -0.58 -0.32 -0.26 (-0.51, 0.00) 0.046  

SEb 0.094 0.096    

95% CIb -0.76, -0.39 -0.50, -0.13    

Ls Meanc -0.59 -0.38 -0.21 (-0.51, 0.09) 0.174  

SEc 0.120 0.129    

95% CIc -0.83, -0.35 -0.64, -0.13    

 

  Day 15 Actual n 74 65    

Mean 0.35 0.51    

SD 0.629 0.793    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.89 -0.69    

SD 1.056 0.940    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.34, 0.18)     

Ls Meanb -0.96 -0.88 -0.08 (-0.35, 0.18) 0.539  

SEb 0.096 0.102    

95% CIb -1.15, -0.77 -1.08, -0.67    

Ls Meanc -1.00 -0.89 -0.11 (-0.36, 0.14) 0.397  

SEc 0.096 0.113    

95% CIc -1.19, -0.81 -1.12, -0.67    

 

  Day 29 Actual n 58 47    

Mean 0.24 0.34    

SD 0.572 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 41    

Mean -0.84 -0.95    

SD 0.999 1.284    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.24, 0.30)     

Ls Meanb -0.99 -1.02 0.03 (-0.24, 0.31) 0.811  

SEb 0.100 0.105    

95% CIb -1.19, -0.79 -1.23, -0.82    

Ls Meanc -0.99 -0.99 0.00 (-0.27, 0.27) 0.994  

SEc 0.106 0.126    

95% CIc -1.20, -0.78 -1.23, -0.74    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.07, 0.10)     

Ls Meanb -0.79 -0.80 0.01 (-0.07, 0.09) 0.757  

 

  Baseline Actual n 70 68  0.053d  

Mean 1.03 1.13    

SD 0.932 0.879    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.71 0.74    

SD 0.884 0.844    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.33 -0.48    

SD 0.927 0.992    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.12, 0.34)     

Ls Meanb -0.39 -0.49 0.10 (-0.11, 0.31) 0.362  

SEb 0.078 0.079    

95% CIb -0.54, -0.24 -0.64, -0.33    

Ls Meanc -0.43 -0.56 0.13 (-0.14, 0.40) 0.349  

SEc 0.111 0.119    

95% CIc -0.65, -0.21 -0.80, -0.32    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.41 0.53    

SD 0.701 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 58    

Mean -0.60 -0.59    

SD 0.990 0.974    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.41, 0.08)     

Ls Meanb -0.74 -0.59 -0.15 (-0.37, 0.07) 0.178  

SEb 0.080 0.081    

95% CIb -0.89, -0.58 -0.75, -0.43    

Ls Meanc -0.75 -0.63 -0.11 (-0.35, 0.13) 0.351  

SEc 0.095 0.102    

95% CIc -0.93, -0.56 -0.83, -0.43    

 

  Day 15 Actual n 74 65    

Mean 0.27 0.28    

SD 0.647 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.79 -0.92    

SD 1.022 0.954    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.19, 0.32)     

Ls Meanb -0.86 -0.91 0.06 (-0.17, 0.29) 0.630  

SEb 0.082 0.087    

95% CIb -1.02, -0.70 -1.09, -0.74    

Ls Meanc -0.89 -0.94 0.05 (-0.17, 0.26) 0.652  

SEc 0.082 0.096    

95% CIc -1.05, -0.73 -1.13, -0.75    

 

  Day 29 Actual n 58 47    

Mean 0.05 0.21    

SD 0.223 0.508    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 45 41    

Mean -0.91 -1.02    

SD 0.973 0.908    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.40, 0.13)     

Ls Meanb -1.00 -0.88 -0.12 (-0.36, 0.12) 0.333  

SEb 0.086 0.090    

95% CIb -1.17, -0.83 -1.06, -0.71    

Ls Meanc -1.07 -0.95 -0.12 (-0.30, 0.06) 0.192  

SEc 0.070 0.084    

95% CIc -1.21, -0.93 -1.12, -0.78    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.13 (-0.22, -0.04)     

Ls Meanb -0.80 -0.68 -0.13 (-0.22, -0.04) 0.007  

 

  Baseline Actual n 70 68  0.001d  

Mean 0.97 1.15    

SD 1.021 0.981    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.49 0.76    

SD 0.796 0.956    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.44 -0.31    

SD 1.097 1.139    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.46, -0.03)     

Ls Meanb -0.53 -0.29 -0.24 (-0.46, -0.03) 0.029  

SEb 0.080 0.081    

95% CIb -0.69, -0.37 -0.44, -0.13    

Ls Meanc -0.55 -0.32 -0.23 (-0.54, 0.07) 0.129  

SEc 0.124 0.132    

95% CIc -0.80, -0.31 -0.58, -0.06    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.31 0.64    

SD 0.681 0.959    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean -0.55 -0.50    

SD 0.940 1.260    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.33 (-0.55, -0.10)     

Ls Meanb -0.70 -0.37 -0.33 (-0.55, -0.10) 0.004  

SEb 0.082 0.084    

95% CIb -0.86, -0.54 -0.54, -0.21    

Ls Meanc -0.69 -0.45 -0.24 (-0.55, 0.07) 0.123  

SEc 0.123 0.130    

95% CIc -0.93, -0.44 -0.70, -0.19    

 

  Day 15 Actual n 74 65    

Mean 0.14 0.20    

SD 0.416 0.506    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.79 -0.98    

SD 1.057 0.829    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.24)     

Ls Meanb -0.90 -0.91 0.01 (-0.23, 0.24) 0.937  

SEb 0.084 0.090    

95% CIb -1.07, -0.74 -1.09, -0.74    

Ls Meanc -0.89 -0.88 -0.01 (-0.18, 0.16) 0.937  

SEc 0.065 0.076    

95% CIc -1.02, -0.76 -1.03, -0.73    

 

  Day 29 Actual n 58 47    

Mean 0.09 0.26    

SD 0.283 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 45 41    

Mean -0.82 -0.90    

SD 1.072 1.200    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.43, 0.06)     

Ls Meanb -0.93 -0.75 -0.18 (-0.43, 0.06) 0.134  

SEb 0.088 0.092    

95% CIb -1.10, -0.76 -0.93, -0.57    

Ls Meanc -0.96 -0.82 -0.14 (-0.36, 0.08) 0.196  

SEc 0.087 0.102    

95% CIc -1.13, -0.79 -1.02, -0.61    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.06)     

Ls Meanb -0.26 -0.25 -0.01 (-0.06, 0.04) 0.669  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.31 0.40    

SD 0.649 0.672    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.32 0.29    

SD 0.743 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean 0.02 -0.06    

SD 0.654 0.753    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.13, 0.30)     

Ls Meanb 0.00 -0.06 0.06 (-0.08, 0.20) 0.432  

SEb 0.052 0.052    

95% CIb -0.10, 0.10 -0.16, 0.04    

Ls Meanc -0.05 -0.11 0.06 (-0.16, 0.29) 0.584  

SEc 0.093 0.100    

95% CIc -0.23, 0.14 -0.31, 0.09    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.11 0.31    

SD 0.354 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 58    

Mean -0.10 -0.07    

SD 0.552 0.814    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.44, 0.00)     

Ls Meanb -0.18 -0.03 -0.14 (-0.29, 0.00) 0.052  

SEb 0.053 0.054    

95% CIb -0.28, -0.07 -0.14, 0.08    

Ls Meanc -0.21 -0.06 -0.15 (-0.35, 0.05) 0.148  

SEc 0.080 0.084    

95% CIc -0.37, -0.05 -0.23, 0.11    

 

  Day 15 Actual n 74 65    

Mean 0.12 0.03    

SD 0.495 0.174    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.20 -0.35    

SD 0.616 0.723    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.12, 0.35)     

Ls Meanb -0.25 -0.33 0.08 (-0.08, 0.23) 0.329  

SEb 0.055 0.058    

95% CIb -0.36, -0.14 -0.44, -0.21    

Ls Meanc -0.24 -0.35 0.11 (-0.04, 0.25) 0.146  

SEc 0.056 0.066    

95% CIc -0.36, -0.13 -0.48, -0.22    

 

  Day 29 Actual n 58 47    

Mean 0.02 0.00    

SD 0.131 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 45 41    

Mean -0.24 -0.54    

SD 0.570 0.778    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.17, 0.32)     

Ls Meanb -0.36 -0.41 0.05 (-0.11, 0.21) 0.553  

SEb 0.058 0.060    

95% CIb -0.47, -0.25 -0.53, -0.29    

Ls Meanc -0.37 -0.40 0.04 (0.00, 0.08) 0.077  

SEc 0.017 0.020    

95% CIc -0.40, -0.33 -0.45, -0.36    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.05 (-0.10, 0.21)     

Ls Meanb -0.11 -0.16 0.05 (-0.09, 0.18) 0.493  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.40 0.46    

SD 0.788 0.905    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.52 0.59    

SD 0.840 0.973    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean 0.11 0.22    

SD 0.857 0.951    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.39, 0.21)     

Ls Meanb 0.10 0.18 -0.07 (-0.33, 0.18) 0.568  

SEb 0.095 0.097    

95% CIb -0.08, 0.29 -0.01, 0.37    

Ls Meanc 0.05 0.17 -0.11 (-0.40, 0.18) 0.453  

SEc 0.119 0.127    

95% CIc -0.18, 0.29 -0.09, 0.42    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.51 0.68    

SD 0.940 0.981    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean 0.14 0.28    

SD 1.146 1.105    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.47, 0.14)     

Ls Meanb 0.13 0.27 -0.14 (-0.39, 0.12) 0.299  

SEb 0.096 0.099    

95% CIb -0.06, 0.32 0.08, 0.46    

Ls Meanc 0.04 0.19 -0.15 (-0.50, 0.20) 0.404  

SEc 0.141 0.151    

95% CIc -0.24, 0.32 -0.11, 0.49    

 

  Day 15 Actual n 74 65    

Mean 0.26 0.29    

SD 0.703 0.631    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.16 -0.29    

SD 0.949 1.041    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.31, 0.33)     

Ls Meanb -0.23 -0.24 0.01 (-0.26, 0.28) 0.965  

SEb 0.098 0.104    

95% CIb -0.43, -0.04 -0.44, -0.03    

Ls Meanc -0.22 -0.23 0.01 (-0.25, 0.27) 0.942  

SEc 0.100 0.117    

95% CIc -0.42, -0.03 -0.47, 0.00    

 

  Day 29 Actual n 58 47    

Mean 0.22 0.02    

SD 0.727 0.146    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 45 41    

Mean -0.16 -0.44    

SD 0.952 0.896    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.36 (0.04, 0.68)     

Ls Meanb -0.19 -0.50 0.31 (0.03, 0.58) 0.028  

SEb 0.100 0.104    

95% CIb -0.39, 0.00 -0.70, -0.29    

Ls Meanc -0.23 -0.49 0.25 (0.03, 0.48) 0.026  

SEc 0.087 0.104    

95% CIc -0.41, -0.06 -0.69, -0.28    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.17 -0.15 -0.02 (-0.13, 0.08) 0.662  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.41 0.40    

SD 0.807 0.849    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.40 0.47    

SD 0.727 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.03 0.13    

SD 0.689 0.766    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.36, 0.17)     

Ls Meanb 0.02 0.09 -0.08 (-0.30, 0.14) 0.482  

SEb 0.082 0.083    

95% CIb -0.14, 0.18 -0.07, 0.26    

Ls Meanc -0.05 0.09 -0.14 (-0.36, 0.09) 0.231  

SEc 0.092 0.098    

95% CIc -0.23, 0.13 -0.11, 0.28    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.46 0.53    

SD 0.879 0.895    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean 0.02 0.16    

SD 1.068 1.005    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.32, 0.22)     

Ls Meanb 0.07 0.12 -0.04 (-0.26, 0.18) 0.712  

SEb 0.083 0.085    

95% CIb -0.09, 0.24 -0.05, 0.28    

Ls Meanc 0.00 0.08 -0.08 (-0.40, 0.24) 0.632  

SEc 0.128 0.137    

95% CIc -0.26, 0.25 -0.20, 0.35    

 

  Day 15 Actual n 74 65    

Mean 0.19 0.26    

SD 0.589 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.25 -0.22    

SD 0.858 0.919    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.33, 0.23)     

Ls Meanb -0.25 -0.21 -0.04 (-0.27, 0.19) 0.725  

SEb 0.085 0.090    

95% CIb -0.42, -0.08 -0.38, -0.03    

Ls Meanc -0.23 -0.21 -0.02 (-0.24, 0.20) 0.859  

SEc 0.086 0.100    

95% CIc -0.40, -0.06 -0.41, -0.01    

 

  Day 29 Actual n 58 47    

Mean 0.19 0.02    

SD 0.606 0.146    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 45 41    

Mean -0.13 -0.32    

SD 0.842 0.756    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.10, 0.47)     

Ls Meanb -0.23 -0.38 0.16 (-0.08, 0.39) 0.196  

SEb 0.087 0.090    

95% CIb -0.40, -0.06 -0.56, -0.21    

Ls Meanc -0.17 -0.39 0.22 (0.03, 0.42) 0.026  

SEc 0.076 0.091    

95% CIc -0.32, -0.02 -0.58, -0.21    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.09 (-0.17, 0.00)     

Ls Meanb -0.50 -0.43 -0.07 (-0.13, 0.00) 0.041  

 

  Baseline Actual n 70 68  0.005d  

Mean 0.67 0.63    

SD 0.756 0.731    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 85 78    

Mean 0.52 0.36    

SD 0.781 0.602    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 64 64    

Mean -0.03 -0.30    

SD 0.872 0.683    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.29 (0.07, 0.51)     

Ls Meanb -0.09 -0.31 0.22 (0.05, 0.38) 0.009  

SEb 0.060 0.061    

95% CIb -0.21, 0.03 -0.43, -0.19    

Ls Meanc -0.11 -0.36 0.25 (0.01, 0.48) 0.041  

SEc 0.097 0.103    

95% CIc -0.30, 0.08 -0.56, -0.15    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.31 0.43    

SD 0.547 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 58    

Mean -0.36 -0.12    

SD 0.852 0.796    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.28 (-0.50, -0.05)     

Ls Meanb -0.39 -0.19 -0.21 (-0.38, -0.04) 0.017  

SEb 0.062 0.063    

95% CIb -0.52, -0.27 -0.31, -0.06    

Ls Meanc -0.38 -0.20 -0.18 (-0.42, 0.05) 0.131  

SEc 0.093 0.100    

95% CIc -0.56, -0.19 -0.39, 0.00    

 

  Day 15 Actual n 74 65    

Mean 0.08 0.18    

SD 0.275 0.464    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.61 -0.45    

SD 0.755 0.679    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.39, 0.09)     

Ls Meanb -0.58 -0.47 -0.11 (-0.29, 0.07) 0.227  

SEb 0.063 0.068    

95% CIb -0.70, -0.45 -0.60, -0.33    

Ls Meanc -0.60 -0.48 -0.12 (-0.27, 0.03) 0.124  

SEc 0.059 0.069    

95% CIc -0.72, -0.49 -0.62, -0.34    

 

  Day 29 Actual n 58 47    

Mean 0.10 0.13    

SD 0.360 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 41    

Mean -0.44 -0.46    

SD 0.813 0.711    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.37, 0.13)     

Ls Meanb -0.60 -0.51 -0.09 (-0.28, 0.10) 0.343  

SEb 0.067 0.070    

95% CIb -0.73, -0.47 -0.65, -0.37    

Ls Meanc -0.44 -0.42 -0.02 (-0.20, 0.16) 0.838  

SEc 0.072 0.085    

95% CIc -0.59, -0.30 -0.59, -0.25    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.07, 0.09)     

Ls Meanb -0.26 -0.27 0.01 (-0.05, 0.07) 0.842  

 

  Baseline Actual n 70 68  0.579d  

Mean 0.41 0.35    

SD 0.712 0.748    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.34 0.28    

SD 0.665 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 64 64    

Mean -0.09 -0.08    

SD 0.610 0.783    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.21, 0.21)     

Ls Meanb -0.12 -0.12 0.00 (-0.16, 0.15) 0.982  

SEb 0.057 0.058    

95% CIb -0.23, -0.01 -0.23, -0.01    

Ls Meanc -0.10 -0.10 0.00 (-0.20, 0.21) 0.965  

SEc 0.083 0.090    

95% CIc -0.26, 0.07 -0.28, 0.08    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.20 0.22    

SD 0.496 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 58    

Mean -0.17 -0.14    

SD 0.653 0.907    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.27, 0.17)     

Ls Meanb -0.17 -0.13 -0.04 (-0.20, 0.12) 0.653  

SEb 0.058 0.060    

95% CIb -0.28, -0.06 -0.25, -0.02    

Ls Meanc -0.16 -0.18 0.02 (-0.18, 0.23) 0.830  

SEc 0.081 0.088    

95% CIc -0.32, 0.00 -0.35, -0.01    

 

  Day 15 Actual n 74 65    

Mean 0.14 0.06    

SD 0.382 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.23 -0.29    

SD 0.738 0.791    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.11, 0.35)     

Ls Meanb -0.27 -0.36 0.09 (-0.08, 0.26) 0.288  

SEb 0.060 0.064    

95% CIb -0.39, -0.15 -0.49, -0.23    

Ls Meanc -0.24 -0.33 0.09 (-0.06, 0.24) 0.256  

SEc 0.058 0.068    

95% CIc -0.36, -0.13 -0.46, -0.19    

 

  Day 29 Actual n 58 47    

Mean 0.09 0.09    

SD 0.283 0.282    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 45 41    

Mean -0.38 -0.37    

SD 0.777 0.915    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.18, 0.30)     

Ls Meanb -0.33 -0.38 0.04 (-0.13, 0.22) 0.639  

SEb 0.063 0.066    

95% CIb -0.46, -0.21 -0.51, -0.25    

Ls Meanc -0.40 -0.41 0.01 (-0.12, 0.13) 0.930  

SEc 0.051 0.060    

95% CIc -0.50, -0.30 -0.53, -0.29    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.38 -0.38 0.00 (-0.07, 0.07) 0.943  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.56 0.57    

SD 0.651 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.41 0.44    

SD 0.729 0.749    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.09 -0.20    

SD 0.868 0.894    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.12, 0.34)     

Ls Meanb -0.11 -0.19 0.08 (-0.09, 0.25) 0.366  

SEb 0.063 0.064    

95% CIb -0.23, 0.02 -0.31, -0.06    

Ls Meanc -0.14 -0.22 0.08 (-0.16, 0.33) 0.506  

SEc 0.101 0.108    

95% CIc -0.34, 0.06 -0.44, -0.01    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.28 0.28    

SD 0.586 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 58    

Mean -0.26 -0.31    

SD 0.637 0.977    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.17, 0.30)     

Ls Meanb -0.28 -0.33 0.05 (-0.13, 0.22) 0.604  

SEb 0.064 0.066    

95% CIb -0.41, -0.16 -0.46, -0.20    

Ls Meanc -0.31 -0.35 0.04 (-0.18, 0.25) 0.728  

SEc 0.086 0.092    

95% CIc -0.48, -0.14 -0.54, -0.17    

 

  Day 15 Actual n 74 65    

Mean 0.14 0.09    

SD 0.448 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.34 -0.47    

SD 0.793 0.819    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.15, 0.35)     

Ls Meanb -0.41 -0.48 0.07 (-0.11, 0.26) 0.446  

SEb 0.066 0.070    

95% CIb -0.54, -0.28 -0.62, -0.35    

Ls Meanc -0.39 -0.49 0.10 (-0.07, 0.26) 0.250  

SEc 0.064 0.075    

95% CIc -0.52, -0.27 -0.64, -0.34    

 

  Day 29 Actual n 58 47    

Mean 0.10 0.13    

SD 0.484 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 45 41    

Mean -0.38 -0.34    

SD 0.806 0.656    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.26, 0.26)     

Ls Meanb -0.46 -0.46 0.00 (-0.19, 0.19) 0.983  

SEb 0.069 0.072    

95% CIb -0.60, -0.33 -0.60, -0.32    

Ls Meanc -0.41 -0.42 0.01 (-0.20, 0.21) 0.957  

SEc 0.081 0.096    

95% CIc -0.57, -0.25 -0.61, -0.23    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.08 -0.08 0.00 (-0.02, 0.02) 0.768  

 

  Baseline Actual n 70 68  0.288d  

Mean 0.13 0.04    

SD 0.536 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 85 78    

Mean 0.06 0.00    

SD 0.357 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 64 64    

Mean -0.06 -0.05    

SD 0.393 0.278    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.02, 0.28)     

Ls Meanb -0.04 -0.09 0.06 (-0.01, 0.12) 0.098  

SEb 0.024 0.024    

95% CIb -0.08, 0.01 -0.14, -0.05    

Ls Meanc -0.05 -0.08 0.03 (-0.04, 0.11) 0.396  

SEc 0.032 0.034    

95% CIc -0.11, 0.02 -0.15, -0.01    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.00 0.05    

SD 0.000 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 58 58    

Mean -0.07 0.02    

SD 0.413 0.477    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.06)     

Ls Meanb -0.06 -0.02 -0.04 (-0.11, 0.03) 0.215  

SEb 0.025 0.025    

95% CIb -0.11, -0.01 -0.07, 0.03    

Ls Meanc -0.07 0.00 -0.07 (-0.16, 0.03) 0.182  

SEc 0.039 0.041    

95% CIc -0.15, 0.01 -0.09, 0.08    

 

  Day 15 Actual n 74 65    

Mean 0.03 0.00    

SD 0.163 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.11 -0.06    

SD 0.593 0.317    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.22)     

Ls Meanb -0.07 -0.09 0.02 (-0.05, 0.10) 0.514  

SEb 0.025 0.027    

95% CIb -0.12, -0.02 -0.14, -0.04    

Ls Meanc -0.08 -0.12 0.04 (-0.02, 0.09) 0.176  

SEc 0.021 0.024    

95% CIc -0.12, -0.04 -0.16, -0.07    

 

  Day 29 Actual n 58 47    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 45 41    

Mean -0.16 -0.07    

SD 0.638 0.346    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.22, 0.14)     

Ls Meanb -0.11 -0.09 -0.02 (-0.10, 0.06) 0.654  

SEb 0.028 0.029    

95% CIb -0.17, -0.06 -0.15, -0.04    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset > 

3 days 

Body Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.82 -0.83 0.01 (-0.03, 0.05) 0.710  

 

  Baseline Actual n 278 286    

Mean 1.12 1.00    

SD 1.061 0.946    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 314 325    

Mean 0.66 0.60    

SD 0.899 0.857    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 251 261    

Mean -0.49 -0.39    

SD 0.993 0.973    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.06)     

Ls Meanb -0.49 -0.44 -0.05 (-0.15, 0.06) 0.392  

SEb 0.040 0.040    

95% CIb -0.57, -0.41 -0.52, -0.37    

Ls Meanc -0.52 -0.46 -0.06 (-0.19, 0.08) 0.398  

SEc 0.066 0.064    

95% CIc -0.65, -0.39 -0.59, -0.34    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 286    

Mean 0.42 0.34    

SD 0.769 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 240 225    

Mean -0.70 -0.65    

SD 1.064 0.966    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.70 -0.73 0.02 (-0.08, 0.13) 0.661  

SEb 0.041 0.041    

95% CIb -0.78, -0.62 -0.81, -0.65    

Ls Meanc -0.73 -0.76 0.02 (-0.10, 0.15) 0.728  

SEc 0.059 0.060    

95% CIc -0.85, -0.62 -0.87, -0.64    

 

  Day 15 Actual n 264 259    

Mean 0.20 0.15    

SD 0.573 0.436    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.90 -0.83    

SD 1.097 0.973    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.91 -0.93 0.02 (-0.09, 0.13) 0.749  

SEb 0.043 0.043    

95% CIb -1.00, -0.83 -1.02, -0.85    

Ls Meanc -0.89 -0.92 0.02 (-0.07, 0.12) 0.632  

SEc 0.046 0.046    

95% CIc -0.98, -0.80 -1.01, -0.83    

 

  Day 29 Actual n 225 221    

Mean 0.16 0.09    

SD 0.498 0.370    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 188 185    

Mean -0.96 -0.93    

SD 1.144 1.006    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb -0.94 -0.98 0.04 (-0.08, 0.15) 0.522  

SEb 0.043 0.043    

95% CIb -1.02, -0.85 -1.06, -0.89    

Ls Meanc -0.92 -0.98 0.06 (-0.03, 0.14) 0.186  

SEc 0.040 0.040    

95% CIc -1.00, -0.84 -1.06, -0.90    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.03)     

Ls Meanb -0.71 -0.72 0.00 (-0.02, 0.03) 0.641  

 

  Baseline Actual n 278 286    

Mean 0.82 0.77    

SD 0.995 0.905    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 313 325    

Mean 0.33 0.31    

SD 0.706 0.624    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 250 261    

Mean -0.47 -0.46    

SD 0.990 0.892    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.02, 0.13)     

Ls Meanb -0.45 -0.50 0.05 (-0.02, 0.12) 0.134  

SEb 0.026 0.025    

95% CIb -0.50, -0.40 -0.55, -0.45    

Ls Meanc -0.48 -0.51 0.03 (-0.08, 0.14) 0.555  

SEc 0.054 0.053    

95% CIc -0.58, -0.37 -0.61, -0.41    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.11 0.18    

SD 0.406 0.520    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 240 226    

Mean -0.69 -0.59    

SD 1.005 0.935    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.16, -0.01)     

Ls Meanb -0.70 -0.63 -0.08 (-0.15, -0.01) 0.032  

SEb 0.026 0.027    

95% CIb -0.76, -0.65 -0.68, -0.58    

Ls Meanc -0.71 -0.63 -0.08 (-0.16, 0.00) 0.064  

SEc 0.038 0.038    

95% CIc -0.78, -0.63 -0.70, -0.55    

 

  Day 15 Actual n 264 259    

Mean 0.03 0.04    

SD 0.220 0.282    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.77 -0.71    

SD 1.015 0.926    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.07)     

Ls Meanb -0.77 -0.76 0.00 (-0.08, 0.07) 0.901  

SEb 0.028 0.028    

95% CIb -0.82, -0.71 -0.82, -0.71    

Ls Meanc -0.76 -0.74 -0.02 (-0.07, 0.04) 0.549  

SEc 0.025 0.025    

95% CIc -0.81, -0.71 -0.79, -0.69    

 

  Day 29 Actual n 225 221    

Mean 0.03 0.01    

SD 0.210 0.116    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 188 185    

Mean -0.85 -0.75    

SD 1.056 0.918    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.05, 0.11)     

Ls Meanb -0.78 -0.81 0.03 (-0.05, 0.11) 0.463  

SEb 0.029 0.029    

95% CIb -0.83, -0.72 -0.86, -0.75    

Ls Meanc -0.80 -0.81 0.02 (-0.02, 0.05) 0.392  

SEc 0.016 0.016    

95% CIc -0.83, -0.76 -0.84, -0.78    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.05 (0.01, 0.09)     

Ls Meanb -0.50 -0.54 0.04 (0.01, 0.08) 0.010  

 

  Baseline Actual n 278 286    

Mean 0.77 0.71    

SD 0.866 0.888    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 314 325    

Mean 0.49 0.48    

SD 0.711 0.723    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 251 261    

Mean -0.26 -0.26    

SD 0.815 0.800    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.26 -0.28 0.02 (-0.06, 0.11) 0.601  

SEb 0.033 0.032    

95% CIb -0.32, -0.20 -0.35, -0.22    

Ls Meanc -0.29 -0.30 0.02 (-0.09, 0.12) 0.749  

SEc 0.052 0.051    

95% CIc -0.39, -0.18 -0.40, -0.20    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.39 0.34    

SD 0.660 0.655    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 240 226    

Mean -0.31 -0.38    

SD 0.881 0.847    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.19)     

Ls Meanb -0.34 -0.42 0.08 (-0.01, 0.17) 0.075  

SEb 0.033 0.033    

95% CIb -0.41, -0.28 -0.49, -0.35    

Ls Meanc -0.32 -0.41 0.09 (-0.02, 0.20) 0.100  

SEc 0.052 0.052    

95% CIc -0.42, -0.22 -0.51, -0.31    

 

  Day 15 Actual n 264 259    

Mean 0.17 0.11    

SD 0.456 0.379    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.56 -0.58    

SD 0.816 0.841    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.56 -0.62 0.06 (-0.03, 0.15) 0.196  

SEb 0.035 0.035    

95% CIb -0.63, -0.50 -0.69, -0.56    

Ls Meanc -0.56 -0.63 0.08 (0.00, 0.15) 0.043  

SEc 0.035 0.035    

95% CIc -0.62, -0.49 -0.70, -0.56    

 

  Day 29 Actual n 225 221    

Mean 0.08 0.06    

SD 0.323 0.295    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 188 185    

Mean -0.59 -0.62    

SD 0.858 0.865    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.61 -0.66 0.06 (-0.03, 0.15) 0.210  

SEb 0.035 0.035    

95% CIb -0.67, -0.54 -0.73, -0.60    

Ls Meanc -0.55 -0.61 0.05 (-0.01, 0.11) 0.084  

SEc 0.028 0.028    

95% CIc -0.61, -0.50 -0.66, -0.55    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.01)     

Ls Meanb -0.70 -0.65 -0.04 (-0.09, 0.01) 0.087  

 

  Baseline Actual n 278 286    

Mean 1.13 1.15    

SD 0.847 0.769    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 314 325    

Mean 1.03 1.08    

SD 0.847 0.826    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 251 261    

Mean -0.10 -0.08    

SD 0.739 0.835    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.08)     

Ls Meanb -0.16 -0.12 -0.04 (-0.16, 0.07) 0.441  

SEb 0.043 0.043    

95% CIb -0.25, -0.08 -0.20, -0.03    

Ls Meanc -0.18 -0.14 -0.04 (-0.16, 0.08) 0.545  

SEc 0.060 0.058    

95% CIc -0.30, -0.06 -0.26, -0.03    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.81 0.95    

SD 0.856 0.880    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 240 226    

Mean -0.33 -0.21    

SD 0.881 0.899    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.38, -0.09)     

Ls Meanb -0.40 -0.21 -0.19 (-0.30, -0.08) 0.001  

SEb 0.044 0.044    

95% CIb -0.49, -0.32 -0.30, -0.13    

Ls Meanc -0.42 -0.27 -0.14 (-0.29, 0.00) 0.046  

SEc 0.067 0.067    

95% CIc -0.55, -0.28 -0.40, -0.14    

 

  Day 15 Actual n 264 259    

Mean 0.39 0.39    

SD 0.661 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.73 -0.76    

SD 0.956 0.850    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.08)     

Ls Meanb -0.82 -0.77 -0.05 (-0.17, 0.07) 0.395  

SEb 0.046 0.046    

95% CIb -0.91, -0.73 -0.86, -0.68    

Ls Meanc -0.81 -0.78 -0.03 (-0.15, 0.09) 0.597  

SEc 0.058 0.057    

95% CIc -0.93, -0.70 -0.89, -0.67    

 

  Day 29 Actual n 225 221    

Mean 0.21 0.19    

SD 0.499 0.440    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 188 185    

Mean -0.93 -0.95    

SD 0.886 0.842    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.21)     

Ls Meanb -0.95 -1.00 0.05 (-0.07, 0.17) 0.448  

SEb 0.046 0.046    

95% CIb -1.04, -0.86 -1.09, -0.91    

Ls Meanc -0.95 -0.99 0.03 (-0.06, 0.13) 0.497  

SEc 0.044 0.044    

95% CIc -1.04, -0.87 -1.07, -0.90    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.29 -0.27 -0.01 (-0.04, 0.01) 0.203  

 

  Baseline Actual n 278 286    

Mean 0.42 0.37    

SD 0.769 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 313 325    

Mean 0.26 0.31    

SD 0.605 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 250 261    

Mean -0.14 -0.07    

SD 0.812 0.764    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.05)     

Ls Meanb -0.11 -0.08 -0.03 (-0.10, 0.03) 0.348  

SEb 0.025 0.024    

95% CIb -0.16, -0.06 -0.13, -0.03    

Ls Meanc -0.18 -0.13 -0.05 (-0.15, 0.05) 0.338  

SEc 0.048 0.047    

95% CIc -0.27, -0.08 -0.22, -0.04    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.19 0.16    

SD 0.533 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 240 226    

Mean -0.21 -0.21    

SD 0.771 0.657    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.21 -0.23 0.02 (-0.05, 0.09) 0.573  

SEb 0.025 0.026    

95% CIb -0.26, -0.16 -0.28, -0.18    

Ls Meanc -0.22 -0.24 0.02 (-0.06, 0.10) 0.615  

SEc 0.039 0.039    

95% CIc -0.29, -0.14 -0.31, -0.16    

 

  Day 15 Actual n 264 259    

Mean 0.07 0.06    

SD 0.336 0.285    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.33 -0.25    

SD 0.768 0.665    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.32 -0.31 -0.01 (-0.08, 0.06) 0.743  

SEb 0.027 0.027    

95% CIb -0.37, -0.27 -0.36, -0.26    

Ls Meanc -0.31 -0.32 0.01 (-0.04, 0.07) 0.662  

SEc 0.027 0.027    

95% CIc -0.36, -0.25 -0.37, -0.27    

 

  Day 29 Actual n 225 221    

Mean 0.01 0.02    

SD 0.133 0.149    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 188 185    

Mean -0.35 -0.30    

SD 0.680 0.620    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.06)     

Ls Meanb -0.36 -0.33 -0.03 (-0.11, 0.04) 0.388  

SEb 0.027 0.027    

95% CIb -0.41, -0.30 -0.38, -0.27    

Ls Meanc -0.32 -0.31 -0.01 (-0.04, 0.02) 0.380  

SEc 0.014 0.013    

95% CIc -0.35, -0.30 -0.34, -0.29    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.18 -0.21 0.03 (-0.01, 0.07) 0.121  

 

  Baseline Actual n 278 286    

Mean 0.38 0.34    

SD 0.782 0.735    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 314 325    

Mean 0.33 0.30    

SD 0.687 0.690    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 251 261    

Mean -0.02 -0.02    

SD 0.800 0.718    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.17)     

Ls Meanb -0.03 -0.07 0.04 (-0.05, 0.13) 0.377  

SEb 0.034 0.033    

95% CIb -0.10, 0.03 -0.14, -0.01    

Ls Meanc -0.04 -0.07 0.03 (-0.08, 0.14) 0.580  

SEc 0.053 0.051    

95% CIc -0.14, 0.07 -0.17, 0.03    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.25 0.28    

SD 0.649 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 240 226    

Mean -0.12 -0.04    

SD 0.845 0.909    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.03)     

Ls Meanb -0.13 -0.06 -0.06 (-0.15, 0.03) 0.160  

SEb 0.034 0.034    

95% CIb -0.19, -0.06 -0.13, 0.01    

Ls Meanc -0.16 -0.11 -0.05 (-0.17, 0.07) 0.451  

SEc 0.057 0.057    

95% CIc -0.27, -0.04 -0.22, 0.00    

 

  Day 15 Actual n 264 259    

Mean 0.15 0.10    

SD 0.516 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.12 -0.22    

SD 0.750 0.706    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.23)     

Ls Meanb -0.18 -0.26 0.08 (-0.02, 0.17) 0.106  

SEb 0.036 0.036    

95% CIb -0.25, -0.11 -0.33, -0.19    

Ls Meanc -0.17 -0.26 0.09 (0.00, 0.18) 0.041  

SEc 0.042 0.042    

95% CIc -0.25, -0.08 -0.34, -0.18    

 

  Day 29 Actual n 225 221    

Mean 0.08 0.05    

SD 0.352 0.248    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 188 185    

Mean -0.23 -0.26    

SD 0.805 0.722    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.20)     

Ls Meanb -0.25 -0.31 0.06 (-0.04, 0.15) 0.224  

SEb 0.036 0.036    

95% CIb -0.32, -0.18 -0.38, -0.24    

Ls Meanc -0.25 -0.30 0.05 (-0.01, 0.11) 0.113  

SEc 0.030 0.030    

95% CIc -0.30, -0.19 -0.35, -0.24    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.00 (-0.06, 0.05)     

Ls Meanb -0.90 -0.89 0.00 (-0.06, 0.05) 0.929  

 

  Baseline Actual n 278 286    

Mean 1.41 1.39    

SD 1.039 1.012    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 314 325    

Mean 1.04 1.06    

SD 0.993 0.972    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 251 261    

Mean -0.35 -0.27    

SD 0.977 1.011    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb -0.41 -0.36 -0.05 (-0.18, 0.07) 0.402  

SEb 0.049 0.049    

95% CIb -0.51, -0.31 -0.45, -0.26    

Ls Meanc -0.40 -0.35 -0.05 (-0.20, 0.09) 0.462  

SEc 0.071 0.070    

95% CIc -0.54, -0.26 -0.48, -0.21    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.82 0.80    

SD 0.941 0.933    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 240 226    

Mean -0.55 -0.55    

SD 1.034 1.046    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.12)     

Ls Meanb -0.62 -0.62 0.00 (-0.13, 0.13) 0.956  

SEb 0.050 0.050    

95% CIb -0.72, -0.53 -0.72, -0.52    

Ls Meanc -0.62 -0.65 0.03 (-0.13, 0.18) 0.734  

SEc 0.072 0.072    

95% CIc -0.76, -0.48 -0.79, -0.51    

 

  Day 15 Actual n 264 259    

Mean 0.38 0.35    

SD 0.688 0.643    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.98 -1.01    

SD 1.084 1.050    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -1.05 -1.07 0.01 (-0.12, 0.15) 0.836  

SEb 0.052 0.053    

95% CIb -1.15, -0.95 -1.17, -0.96    

Ls Meanc -1.02 -1.06 0.04 (-0.08, 0.16) 0.530  

SEc 0.060 0.059    

95% CIc -1.14, -0.90 -1.18, -0.94    

 

  Day 29 Actual n 225 221    

Mean 0.26 0.29    

SD 0.573 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 188 185    

Mean -1.11 -1.11    

SD 1.081 1.021    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -1.15 -1.16 0.01 (-0.13, 0.15) 0.879  

SEb 0.053 0.053    

95% CIb -1.25, -1.05 -1.26, -1.06    

Ls Meanc -1.19 -1.18 -0.02 (-0.13, 0.09) 0.774  

SEc 0.052 0.051    

95% CIc -1.29, -1.09 -1.28, -1.08    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.76 -0.77 0.01 (-0.03, 0.05) 0.627  

 

  Baseline Actual n 278 286    

Mean 1.08 1.04    

SD 1.001 1.006    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 314 325    

Mean 0.56 0.55    

SD 0.786 0.794    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 251 261    

Mean -0.48 -0.49    

SD 0.997 1.002    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.48 -0.50 0.02 (-0.08, 0.12) 0.651  

SEb 0.039 0.038    

95% CIb -0.55, -0.40 -0.58, -0.43    

Ls Meanc -0.56 -0.57 0.02 (-0.11, 0.14) 0.783  

SEc 0.061 0.060    

95% CIc -0.68, -0.44 -0.69, -0.46    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.44 0.44    

SD 0.793 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 240 226    

Mean -0.61 -0.61    

SD 1.069 1.019    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.62 -0.63 0.01 (-0.09, 0.12) 0.833  

SEb 0.039 0.040    

95% CIb -0.69, -0.54 -0.70, -0.55    

Ls Meanc -0.59 -0.64 0.05 (-0.07, 0.18) 0.408  

SEc 0.059 0.059    

95% CIc -0.70, -0.47 -0.76, -0.53    

 

  Day 15 Actual n 264 259    

Mean 0.20 0.21    

SD 0.539 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.86 -0.78    

SD 1.024 0.990    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.86 -0.84 -0.02 (-0.13, 0.09) 0.698  

SEb 0.041 0.042    

95% CIb -0.94, -0.78 -0.92, -0.76    

Ls Meanc -0.85 -0.80 -0.05 (-0.14, 0.05) 0.330  

SEc 0.045 0.044    

95% CIc -0.94, -0.76 -0.89, -0.71    

 

  Day 29 Actual n 225 221    

Mean 0.12 0.14    

SD 0.393 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 188 185    

Mean -0.95 -0.89    

SD 1.051 0.952    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.95 -0.92 -0.02 (-0.13, 0.09) 0.704  

SEb 0.042 0.042    

95% CIb -1.03, -0.86 -1.01, -0.84    

Ls Meanc -0.96 -0.91 -0.04 (-0.12, 0.03) 0.282  

SEc 0.036 0.036    

95% CIc -1.03, -0.89 -0.99, -0.84    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.87 -0.85 -0.02 (-0.06, 0.02) 0.258  

 

  Baseline Actual n 278 286    

Mean 1.12 1.10    

SD 1.033 1.005    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 314 325    

Mean 0.62 0.61    

SD 0.861 0.856    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 251 261    

Mean -0.53 -0.52    

SD 0.973 0.967    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.54 -0.51 -0.03 (-0.13, 0.07) 0.590  

SEb 0.039 0.039    

95% CIb -0.61, -0.46 -0.58, -0.43    

Ls Meanc -0.57 -0.55 -0.02 (-0.15, 0.11) 0.727  

SEc 0.063 0.062    

95% CIc -0.69, -0.45 -0.67, -0.43    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.40 0.37    

SD 0.749 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 240 226    

Mean -0.70 -0.73    

SD 0.999 1.024    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.74 -0.76 0.02 (-0.09, 0.12) 0.729  

SEb 0.040 0.040    

95% CIb -0.81, -0.66 -0.83, -0.68    

Ls Meanc -0.72 -0.75 0.03 (-0.10, 0.15) 0.672  

SEc 0.058 0.058    

95% CIc -0.83, -0.61 -0.86, -0.63    

 

  Day 15 Actual n 264 259    

Mean 0.17 0.20    

SD 0.528 0.532    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.95 -0.90    

SD 1.046 1.069    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.98 -0.94 -0.04 (-0.15, 0.07) 0.492  

SEb 0.042 0.042    

95% CIb -1.06, -0.89 -1.02, -0.85    

Ls Meanc -0.94 -0.89 -0.05 (-0.14, 0.05) 0.346  

SEc 0.046 0.046    

95% CIc -1.03, -0.85 -0.98, -0.80    

 

  Day 29 Actual n 225 221    

Mean 0.11 0.14    

SD 0.402 0.419    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 188 185    

Mean -1.02 -0.96    

SD 1.059 1.050    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -1.03 -0.95 -0.08 (-0.19, 0.04) 0.181  

SEb 0.042 0.043    

95% CIb -1.11, -0.95 -1.04, -0.87    

Ls Meanc -1.02 -0.96 -0.06 (-0.14, 0.02) 0.143  

SEc 0.038 0.038    

95% CIc -1.10, -0.94 -1.03, -0.88    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.02)     

Ls Meanb -0.34 -0.33 -0.01 (-0.03, 0.01) 0.379  

 

  Baseline Actual n 278 286    

Mean 0.44 0.39    

SD 0.780 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 314 325    

Mean 0.30 0.26    

SD 0.667 0.611    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 251 261    

Mean -0.11 -0.13    

SD 0.830 0.627    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (0.00, 0.17)     

Ls Meanb -0.10 -0.17 0.06 (0.00, 0.13) 0.054  

SEb 0.024 0.024    

95% CIb -0.15, -0.06 -0.21, -0.12    

Ls Meanc -0.15 -0.19 0.04 (-0.06, 0.15) 0.387  

SEc 0.049 0.048    

95% CIc -0.24, -0.05 -0.29, -0.10    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.18 0.21    

SD 0.528 0.576    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 240 226    

Mean -0.22 -0.23    

SD 0.790 0.718    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.08)     

Ls Meanb -0.23 -0.23 0.00 (-0.07, 0.06) 0.929  

SEb 0.024 0.025    

95% CIb -0.28, -0.19 -0.28, -0.18    

Ls Meanc -0.28 -0.29 0.01 (-0.08, 0.10) 0.820  

SEc 0.044 0.044    

95% CIc -0.36, -0.19 -0.38, -0.20    

 

  Day 15 Actual n 264 259    

Mean 0.02 0.05    

SD 0.212 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.39 -0.36    

SD 0.798 0.685    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.39 -0.39 0.00 (-0.07, 0.07) 0.955  

SEb 0.026 0.026    

95% CIb -0.44, -0.34 -0.44, -0.34    

Ls Meanc -0.39 -0.39 0.00 (-0.05, 0.04) 0.929  

SEc 0.022 0.022    

95% CIc -0.44, -0.35 -0.43, -0.35    

 

  Day 29 Actual n 225 221    

Mean 0.01 0.03    

SD 0.094 0.241    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 188 185    

Mean -0.44 -0.36    

SD 0.835 0.702    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.41 -0.39 -0.02 (-0.09, 0.05) 0.663  

SEb 0.026 0.026    

95% CIb -0.46, -0.35 -0.44, -0.34    

Ls Meanc -0.43 -0.40 -0.03 (-0.07, 0.01) 0.152  

SEc 0.019 0.019    

95% CIc -0.46, -0.39 -0.43, -0.36    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 79 of 1392 

Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.06)     

Ls Meanb -0.49 -0.50 0.01 (-0.03, 0.06) 0.585  

 

  Baseline Actual n 278 286    

Mean 0.72 0.72    

SD 1.034 1.011    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 314 325    

Mean 0.55 0.63    

SD 0.879 0.922    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 251 261    

Mean -0.18 -0.14    

SD 1.055 1.056    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.20 -0.14 -0.06 (-0.16, 0.04) 0.249  

SEb 0.040 0.039    

95% CIb -0.28, -0.12 -0.22, -0.06    

Ls Meanc -0.27 -0.22 -0.05 (-0.19, 0.09) 0.499  

SEc 0.068 0.066    

95% CIc -0.40, -0.13 -0.35, -0.09    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.41 0.43    

SD 0.763 0.794    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 240 226    

Mean -0.31 -0.32    

SD 1.101 1.098    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.35 -0.34 -0.01 (-0.12, 0.09) 0.822  

SEb 0.040 0.041    

95% CIb -0.43, -0.27 -0.42, -0.26    

Ls Meanc -0.37 -0.36 -0.01 (-0.14, 0.12) 0.891  

SEc 0.062 0.062    

95% CIc -0.49, -0.24 -0.48, -0.23    

 

  Day 15 Actual n 264 259    

Mean 0.19 0.15    

SD 0.544 0.433    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.50 -0.53    

SD 1.038 1.112    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb -0.54 -0.59 0.04 (-0.07, 0.15) 0.446  

SEb 0.042 0.042    

95% CIb -0.63, -0.46 -0.67, -0.50    

Ls Meanc -0.53 -0.57 0.04 (-0.05, 0.14) 0.373  

SEc 0.046 0.046    

95% CIc -0.62, -0.44 -0.66, -0.48    

 

  Day 29 Actual n 225 221    

Mean 0.12 0.08    

SD 0.442 0.314    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 188 185    

Mean -0.54 -0.58    

SD 0.921 1.071    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.19)     

Ls Meanb -0.58 -0.67 0.08 (-0.02, 0.19) 0.128  

SEb 0.042 0.042    

95% CIb -0.66, -0.50 -0.75, -0.58    

Ls Meanc -0.58 -0.60 0.02 (-0.05, 0.09) 0.586  

SEc 0.035 0.035    

95% CIc -0.64, -0.51 -0.66, -0.53    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.08)     

Ls Meanb -0.43 -0.47 0.04 (-0.01, 0.08) 0.136  

 

  Baseline Actual n 278 286    

Mean 0.64 0.69    

SD 0.979 0.986    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 314 325    

Mean 0.48 0.53    

SD 0.828 0.870    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 251 261    

Mean -0.14 -0.20    

SD 0.948 1.033    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.16 -0.17 0.01 (-0.09, 0.11) 0.856  

SEb 0.038 0.038    

95% CIb -0.23, -0.08 -0.24, -0.09    

Ls Meanc -0.24 -0.25 0.01 (-0.12, 0.14) 0.878  

SEc 0.065 0.063    

95% CIc -0.36, -0.11 -0.37, -0.12    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.38 0.39    

SD 0.759 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 240 226    

Mean -0.25 -0.32    

SD 1.058 1.110    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.28 -0.28 0.00 (-0.10, 0.10) 0.999  

SEb 0.039 0.039    

95% CIb -0.36, -0.21 -0.36, -0.21    

Ls Meanc -0.33 -0.34 0.01 (-0.12, 0.14) 0.883  

SEc 0.062 0.062    

95% CIc -0.45, -0.21 -0.46, -0.22    

 

  Day 15 Actual n 264 259    

Mean 0.17 0.11    

SD 0.521 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.45 -0.53    

SD 1.022 1.094    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.18)     

Ls Meanb -0.48 -0.55 0.07 (-0.03, 0.18) 0.174  

SEb 0.040 0.041    

95% CIb -0.56, -0.40 -0.63, -0.47    

Ls Meanc -0.46 -0.52 0.06 (-0.03, 0.15) 0.179  

SEc 0.043 0.043    

95% CIc -0.54, -0.37 -0.60, -0.43    

 

  Day 29 Actual n 225 221    

Mean 0.08 0.06    

SD 0.344 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 188 185    

Mean -0.52 -0.59    

SD 0.933 1.054    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.53 -0.59 0.06 (-0.05, 0.16) 0.280  

SEb 0.040 0.040    

95% CIb -0.61, -0.45 -0.67, -0.51    

Ls Meanc -0.56 -0.58 0.02 (-0.05, 0.08) 0.641  

SEc 0.032 0.032    

95% CIc -0.62, -0.50 -0.64, -0.52    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.03 (0.00, 0.07)     

Ls Meanb -0.45 -0.47 0.03 (0.00, 0.06) 0.078  

 

  Baseline Actual n 277 286    

Mean 0.60 0.61    

SD 0.776 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 314 325    

Mean 0.40 0.38    

SD 0.644 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 250 261    

Mean -0.20 -0.27    

SD 0.755 0.732    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.15)     

Ls Meanb -0.22 -0.27 0.04 (-0.03, 0.12) 0.239  

SEb 0.028 0.028    

95% CIb -0.28, -0.17 -0.32, -0.21    

Ls Meanc -0.27 -0.32 0.05 (-0.05, 0.14) 0.349  

SEc 0.047 0.046    

95% CIc -0.37, -0.18 -0.41, -0.23    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.28 0.26    

SD 0.560 0.533    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 239 226    

Mean -0.31 -0.38    

SD 0.764 0.716    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.37 -0.40 0.04 (-0.04, 0.11) 0.344  

SEb 0.029 0.029    

95% CIb -0.42, -0.31 -0.46, -0.35    

Ls Meanc -0.34 -0.40 0.05 (-0.03, 0.14) 0.230  

SEc 0.042 0.042    

95% CIc -0.42, -0.26 -0.48, -0.31    

 

  Day 15 Actual n 264 259    

Mean 0.17 0.11    

SD 0.430 0.346    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 204    

Mean -0.43 -0.54    

SD 0.747 0.765    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.17)     

Ls Meanb -0.47 -0.53 0.05 (-0.03, 0.13) 0.182  

SEb 0.030 0.030    

95% CIb -0.53, -0.41 -0.59, -0.47    

Ls Meanc -0.48 -0.55 0.08 (0.01, 0.15) 0.036  

SEc 0.034 0.034    

95% CIc -0.54, -0.41 -0.62, -0.49    

 

  Day 29 Actual n 225 221    

Mean 0.08 0.09    

SD 0.323 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 187 185    

Mean -0.43 -0.56    

SD 0.718 0.758    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.16)     

Ls Meanb -0.52 -0.56 0.04 (-0.04, 0.12) 0.350  

SEb 0.031 0.031    

95% CIb -0.58, -0.46 -0.62, -0.50    

Ls Meanc -0.47 -0.48 0.01 (-0.04, 0.06) 0.718  

SEc 0.025 0.025    

95% CIc -0.52, -0.42 -0.53, -0.43    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.05 (0.01, 0.10)     

Ls Meanb -0.27 -0.32 0.04 (0.00, 0.08) 0.028  

 

  Baseline Actual n 278 286    

Mean 0.47 0.47    

SD 0.835 0.815    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 314 325    

Mean 0.36 0.33    

SD 0.741 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 251 261    

Mean -0.11 -0.11    

SD 0.792 0.742    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.12 -0.14 0.02 (-0.07, 0.11) 0.625  

SEb 0.035 0.035    

95% CIb -0.19, -0.05 -0.21, -0.07    

Ls Meanc -0.11 -0.11 0.00 (-0.11, 0.11) 0.987  

SEc 0.053 0.052    

95% CIc -0.22, -0.01 -0.22, -0.01    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.26 0.31    

SD 0.692 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 240 226    

Mean -0.19 -0.18    

SD 0.879 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.07)     

Ls Meanb -0.21 -0.17 -0.04 (-0.13, 0.05) 0.410  

SEb 0.036 0.036    

95% CIb -0.28, -0.14 -0.24, -0.10    

Ls Meanc -0.21 -0.19 -0.02 (-0.14, 0.10) 0.741  

SEc 0.058 0.058    

95% CIc -0.32, -0.10 -0.30, -0.08    

 

  Day 15 Actual n 264 259    

Mean 0.17 0.08    

SD 0.547 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.21 -0.36    

SD 0.826 0.828    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.25)     

Ls Meanb -0.29 -0.39 0.11 (0.01, 0.20) 0.035  

SEb 0.037 0.038    

95% CIb -0.36, -0.21 -0.46, -0.32    

Ls Meanc -0.27 -0.38 0.11 (0.02, 0.20) 0.018  

SEc 0.043 0.043    

95% CIc -0.35, -0.18 -0.46, -0.29    

 

  Day 29 Actual n 225 221    

Mean 0.09 0.08    

SD 0.372 0.328    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 188 185    

Mean -0.29 -0.37    

SD 0.822 0.791    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.20)     

Ls Meanb -0.34 -0.40 0.06 (-0.03, 0.16) 0.198  

SEb 0.038 0.038    

95% CIb -0.41, -0.26 -0.48, -0.33    

Ls Meanc -0.32 -0.37 0.04 (-0.03, 0.11) 0.210  

SEc 0.033 0.032    

95% CIc -0.39, -0.26 -0.43, -0.30    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.05)     

Ls Meanb -0.50 -0.52 0.02 (-0.01, 0.04) 0.269  

 

  Baseline Actual n 277 286    

Mean 0.61 0.63    

SD 0.833 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 314 325    

Mean 0.35 0.30    

SD 0.657 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 250 261    

Mean -0.24 -0.36    

SD 0.789 0.785    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.16)     

Ls Meanb -0.30 -0.35 0.06 (-0.02, 0.13) 0.130  

SEb 0.029 0.028    

95% CIb -0.35, -0.24 -0.41, -0.30    

Ls Meanc -0.29 -0.37 0.08 (-0.02, 0.17) 0.130  

SEc 0.048 0.046    

95% CIc -0.39, -0.20 -0.46, -0.28    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.22 0.17    

SD 0.598 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 239 226    

Mean -0.39 -0.48    

SD 0.857 0.875    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.11)     

Ls Meanb -0.45 -0.47 0.01 (-0.07, 0.09) 0.764  

SEb 0.029 0.029    

95% CIb -0.51, -0.40 -0.52, -0.41    

Ls Meanc -0.45 -0.48 0.03 (-0.06, 0.13) 0.482  

SEc 0.043 0.043    

95% CIc -0.54, -0.37 -0.57, -0.40    

 

  Day 15 Actual n 264 259    

Mean 0.09 0.08    

SD 0.383 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 204    

Mean -0.50 -0.57    

SD 0.860 0.848    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.56 -0.56 0.01 (-0.07, 0.09) 0.870  

SEb 0.030 0.031    

95% CIb -0.61, -0.50 -0.62, -0.50    

Ls Meanc -0.54 -0.55 0.00 (-0.06, 0.07) 0.941  

SEc 0.032 0.032    

95% CIc -0.61, -0.48 -0.61, -0.48    

 

  Day 29 Actual n 225 221    

Mean 0.04 0.10    

SD 0.208 0.337    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 187 185    

Mean -0.56 -0.55    

SD 0.837 0.827    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.03)     

Ls Meanb -0.61 -0.55 -0.06 (-0.14, 0.02) 0.154  

SEb 0.031 0.031    

95% CIb -0.67, -0.55 -0.61, -0.49    

Ls Meanc -0.59 -0.54 -0.05 (-0.10, 0.01) 0.076  

SEc 0.025 0.025    

95% CIc -0.64, -0.54 -0.59, -0.50    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.10 -0.10 -0.01 (-0.02, 0.00) 0.284  

 

  Baseline Actual n 278 286    

Mean 0.15 0.09    

SD 0.534 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 314 325    

Mean 0.05 0.05    

SD 0.272 0.290    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 251 261    

Mean -0.09 -0.03    

SD 0.522 0.381    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.06)     

Ls Meanb -0.06 -0.06 0.00 (-0.04, 0.03) 0.781  

SEb 0.012 0.012    

95% CIb -0.08, -0.04 -0.08, -0.03    

Ls Meanc -0.08 -0.07 -0.01 (-0.06, 0.04) 0.740  

SEc 0.024 0.023    

95% CIc -0.13, -0.03 -0.12, -0.03    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 287    

Mean 0.04 0.02    

SD 0.251 0.212    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 240 226    

Mean -0.10 -0.05    

SD 0.573 0.434    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.08 -0.08 0.00 (-0.03, 0.03) 0.980  

SEb 0.012 0.012    

95% CIb -0.11, -0.06 -0.11, -0.06    

Ls Meanc -0.09 -0.10 0.01 (-0.04, 0.05) 0.755  

SEc 0.022 0.022    

95% CIc -0.13, -0.05 -0.14, -0.05    

 

  Day 15 Actual n 264 259    

Mean 0.01 0.01    

SD 0.123 0.124    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 207 204    

Mean -0.15 -0.06    

SD 0.559 0.315    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.07)     

Ls Meanb -0.11 -0.11 0.00 (-0.04, 0.03) 0.899  

SEb 0.013 0.013    

95% CIb -0.14, -0.09 -0.14, -0.09    

Ls Meanc -0.11 -0.11 0.01 (-0.01, 0.02) 0.564  

SEc 0.009 0.009    

95% CIc -0.12, -0.09 -0.13, -0.10    

 

  Day 29 Actual n 225 221    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 188 185    

Mean -0.16 -0.07    

SD 0.585 0.330    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.07)     

Ls Meanb -0.12 -0.12 0.00 (-0.04, 0.03) 0.972  

SEb 0.013 0.013    

95% CIb -0.15, -0.09 -0.15, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset < 

25% 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.12 (-0.21, -0.03)     

Ls Meanb -0.75 -0.62 -0.13 (-0.22, -0.03) 0.008  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.96 1.04    

SD 1.028 1.043    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.45 0.82    

SD 0.794 0.922    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

   Change n 64 64    

Mean -0.41 -0.17    

SD 1.080 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.47, -0.05)     

Ls Meanb -0.45 -0.18 -0.27 (-0.49, -0.05) 0.016  

SEb 0.081 0.082    

95% CIb -0.61, -0.30 -0.35, -0.02    

Ls Meanc -0.47 -0.20 -0.26 (-0.55, 0.03) 0.075  

SEc 0.119 0.127    

95% CIc -0.70, -0.23 -0.46, 0.05    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.32 0.69    

SD 0.664 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean -0.53 -0.31    

SD 1.030 1.173    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.38 (-0.60, -0.16)     

Ls Meanb -0.65 -0.26 -0.40 (-0.62, -0.17) 0.001  

SEb 0.083 0.085    

95% CIb -0.82, -0.49 -0.42, -0.09    

Ls Meanc -0.65 -0.33 -0.31 (-0.60, -0.02) 0.037  

SEc 0.116 0.124    

95% CIc -0.88, -0.41 -0.58, -0.09    

 

  Day 15 Actual n 74 65    

Mean 0.15 0.22    

SD 0.428 0.573    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.75 -0.86    

SD 1.132 0.935    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.20, 0.26)     

Ls Meanb -0.83 -0.86 0.03 (-0.20, 0.27) 0.786  

SEb 0.085 0.091    

95% CIb -0.99, -0.66 -1.04, -0.68    

Ls Meanc -0.81 -0.85 0.03 (-0.17, 0.24) 0.736  

SEc 0.078 0.091    

95% CIc -0.96, -0.66 -1.03, -0.67    

 

  Day 29 Actual n 58 47    

Mean 0.07 0.28    

SD 0.317 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 41    

Mean -0.82 -0.85    

SD 0.984 1.085    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.43, 0.04)     

Ls Meanb -0.88 -0.68 -0.20 (-0.44, 0.04) 0.108  

SEb 0.089 0.092    

95% CIb -1.05, -0.71 -0.86, -0.50    

Ls Meanc -0.94 -0.77 -0.17 (-0.39, 0.06) 0.140  

SEc 0.087 0.102    

95% CIc -1.11, -0.76 -0.97, -0.57    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.62 -0.58 -0.04 (-0.08, 0.00) 0.032  

 

  Baseline Actual n 70 68  0.013d  

Mean 0.70 0.76    

SD 0.922 0.948    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.39 0.33    

SD 0.742 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.27 -0.41    

SD 0.821 0.811    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.26)     

Ls Meanb -0.26 -0.37 0.11 (-0.03, 0.24) 0.123  

SEb 0.049 0.049    

95% CIb -0.36, -0.17 -0.47, -0.27    

Ls Meanc -0.33 -0.44 0.12 (-0.10, 0.33) 0.288  

SEc 0.088 0.094    

95% CIc -0.50, -0.15 -0.63, -0.26    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.09 0.26    

SD 0.411 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 58    

Mean -0.55 -0.47    

SD 0.862 1.080    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.34, -0.04)     

Ls Meanb -0.62 -0.44 -0.18 (-0.32, -0.04) 0.014  

SEb 0.051 0.052    

95% CIb -0.72, -0.52 -0.54, -0.34    

Ls Meanc -0.63 -0.48 -0.15 (-0.35, 0.05) 0.135  

SEc 0.079 0.085    

95% CIc -0.78, -0.47 -0.64, -0.31    

 

  Day 15 Actual n 74 65    

Mean 0.04 0.00    

SD 0.259 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.59 -0.69    

SD 0.968 0.940    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.18)     

Ls Meanb -0.69 -0.71 0.02 (-0.12, 0.17) 0.747  

SEb 0.052 0.056    

95% CIb -0.79, -0.58 -0.82, -0.60    

Ls Meanc -0.63 -0.65 0.02 (-0.02, 0.06) 0.327  

SEc 0.015 0.017    

95% CIc -0.66, -0.60 -0.69, -0.62    

 

  Day 29 Actual n 58 47    

Mean 0.00 0.06    

SD 0.000 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 45 41    

Mean -0.69 -0.73    

SD 0.949 1.049    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.15)     

Ls Meanb -0.70 -0.67 -0.02 (-0.18, 0.14) 0.773  

SEb 0.057 0.060    

95% CIb -0.81, -0.59 -0.79, -0.56    

Ls Meanc -0.75 -0.68 -0.07 (-0.18, 0.04) 0.197  

SEc 0.042 0.049    

95% CIc -0.83, -0.67 -0.78, -0.58    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.08 (-0.17, 0.01)     

Ls Meanb -0.51 -0.44 -0.06 (-0.14, 0.01) 0.098  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.69 0.75    

SD 0.843 0.799    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.66 0.55    

SD 0.839 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean 0.02 -0.23    

SD 0.766 0.811    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.27 (0.04, 0.49)     

Ls Meanb -0.04 -0.26 0.22 (0.03, 0.41) 0.021  

SEb 0.069 0.070    

95% CIb -0.17, 0.10 -0.40, -0.12    

Ls Meanc -0.05 -0.28 0.23 (-0.02, 0.48) 0.071  

SEc 0.102 0.109    

95% CIc -0.26, 0.15 -0.50, -0.07    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 8 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.38 0.49    

SD 0.676 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 58    

Mean -0.19 -0.28    

SD 0.783 0.854    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.17)     

Ls Meanb -0.31 -0.26 -0.05 (-0.24, 0.14) 0.607  

SEb 0.070 0.072    

95% CIb -0.45, -0.18 -0.41, -0.12    

Ls Meanc -0.31 -0.30 -0.01 (-0.24, 0.22) 0.944  

SEc 0.093 0.099    

95% CIc -0.49, -0.12 -0.49, -0.10    

 

  Day 15 Actual n 74 65    

Mean 0.14 0.20    

SD 0.382 0.440    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.45 -0.55    

SD 0.737 0.891    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.31, 0.18)     

Ls Meanb -0.59 -0.54 -0.05 (-0.25, 0.15) 0.627  

SEb 0.072 0.077    

95% CIb -0.73, -0.44 -0.69, -0.38    

Ls Meanc -0.57 -0.54 -0.03 (-0.20, 0.14) 0.697  

SEc 0.065 0.076    

95% CIc -0.70, -0.44 -0.69, -0.39    

 

  Day 29 Actual n 58 47    

Mean 0.02 0.15    

SD 0.131 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 45 41    

Mean -0.49 -0.56    

SD 0.757 0.896    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.29, 0.22)     

Ls Meanb -0.65 -0.62 -0.03 (-0.24, 0.18) 0.776  

SEb 0.076 0.079    

95% CIb -0.80, -0.50 -0.78, -0.47    

Ls Meanc -0.60 -0.47 -0.13 (-0.29, 0.03) 0.113  

SEc 0.062 0.073    

95% CIc -0.73, -0.48 -0.62, -0.33    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.06)     

Ls Meanb -0.60 -0.56 -0.04 (-0.14, 0.05) 0.387  

 

  Baseline Actual n 70 68  0.840d  

Mean 1.13 0.87    

SD 0.883 0.790    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.89 0.87    

SD 0.724 0.903    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.19 -0.02    

SD 0.732 0.845    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.32, 0.19)     

Ls Meanb -0.19 -0.14 -0.05 (-0.27, 0.16) 0.629  

SEb 0.080 0.081    

95% CIb -0.35, -0.04 -0.30, 0.02    

Ls Meanc -0.19 -0.09 -0.10 (-0.35, 0.15) 0.431  

SEc 0.102 0.110    

95% CIc -0.40, 0.01 -0.31, 0.12    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.74 0.69    

SD 0.741 0.826    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 3.00    

 

   Change n 58 58    

Mean -0.28 -0.16    

SD 0.790 0.914    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.34, 0.19)     

Ls Meanb -0.30 -0.24 -0.06 (-0.28, 0.16) 0.586  

SEb 0.081 0.083    

95% CIb -0.46, -0.14 -0.41, -0.08    

Ls Meanc -0.25 -0.24 -0.01 (-0.26, 0.25) 0.955  

SEc 0.100 0.108    

95% CIc -0.44, -0.05 -0.45, -0.02    

 

  Day 15 Actual n 74 65    

Mean 0.32 0.34    

SD 0.576 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.61 -0.59    

SD 0.824 0.840    

Min -2.00 -3.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.34)     

Ls Meanb -0.69 -0.74 0.05 (-0.18, 0.28) 0.656  

SEb 0.083 0.089    

95% CIb -0.85, -0.53 -0.92, -0.57    

Ls Meanc -0.61 -0.71 0.10 (-0.10, 0.31) 0.327  

SEc 0.078 0.093    

95% CIc -0.76, -0.45 -0.89, -0.52    

 

  Day 29 Actual n 58 47    

Mean 0.26 0.13    

SD 0.548 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 41    

Mean -0.73 -0.76    

SD 1.031 0.888    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.21, 0.35)     

Ls Meanb -0.77 -0.83 0.06 (-0.18, 0.29) 0.633  

SEb 0.086 0.090    

95% CIb -0.94, -0.60 -1.01, -0.65    

Ls Meanc -0.75 -0.99 0.23 (0.01, 0.46) 0.045  

SEc 0.089 0.107    

95% CIc -0.93, -0.58 -1.20, -0.77    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.05 (-0.01, 0.12)     

Ls Meanb -0.31 -0.35 0.04 (-0.01, 0.09) 0.128  

 

  Baseline Actual n 70 68  0.005d  

Mean 0.39 0.46    

SD 0.728 0.818    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.38 0.26    

SD 0.654 0.591    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 64 64    

Mean 0.02 -0.17    

SD 0.549 0.865    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.01, 0.36)     

Ls Meanb -0.03 -0.17 0.13 (-0.01, 0.28) 0.064  

SEb 0.052 0.053    

95% CIb -0.14, 0.07 -0.27, -0.06    

Ls Meanc -0.01 -0.15 0.14 (-0.06, 0.34) 0.164  

SEc 0.082 0.087    

95% CIc -0.17, 0.15 -0.32, 0.02    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.22 0.27    

SD 0.530 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 58    

Mean -0.19 -0.22    

SD 0.847 0.918    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.19, 0.19)     

Ls Meanb -0.20 -0.20 0.00 (-0.15, 0.15) 0.997  

SEb 0.054 0.055    

95% CIb -0.30, -0.09 -0.30, -0.09    

Ls Meanc -0.23 -0.24 0.01 (-0.19, 0.21) 0.917  

SEc 0.081 0.087    

95% CIc -0.39, -0.06 -0.41, -0.06    

 

  Day 15 Actual n 74 65    

Mean 0.09 0.11    

SD 0.338 0.400    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.29 -0.47    

SD 0.803 0.981    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.22)     

Ls Meanb -0.32 -0.34 0.02 (-0.14, 0.17) 0.807  

SEb 0.055 0.059    

95% CIb -0.43, -0.21 -0.46, -0.23    

Ls Meanc -0.41 -0.43 0.03 (-0.13, 0.19) 0.721  

SEc 0.062 0.072    

95% CIc -0.53, -0.28 -0.58, -0.29    

 

  Day 29 Actual n 58 47    

Mean 0.05 0.00    

SD 0.292 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 45 41    

Mean -0.22 -0.54    

SD 0.517 0.897    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.09, 0.33)     

Ls Meanb -0.35 -0.44 0.09 (-0.07, 0.25) 0.275  

SEb 0.058 0.061    

95% CIb -0.47, -0.24 -0.56, -0.32    

Ls Meanc -0.34 -0.45 0.10 (0.01, 0.20) 0.038  

SEc 0.038 0.045    

95% CIc -0.42, -0.27 -0.54, -0.36    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.06)     

Ls Meanb -0.12 -0.10 -0.02 (-0.08, 0.04) 0.491  

 

  Baseline Actual n 70 68  0.006d  

Mean 0.17 0.26    

SD 0.510 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.22 0.24    

SD 0.543 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 64 64    

Mean 0.06 -0.05    

SD 0.467 0.765    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.22, 0.28)     

Ls Meanb -0.02 -0.04 0.02 (-0.12, 0.16) 0.813  

SEb 0.053 0.053    

95% CIb -0.12, 0.08 -0.14, 0.07    

Ls Meanc 0.01 -0.04 0.05 (-0.15, 0.25) 0.631  

SEc 0.081 0.086    

95% CIc -0.15, 0.17 -0.21, 0.13    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.18 0.26    

SD 0.479 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 58    

Mean 0.00 -0.02    

SD 0.621 0.868    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.19 (-0.44, 0.06)     

Ls Meanb -0.04 0.07 -0.11 (-0.26, 0.04) 0.141  

SEb 0.054 0.055    

95% CIb -0.15, 0.06 -0.04, 0.17    

Ls Meanc -0.06 0.01 -0.07 (-0.28, 0.14) 0.501  

SEc 0.083 0.088    

95% CIc -0.23, 0.10 -0.17, 0.18    

 

  Day 15 Actual n 74 65    

Mean 0.05 0.17    

SD 0.228 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.09 -0.16    

SD 0.438 0.657    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.25, 0.28)     

Ls Meanb -0.15 -0.16 0.01 (-0.14, 0.16) 0.911  

SEb 0.055 0.059    

95% CIb -0.26, -0.04 -0.27, -0.04    

Ls Meanc -0.15 -0.14 -0.02 (-0.14, 0.10) 0.796  

SEc 0.046 0.054    

95% CIc -0.25, -0.06 -0.24, -0.03    

 

  Day 29 Actual n 58 47    

Mean 0.02 0.06    

SD 0.131 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 45 41    

Mean -0.13 -0.34    

SD 0.505 0.794    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.34)     

Ls Meanb -0.19 -0.23 0.04 (-0.12, 0.20) 0.654  

SEb 0.058 0.060    

95% CIb -0.30, -0.08 -0.34, -0.11    

Ls Meanc -0.26 -0.21 -0.06 (-0.16, 0.05) 0.284  

SEc 0.042 0.049    

95% CIc -0.35, -0.18 -0.30, -0.11    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.10 (-0.19, 0.00)     

Ls Meanb -0.80 -0.70 -0.10 (-0.20, 0.00) 0.061  

 

  Baseline Actual n 70 68  0.010d  

Mean 1.19 1.22    

SD 1.011 1.049    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.89 1.18    

SD 0.939 1.054    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.19 0.00    

SD 0.852 0.992    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.33, 0.15)     

Ls Meanb -0.28 -0.19 -0.09 (-0.34, 0.15) 0.462  

SEb 0.092 0.093    

95% CIb -0.46, -0.10 -0.37, -0.01    

Ls Meanc -0.33 -0.19 -0.14 (-0.42, 0.14) 0.322  

SEc 0.115 0.123    

95% CIc -0.56, -0.11 -0.44, 0.05    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.65 0.97    

SD 0.851 1.006    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean -0.45 -0.21    

SD 0.958 1.088    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.50, 0.00)     

Ls Meanb -0.58 -0.32 -0.26 (-0.51, 0.00) 0.046  

SEb 0.094 0.096    

95% CIb -0.76, -0.39 -0.50, -0.13    

Ls Meanc -0.59 -0.38 -0.21 (-0.51, 0.09) 0.174  

SEc 0.120 0.129    

95% CIc -0.83, -0.35 -0.64, -0.13    

 

  Day 15 Actual n 74 65    

Mean 0.35 0.51    

SD 0.629 0.793    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.89 -0.69    

SD 1.056 0.940    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.34, 0.18)     

Ls Meanb -0.96 -0.88 -0.08 (-0.35, 0.18) 0.539  

SEb 0.096 0.102    

95% CIb -1.15, -0.77 -1.08, -0.67    

Ls Meanc -1.00 -0.89 -0.11 (-0.36, 0.14) 0.397  

SEc 0.096 0.113    

95% CIc -1.19, -0.81 -1.12, -0.67    

 

  Day 29 Actual n 58 47    

Mean 0.24 0.34    

SD 0.572 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 41    

Mean -0.84 -0.95    

SD 0.999 1.284    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.24, 0.30)     

Ls Meanb -0.99 -1.02 0.03 (-0.24, 0.31) 0.811  

SEb 0.100 0.105    

95% CIb -1.19, -0.79 -1.23, -0.82    

Ls Meanc -0.99 -0.99 0.00 (-0.27, 0.27) 0.994  

SEc 0.106 0.126    

95% CIc -1.20, -0.78 -1.23, -0.74    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.07, 0.10)     

Ls Meanb -0.79 -0.80 0.01 (-0.07, 0.09) 0.757  

 

  Baseline Actual n 70 68  0.006d  

Mean 1.03 1.13    

SD 0.932 0.879    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.71 0.74    

SD 0.884 0.844    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.33 -0.48    

SD 0.927 0.992    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.12, 0.34)     

Ls Meanb -0.39 -0.49 0.10 (-0.11, 0.31) 0.362  

SEb 0.078 0.079    

95% CIb -0.54, -0.24 -0.64, -0.33    

Ls Meanc -0.43 -0.56 0.13 (-0.14, 0.40) 0.349  

SEc 0.111 0.119    

95% CIc -0.65, -0.21 -0.80, -0.32    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.41 0.53    

SD 0.701 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 58    

Mean -0.60 -0.59    

SD 0.990 0.974    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.41, 0.08)     

Ls Meanb -0.74 -0.59 -0.15 (-0.37, 0.07) 0.178  

SEb 0.080 0.081    

95% CIb -0.89, -0.58 -0.75, -0.43    

Ls Meanc -0.75 -0.63 -0.11 (-0.35, 0.13) 0.351  

SEc 0.095 0.102    

95% CIc -0.93, -0.56 -0.83, -0.43    

 

  Day 15 Actual n 74 65    

Mean 0.27 0.28    

SD 0.647 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.79 -0.92    

SD 1.022 0.954    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.19, 0.32)     

Ls Meanb -0.86 -0.91 0.06 (-0.17, 0.29) 0.630  

SEb 0.082 0.087    

95% CIb -1.02, -0.70 -1.09, -0.74    

Ls Meanc -0.89 -0.94 0.05 (-0.17, 0.26) 0.652  

SEc 0.082 0.096    

95% CIc -1.05, -0.73 -1.13, -0.75    

 

  Day 29 Actual n 58 47    

Mean 0.05 0.21    

SD 0.223 0.508    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 45 41    

Mean -0.91 -1.02    

SD 0.973 0.908    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.40, 0.13)     

Ls Meanb -1.00 -0.88 -0.12 (-0.36, 0.12) 0.333  

SEb 0.086 0.090    

95% CIb -1.17, -0.83 -1.06, -0.71    

Ls Meanc -1.07 -0.95 -0.12 (-0.30, 0.06) 0.192  

SEc 0.070 0.084    

95% CIc -1.21, -0.93 -1.12, -0.78    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.13 (-0.22, -0.04)     

Ls Meanb -0.80 -0.68 -0.13 (-0.22, -0.04) 0.007  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.97 1.15    

SD 1.021 0.981    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.49 0.76    

SD 0.796 0.956    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.44 -0.31    

SD 1.097 1.139    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.46, -0.03)     

Ls Meanb -0.53 -0.29 -0.24 (-0.46, -0.03) 0.029  

SEb 0.080 0.081    

95% CIb -0.69, -0.37 -0.44, -0.13    

Ls Meanc -0.55 -0.32 -0.23 (-0.54, 0.07) 0.129  

SEc 0.124 0.132    

95% CIc -0.80, -0.31 -0.58, -0.06    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.31 0.64    

SD 0.681 0.959    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean -0.55 -0.50    

SD 0.940 1.260    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.33 (-0.55, -0.10)     

Ls Meanb -0.70 -0.37 -0.33 (-0.55, -0.10) 0.004  

SEb 0.082 0.084    

95% CIb -0.86, -0.54 -0.54, -0.21    

Ls Meanc -0.69 -0.45 -0.24 (-0.55, 0.07) 0.123  

SEc 0.123 0.130    

95% CIc -0.93, -0.44 -0.70, -0.19    

 

  Day 15 Actual n 74 65    

Mean 0.14 0.20    

SD 0.416 0.506    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.79 -0.98    

SD 1.057 0.829    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.24)     

Ls Meanb -0.90 -0.91 0.01 (-0.23, 0.24) 0.937  

SEb 0.084 0.090    

95% CIb -1.07, -0.74 -1.09, -0.74    

Ls Meanc -0.89 -0.88 -0.01 (-0.18, 0.16) 0.937  

SEc 0.065 0.076    

95% CIc -1.02, -0.76 -1.03, -0.73    

 

  Day 29 Actual n 58 47    

Mean 0.09 0.26    

SD 0.283 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 45 41    

Mean -0.82 -0.90    

SD 1.072 1.200    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.43, 0.06)     

Ls Meanb -0.93 -0.75 -0.18 (-0.43, 0.06) 0.134  

SEb 0.088 0.092    

95% CIb -1.10, -0.76 -0.93, -0.57    

Ls Meanc -0.96 -0.82 -0.14 (-0.36, 0.08) 0.196  

SEc 0.087 0.102    

95% CIc -1.13, -0.79 -1.02, -0.61    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.06)     

Ls Meanb -0.26 -0.25 -0.01 (-0.06, 0.04) 0.669  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.31 0.40    

SD 0.649 0.672    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.32 0.29    

SD 0.743 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean 0.02 -0.06    

SD 0.654 0.753    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.13, 0.30)     

Ls Meanb 0.00 -0.06 0.06 (-0.08, 0.20) 0.432  

SEb 0.052 0.052    

95% CIb -0.10, 0.10 -0.16, 0.04    

Ls Meanc -0.05 -0.11 0.06 (-0.16, 0.29) 0.584  

SEc 0.093 0.100    

95% CIc -0.23, 0.14 -0.31, 0.09    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.11 0.31    

SD 0.354 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 58    

Mean -0.10 -0.07    

SD 0.552 0.814    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.44, 0.00)     

Ls Meanb -0.18 -0.03 -0.14 (-0.29, 0.00) 0.052  

SEb 0.053 0.054    

95% CIb -0.28, -0.07 -0.14, 0.08    

Ls Meanc -0.21 -0.06 -0.15 (-0.35, 0.05) 0.148  

SEc 0.080 0.084    

95% CIc -0.37, -0.05 -0.23, 0.11    

 

  Day 15 Actual n 74 65    

Mean 0.12 0.03    

SD 0.495 0.174    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.20 -0.35    

SD 0.616 0.723    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.12, 0.35)     

Ls Meanb -0.25 -0.33 0.08 (-0.08, 0.23) 0.329  

SEb 0.055 0.058    

95% CIb -0.36, -0.14 -0.44, -0.21    

Ls Meanc -0.24 -0.35 0.11 (-0.04, 0.25) 0.146  

SEc 0.056 0.066    

95% CIc -0.36, -0.13 -0.48, -0.22    

 

  Day 29 Actual n 58 47    

Mean 0.02 0.00    

SD 0.131 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 45 41    

Mean -0.24 -0.54    

SD 0.570 0.778    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.17, 0.32)     

Ls Meanb -0.36 -0.41 0.05 (-0.11, 0.21) 0.553  

SEb 0.058 0.060    

95% CIb -0.47, -0.25 -0.53, -0.29    

Ls Meanc -0.37 -0.40 0.04 (0.00, 0.08) 0.077  

SEc 0.017 0.020    

95% CIc -0.40, -0.33 -0.45, -0.36    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.05 (-0.10, 0.21)     

Ls Meanb -0.11 -0.16 0.05 (-0.09, 0.18) 0.493  

 

  Baseline Actual n 70 68  0.016d  

Mean 0.40 0.46    

SD 0.788 0.905    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.52 0.59    

SD 0.840 0.973    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean 0.11 0.22    

SD 0.857 0.951    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.39, 0.21)     

Ls Meanb 0.10 0.18 -0.07 (-0.33, 0.18) 0.568  

SEb 0.095 0.097    

95% CIb -0.08, 0.29 -0.01, 0.37    

Ls Meanc 0.05 0.17 -0.11 (-0.40, 0.18) 0.453  

SEc 0.119 0.127    

95% CIc -0.18, 0.29 -0.09, 0.42    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.51 0.68    

SD 0.940 0.981    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean 0.14 0.28    

SD 1.146 1.105    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.47, 0.14)     

Ls Meanb 0.13 0.27 -0.14 (-0.39, 0.12) 0.299  

SEb 0.096 0.099    

95% CIb -0.06, 0.32 0.08, 0.46    

Ls Meanc 0.04 0.19 -0.15 (-0.50, 0.20) 0.404  

SEc 0.141 0.151    

95% CIc -0.24, 0.32 -0.11, 0.49    

 

  Day 15 Actual n 74 65    

Mean 0.26 0.29    

SD 0.703 0.631    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.16 -0.29    

SD 0.949 1.041    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.31, 0.33)     

Ls Meanb -0.23 -0.24 0.01 (-0.26, 0.28) 0.965  

SEb 0.098 0.104    

95% CIb -0.43, -0.04 -0.44, -0.03    

Ls Meanc -0.22 -0.23 0.01 (-0.25, 0.27) 0.942  

SEc 0.100 0.117    

95% CIc -0.42, -0.03 -0.47, 0.00    

 

  Day 29 Actual n 58 47    

Mean 0.22 0.02    

SD 0.727 0.146    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 45 41    

Mean -0.16 -0.44    

SD 0.952 0.896    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.36 (0.04, 0.68)     

Ls Meanb -0.19 -0.50 0.31 (0.03, 0.58) 0.028  

SEb 0.100 0.104    

95% CIb -0.39, 0.00 -0.70, -0.29    

Ls Meanc -0.23 -0.49 0.25 (0.03, 0.48) 0.026  

SEc 0.087 0.104    

95% CIc -0.41, -0.06 -0.69, -0.28    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.17 -0.15 -0.02 (-0.13, 0.08) 0.662  

 

  Baseline Actual n 70 68  0.265d  

Mean 0.41 0.40    

SD 0.807 0.849    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.40 0.47    

SD 0.727 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.03 0.13    

SD 0.689 0.766    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.36, 0.17)     

Ls Meanb 0.02 0.09 -0.08 (-0.30, 0.14) 0.482  

SEb 0.082 0.083    

95% CIb -0.14, 0.18 -0.07, 0.26    

Ls Meanc -0.05 0.09 -0.14 (-0.36, 0.09) 0.231  

SEc 0.092 0.098    

95% CIc -0.23, 0.13 -0.11, 0.28    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.46 0.53    

SD 0.879 0.895    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 58    

Mean 0.02 0.16    

SD 1.068 1.005    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.32, 0.22)     

Ls Meanb 0.07 0.12 -0.04 (-0.26, 0.18) 0.712  

SEb 0.083 0.085    

95% CIb -0.09, 0.24 -0.05, 0.28    

Ls Meanc 0.00 0.08 -0.08 (-0.40, 0.24) 0.632  

SEc 0.128 0.137    

95% CIc -0.26, 0.25 -0.20, 0.35    

 

  Day 15 Actual n 74 65    

Mean 0.19 0.26    

SD 0.589 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.25 -0.22    

SD 0.858 0.919    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.33, 0.23)     

Ls Meanb -0.25 -0.21 -0.04 (-0.27, 0.19) 0.725  

SEb 0.085 0.090    

95% CIb -0.42, -0.08 -0.38, -0.03    

Ls Meanc -0.23 -0.21 -0.02 (-0.24, 0.20) 0.859  

SEc 0.086 0.100    

95% CIc -0.40, -0.06 -0.41, -0.01    

 

  Day 29 Actual n 58 47    

Mean 0.19 0.02    

SD 0.606 0.146    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 45 41    

Mean -0.13 -0.32    

SD 0.842 0.756    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.10, 0.47)     

Ls Meanb -0.23 -0.38 0.16 (-0.08, 0.39) 0.196  

SEb 0.087 0.090    

95% CIb -0.40, -0.06 -0.56, -0.21    

Ls Meanc -0.17 -0.39 0.22 (0.03, 0.42) 0.026  

SEc 0.076 0.091    

95% CIc -0.32, -0.02 -0.58, -0.21    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 37 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.09 (-0.17, 0.00)     

Ls Meanb -0.50 -0.43 -0.07 (-0.13, 0.00) 0.041  

 

  Baseline Actual n 70 68  0.007d  

Mean 0.67 0.63    

SD 0.756 0.731    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 85 78    

Mean 0.52 0.36    

SD 0.781 0.602    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 64 64    

Mean -0.03 -0.30    

SD 0.872 0.683    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.29 (0.07, 0.51)     

Ls Meanb -0.09 -0.31 0.22 (0.05, 0.38) 0.009  

SEb 0.060 0.061    

95% CIb -0.21, 0.03 -0.43, -0.19    

Ls Meanc -0.11 -0.36 0.25 (0.01, 0.48) 0.041  

SEc 0.097 0.103    

95% CIc -0.30, 0.08 -0.56, -0.15    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.31 0.43    

SD 0.547 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 58    

Mean -0.36 -0.12    

SD 0.852 0.796    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.28 (-0.50, -0.05)     

Ls Meanb -0.39 -0.19 -0.21 (-0.38, -0.04) 0.017  

SEb 0.062 0.063    

95% CIb -0.52, -0.27 -0.31, -0.06    

Ls Meanc -0.38 -0.20 -0.18 (-0.42, 0.05) 0.131  

SEc 0.093 0.100    

95% CIc -0.56, -0.19 -0.39, 0.00    

 

  Day 15 Actual n 74 65    

Mean 0.08 0.18    

SD 0.275 0.464    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.61 -0.45    

SD 0.755 0.679    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.39, 0.09)     

Ls Meanb -0.58 -0.47 -0.11 (-0.29, 0.07) 0.227  

SEb 0.063 0.068    

95% CIb -0.70, -0.45 -0.60, -0.33    

Ls Meanc -0.60 -0.48 -0.12 (-0.27, 0.03) 0.124  

SEc 0.059 0.069    

95% CIc -0.72, -0.49 -0.62, -0.34    

 

  Day 29 Actual n 58 47    

Mean 0.10 0.13    

SD 0.360 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 41    

Mean -0.44 -0.46    

SD 0.813 0.711    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.37, 0.13)     

Ls Meanb -0.60 -0.51 -0.09 (-0.28, 0.10) 0.343  

SEb 0.067 0.070    

95% CIb -0.73, -0.47 -0.65, -0.37    

Ls Meanc -0.44 -0.42 -0.02 (-0.20, 0.16) 0.838  

SEc 0.072 0.085    

95% CIc -0.59, -0.30 -0.59, -0.25    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.07, 0.09)     

Ls Meanb -0.26 -0.27 0.01 (-0.05, 0.07) 0.842  

 

  Baseline Actual n 70 68  0.138d  

Mean 0.41 0.35    

SD 0.712 0.748    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.34 0.28    

SD 0.665 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 64 64    

Mean -0.09 -0.08    

SD 0.610 0.783    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.21, 0.21)     

Ls Meanb -0.12 -0.12 0.00 (-0.16, 0.15) 0.982  

SEb 0.057 0.058    

95% CIb -0.23, -0.01 -0.23, -0.01    

Ls Meanc -0.10 -0.10 0.00 (-0.20, 0.21) 0.965  

SEc 0.083 0.090    

95% CIc -0.26, 0.07 -0.28, 0.08    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.20 0.22    

SD 0.496 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 58    

Mean -0.17 -0.14    

SD 0.653 0.907    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.27, 0.17)     

Ls Meanb -0.17 -0.13 -0.04 (-0.20, 0.12) 0.653  

SEb 0.058 0.060    

95% CIb -0.28, -0.06 -0.25, -0.02    

Ls Meanc -0.16 -0.18 0.02 (-0.18, 0.23) 0.830  

SEc 0.081 0.088    

95% CIc -0.32, 0.00 -0.35, -0.01    

 

  Day 15 Actual n 74 65    

Mean 0.14 0.06    

SD 0.382 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.23 -0.29    

SD 0.738 0.791    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.11, 0.35)     

Ls Meanb -0.27 -0.36 0.09 (-0.08, 0.26) 0.288  

SEb 0.060 0.064    

95% CIb -0.39, -0.15 -0.49, -0.23    

Ls Meanc -0.24 -0.33 0.09 (-0.06, 0.24) 0.256  

SEc 0.058 0.068    

95% CIc -0.36, -0.13 -0.46, -0.19    

 

  Day 29 Actual n 58 47    

Mean 0.09 0.09    

SD 0.283 0.282    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 45 41    

Mean -0.38 -0.37    

SD 0.777 0.915    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.18, 0.30)     

Ls Meanb -0.33 -0.38 0.04 (-0.13, 0.22) 0.639  

SEb 0.063 0.066    

95% CIb -0.46, -0.21 -0.51, -0.25    

Ls Meanc -0.40 -0.41 0.01 (-0.12, 0.13) 0.930  

SEc 0.051 0.060    

95% CIc -0.50, -0.30 -0.53, -0.29    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.38 -0.38 0.00 (-0.07, 0.07) 0.943  

 

  Baseline Actual n 70 68  <.001d  

Mean 0.56 0.57    

SD 0.651 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 85 78    

Mean 0.41 0.44    

SD 0.729 0.749    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 64 64    

Mean -0.09 -0.20    

SD 0.868 0.894    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.12, 0.34)     

Ls Meanb -0.11 -0.19 0.08 (-0.09, 0.25) 0.366  

SEb 0.063 0.064    

95% CIb -0.23, 0.02 -0.31, -0.06    

Ls Meanc -0.14 -0.22 0.08 (-0.16, 0.33) 0.506  

SEc 0.101 0.108    

95% CIc -0.34, 0.06 -0.44, -0.01    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.28 0.28    

SD 0.586 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 58    

Mean -0.26 -0.31    

SD 0.637 0.977    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.17, 0.30)     

Ls Meanb -0.28 -0.33 0.05 (-0.13, 0.22) 0.604  

SEb 0.064 0.066    

95% CIb -0.41, -0.16 -0.46, -0.20    

Ls Meanc -0.31 -0.35 0.04 (-0.18, 0.25) 0.728  

SEc 0.086 0.092    

95% CIc -0.48, -0.14 -0.54, -0.17    

 

  Day 15 Actual n 74 65    

Mean 0.14 0.09    

SD 0.448 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.34 -0.47    

SD 0.793 0.819    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.15, 0.35)     

Ls Meanb -0.41 -0.48 0.07 (-0.11, 0.26) 0.446  

SEb 0.066 0.070    

95% CIb -0.54, -0.28 -0.62, -0.35    

Ls Meanc -0.39 -0.49 0.10 (-0.07, 0.26) 0.250  

SEc 0.064 0.075    

95% CIc -0.52, -0.27 -0.64, -0.34    

 

  Day 29 Actual n 58 47    

Mean 0.10 0.13    

SD 0.484 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 45 41    

Mean -0.38 -0.34    

SD 0.806 0.656    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.26, 0.26)     

Ls Meanb -0.46 -0.46 0.00 (-0.19, 0.19) 0.983  

SEb 0.069 0.072    

95% CIb -0.60, -0.33 -0.60, -0.32    

Ls Meanc -0.41 -0.42 0.01 (-0.20, 0.21) 0.957  

SEc 0.081 0.096    

95% CIc -0.57, -0.25 -0.61, -0.23    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.08 -0.08 0.00 (-0.02, 0.02) 0.768  

 

  Baseline Actual n 70 68  0.149d  

Mean 0.13 0.04    

SD 0.536 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 85 78    

Mean 0.06 0.00    

SD 0.357 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 64 64    

Mean -0.06 -0.05    

SD 0.393 0.278    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.02, 0.28)     

Ls Meanb -0.04 -0.09 0.06 (-0.01, 0.12) 0.098  

SEb 0.024 0.024    

95% CIb -0.08, 0.01 -0.14, -0.05    

Ls Meanc -0.05 -0.08 0.03 (-0.04, 0.11) 0.396  

SEc 0.032 0.034    

95% CIc -0.11, 0.02 -0.15, -0.01    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 74 74    

Mean 0.00 0.05    

SD 0.000 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 58 58    

Mean -0.07 0.02    

SD 0.413 0.477    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.06)     

Ls Meanb -0.06 -0.02 -0.04 (-0.11, 0.03) 0.215  

SEb 0.025 0.025    

95% CIb -0.11, -0.01 -0.07, 0.03    

Ls Meanc -0.07 0.00 -0.07 (-0.16, 0.03) 0.182  

SEc 0.039 0.041    

95% CIc -0.15, 0.01 -0.09, 0.08    

 

  Day 15 Actual n 74 65    

Mean 0.03 0.00    

SD 0.163 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 56 49    

Mean -0.11 -0.06    

SD 0.593 0.317    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.22)     

Ls Meanb -0.07 -0.09 0.02 (-0.05, 0.10) 0.514  

SEb 0.025 0.027    

95% CIb -0.12, -0.02 -0.14, -0.04    

Ls Meanc -0.08 -0.12 0.04 (-0.02, 0.09) 0.176  

SEc 0.021 0.024    

95% CIc -0.12, -0.04 -0.16, -0.07    

 

  Day 29 Actual n 58 47    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 45 41    

Mean -0.16 -0.07    

SD 0.638 0.346    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.22, 0.14)     

Ls Meanb -0.11 -0.09 -0.02 (-0.10, 0.06) 0.654  

SEb 0.028 0.029    

95% CIb -0.17, -0.06 -0.15, -0.04    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset 

25-50% 

Body Aches Overall  Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.66 -0.71 0.05 (-0.05, 0.15) 0.336  

 

  Baseline Actual n 63 61    

Mean 1.16 0.97    

SD 1.050 0.983    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 80 73    

Mean 0.81 0.64    

SD 0.887 0.903    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

   Change n 59 55    

Mean -0.46 -0.35    

SD 1.039 0.907    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.19, 0.28)     

Ls Meanb -0.33 -0.38 0.05 (-0.19, 0.29) 0.705  

SEb 0.092 0.094    

95% CIb -0.51, -0.15 -0.56, -0.20    

Ls Meanc -0.30 -0.30 0.00 (-0.28, 0.28) 0.997  

SEc 0.138 0.134    

95% CIc -0.57, -0.03 -0.57, -0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.52 0.32    

SD 0.742 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 56 47    

Mean -0.68 -0.62    

SD 1.130 1.012    

Min -4.00 -4.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.21, 0.27)     

Ls Meanb -0.62 -0.65 0.03 (-0.22, 0.28) 0.816  

SEb 0.094 0.097    

95% CIb -0.80, -0.43 -0.84, -0.46    

Ls Meanc -0.57 -0.67 0.10 (-0.17, 0.36) 0.471  

SEc 0.125 0.126    

95% CIc -0.82, -0.32 -0.92, -0.42    

 

  Day 15 Actual n 71 58    

Mean 0.30 0.14    

SD 0.641 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.81 -0.80    

SD 1.075 0.954    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.11, 0.39)     

Ls Meanb -0.73 -0.88 0.14 (-0.11, 0.40) 0.272  

SEb 0.095 0.101    

95% CIb -0.92, -0.55 -1.08, -0.68    

Ls Meanc -0.73 -0.89 0.17 (-0.06, 0.39) 0.145  

SEc 0.111 0.112    

95% CIc -0.95, -0.51 -1.12, -0.67    

 

  Day 29 Actual n 51 53    

Mean 0.18 0.08    

SD 0.518 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 39 41    

Mean -0.97 -0.76    

SD 1.203 1.067    

Min -4.00 -4.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.24, 0.27)     

Ls Meanb -0.85 -0.86 0.02 (-0.25, 0.28) 0.909  

SEb 0.101 0.100    

95% CIb -1.04, -0.65 -1.06, -0.67    

Ls Meanc -0.77 -0.89 0.13 (-0.09, 0.34) 0.241  

SEc 0.103 0.093    

95% CIc -0.97, -0.56 -1.08, -0.71    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.06 (-0.11, -0.01)     

Ls Meanb -0.74 -0.68 -0.05 (-0.10, -0.01) 0.017  

 

  Baseline Actual n 63 61    

Mean 0.83 0.77    

SD 0.943 0.883    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 79 73    

Mean 0.29 0.30    

SD 0.602 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 55    

Mean -0.52 -0.45    

SD 1.030 0.789    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.12)     

Ls Meanb -0.51 -0.48 -0.03 (-0.18, 0.11) 0.672  

SEb 0.054 0.055    

95% CIb -0.61, -0.40 -0.58, -0.37    

Ls Meanc -0.58 -0.52 -0.06 (-0.29, 0.17) 0.592  

SEc 0.111 0.108    

95% CIc -0.80, -0.36 -0.73, -0.31    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.08 0.23    

SD 0.319 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 56 47    

Mean -0.68 -0.51    

SD 0.974 0.930    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.07)     

Ls Meanb -0.72 -0.63 -0.09 (-0.24, 0.07) 0.264  

SEb 0.055 0.058    

95% CIb -0.82, -0.61 -0.74, -0.52    

Ls Meanc -0.67 -0.56 -0.11 (-0.27, 0.06) 0.206  

SEc 0.080 0.080    

95% CIc -0.82, -0.51 -0.72, -0.40    

 

  Day 15 Actual n 71 58    

Mean 0.01 0.10    

SD 0.119 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.77 -0.59    

SD 0.933 0.897    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.29, 0.05)     

Ls Meanb -0.79 -0.68 -0.11 (-0.26, 0.05) 0.180  

SEb 0.056 0.061    

95% CIb -0.90, -0.68 -0.80, -0.56    

Ls Meanc -0.77 -0.65 -0.12 (-0.28, 0.03) 0.116  

SEc 0.078 0.078    

95% CIc -0.93, -0.62 -0.80, -0.49    

 

  Day 29 Actual n 51 53    

Mean 0.00 0.02    

SD 0.000 0.137    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 39 41    

Mean -0.87 -0.85    

SD 1.031 0.882    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.18, 0.19)     

Ls Meanb -0.81 -0.81 0.01 (-0.16, 0.17) 0.948  

SEb 0.063 0.061    

95% CIb -0.93, -0.68 -0.93, -0.69    

Ls Meanc -0.88 -0.86 -0.03 (-0.08, 0.03) 0.317  

SEc 0.025 0.023    

95% CIc -0.93, -0.83 -0.90, -0.81    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.09 (0.00, 0.17)     

Ls Meanb -0.41 -0.48 0.07 (0.00, 0.14) 0.045  

 

  Baseline Actual n 63 61    

Mean 0.68 0.67    

SD 0.839 0.790    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 0.58 0.56    

SD 0.742 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 59 55    

Mean -0.14 -0.20    

SD 0.730 0.779    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.20, 0.23)     

Ls Meanb -0.16 -0.17 0.01 (-0.16, 0.18) 0.910  

SEb 0.067 0.068    

95% CIb -0.30, -0.03 -0.31, -0.04    

Ls Meanc -0.15 -0.18 0.03 (-0.20, 0.25) 0.804  

SEc 0.110 0.107    

95% CIc -0.37, 0.07 -0.39, 0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.40 0.39    

SD 0.593 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 56 47    

Mean -0.21 -0.34    

SD 0.680 0.915    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.14, 0.30)     

Ls Meanb -0.24 -0.31 0.07 (-0.11, 0.25) 0.464  

SEb 0.068 0.070    

95% CIb -0.37, -0.11 -0.45, -0.17    

Ls Meanc -0.24 -0.31 0.07 (-0.16, 0.30) 0.535  

SEc 0.109 0.110    

95% CIc -0.45, -0.02 -0.53, -0.09    

 

  Day 15 Actual n 71 58    

Mean 0.15 0.09    

SD 0.436 0.283    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.49 -0.64    

SD 0.669 0.750    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.10, 0.35)     

Ls Meanb -0.51 -0.61 0.10 (-0.08, 0.29) 0.280  

SEb 0.069 0.073    

95% CIb -0.65, -0.38 -0.76, -0.47    

Ls Meanc -0.50 -0.63 0.13 (0.00, 0.26) 0.053  

SEc 0.065 0.065    

95% CIc -0.63, -0.38 -0.76, -0.50    

 

  Day 29 Actual n 51 53    

Mean 0.06 0.08    

SD 0.311 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 41    

Mean -0.56 -0.63    

SD 0.754 0.829    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.16, 0.31)     

Ls Meanb -0.54 -0.61 0.06 (-0.13, 0.26) 0.524  

SEb 0.074 0.073    

95% CIb -0.69, -0.40 -0.75, -0.46    

Ls Meanc -0.56 -0.60 0.04 (-0.09, 0.16) 0.563  

SEc 0.061 0.056    

95% CIc -0.69, -0.44 -0.71, -0.49    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.69 -0.68 0.00 (-0.11, 0.10) 0.979  

 

  Baseline Actual n 63 61    

Mean 1.10 1.07    

SD 0.797 0.680    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 80 73    

Mean 1.10 1.00    

SD 0.756 0.745    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 59 55    

Mean -0.02 -0.15    

SD 0.629 0.705    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.13, 0.51)     

Ls Meanb -0.11 -0.25 0.14 (-0.09, 0.38) 0.233  

SEb 0.092 0.093    

95% CIb -0.29, 0.07 -0.44, -0.07    

Ls Meanc -0.15 -0.27 0.13 (-0.10, 0.35) 0.266  

SEc 0.110 0.107    

95% CIc -0.36, 0.07 -0.48, -0.06    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.76 0.97    

SD 0.786 0.905    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 56 47    

Mean -0.38 -0.15    

SD 0.776 1.142    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.41 (-0.74, -0.09)     

Ls Meanb -0.48 -0.18 -0.31 (-0.55, -0.06) 0.013  

SEb 0.093 0.096    

95% CIb -0.67, -0.30 -0.36, 0.01    

Ls Meanc -0.62 -0.33 -0.29 (-0.61, 0.03) 0.079  

SEc 0.155 0.155    

95% CIc -0.92, -0.31 -0.63, -0.02    

 

  Day 15 Actual n 71 58    

Mean 0.38 0.29    

SD 0.570 0.593    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.77 -0.86    

SD 0.750 0.905    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.31, 0.37)     

Ls Meanb -0.86 -0.88 0.02 (-0.23, 0.27) 0.868  

SEb 0.095 0.100    

95% CIb -1.04, -0.67 -1.07, -0.68    

Ls Meanc -0.80 -0.85 0.05 (-0.19, 0.29) 0.675  

SEc 0.120 0.119    

95% CIc -1.03, -0.56 -1.08, -0.61    

 

  Day 29 Actual n 51 53    

Mean 0.24 0.19    

SD 0.473 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 41    

Mean -0.97 -0.95    

SD 0.743 0.835    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.28, 0.41)     

Ls Meanb -0.97 -1.02 0.05 (-0.21, 0.31) 0.704  

SEb 0.100 0.099    

95% CIb -1.16, -0.77 -1.21, -0.82    

Ls Meanc -0.91 -0.98 0.07 (-0.13, 0.28) 0.465  

SEc 0.099 0.091    

95% CIc -1.11, -0.71 -1.16, -0.80    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.04)     

Ls Meanb -0.20 -0.17 -0.03 (-0.09, 0.02) 0.249  

 

  Baseline Actual n 63 61    

Mean 0.37 0.28    

SD 0.703 0.552    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 79 73    

Mean 0.35 0.41    

SD 0.699 0.723    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 55    

Mean 0.02 0.11    

SD 0.888 0.832    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.21, 0.29)     

Ls Meanb 0.09 0.07 0.02 (-0.13, 0.18) 0.759  

SEb 0.060 0.061    

95% CIb -0.03, 0.21 -0.05, 0.19    

Ls Meanc 0.03 0.05 -0.02 (-0.29, 0.24) 0.853  

SEc 0.129 0.125    

95% CIc -0.23, 0.28 -0.20, 0.30    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.20 0.15    

SD 0.493 0.438    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 56 47    

Mean -0.09 -0.15    

SD 0.815 0.589    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.14, 0.38)     

Ls Meanb -0.08 -0.15 0.08 (-0.09, 0.24) 0.369  

SEb 0.061 0.064    

95% CIb -0.20, 0.04 -0.28, -0.03    

Ls Meanc -0.03 -0.13 0.10 (-0.08, 0.29) 0.279  

SEc 0.089 0.089    

95% CIc -0.20, 0.15 -0.30, 0.05    

 

  Day 15 Actual n 71 58    

Mean 0.06 0.09    

SD 0.287 0.283    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.30 -0.16    

SD 0.696 0.680    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.35, 0.18)     

Ls Meanb -0.24 -0.19 -0.05 (-0.22, 0.12) 0.534  

SEb 0.062 0.066    

95% CIb -0.37, -0.12 -0.32, -0.06    

Ls Meanc -0.30 -0.25 -0.05 (-0.18, 0.08) 0.458  

SEc 0.066 0.066    

95% CIc -0.43, -0.17 -0.38, -0.12    

 

  Day 29 Actual n 51 53    

Mean 0.00 0.04    

SD 0.000 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 39 41    

Mean -0.38 -0.24    

SD 0.711 0.582    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.32, 0.24)     

Ls Meanb -0.28 -0.26 -0.03 (-0.20, 0.15) 0.781  

SEb 0.067 0.067    

95% CIb -0.42, -0.15 -0.39, -0.13    

Ls Meanc -0.33 -0.31 -0.03 (-0.08, 0.02) 0.268  

SEc 0.025 0.023    

95% CIc -0.38, -0.29 -0.35, -0.26    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.18 -0.14 -0.04 (-0.11, 0.03) 0.279  

 

  Baseline Actual n 63 61    

Mean 0.27 0.23    

SD 0.677 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 0.31 0.27    

SD 0.667 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 59 55    

Mean 0.03 0.05    

SD 0.718 0.705    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.27, 0.27)     

Ls Meanb -0.03 -0.03 0.00 (-0.18, 0.17) 0.986  

SEb 0.067 0.068    

95% CIb -0.16, 0.10 -0.16, 0.11    

Ls Meanc 0.04 0.05 -0.01 (-0.23, 0.21) 0.935  

SEc 0.108 0.105    

95% CIc -0.17, 0.26 -0.15, 0.26    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.16 0.31    

SD 0.466 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 56 47    

Mean -0.05 0.09    

SD 0.519 1.039    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.24 (-0.52, 0.04)     

Ls Meanb -0.12 0.03 -0.15 (-0.33, 0.03) 0.096  

SEb 0.068 0.071    

95% CIb -0.26, 0.01 -0.11, 0.17    

Ls Meanc -0.15 0.00 -0.15 (-0.41, 0.12) 0.266  

SEc 0.126 0.127    

95% CIc -0.40, 0.10 -0.25, 0.25    

 

  Day 15 Actual n 71 58    

Mean 0.14 0.16    

SD 0.487 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.11 -0.11    

SD 0.725 0.689    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.30, 0.28)     

Ls Meanb -0.18 -0.17 -0.01 (-0.19, 0.18) 0.945  

SEb 0.069 0.074    

95% CIb -0.32, -0.04 -0.32, -0.03    

Ls Meanc -0.21 -0.20 -0.01 (-0.23, 0.20) 0.895  

SEc 0.108 0.108    

95% CIc -0.43, 0.00 -0.41, 0.01    

 

  Day 29 Actual n 51 53    

Mean 0.06 0.02    

SD 0.311 0.137    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 39 41    

Mean -0.21 -0.24    

SD 0.833 0.699    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.25, 0.35)     

Ls Meanb -0.25 -0.28 0.03 (-0.16, 0.23) 0.746  

SEb 0.074 0.073    

95% CIb -0.39, -0.10 -0.43, -0.14    

Ls Meanc -0.22 -0.27 0.05 (-0.07, 0.17) 0.420  

SEc 0.060 0.055    

95% CIc -0.34, -0.10 -0.38, -0.16    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.09 (-0.02, 0.20)     

Ls Meanb -0.67 -0.76 0.09 (-0.02, 0.20) 0.104  

 

  Baseline Actual n 63 61    

Mean 1.21 1.34    

SD 0.953 0.981    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 1.00 1.14    

SD 0.955 1.018    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 59 55    

Mean -0.15 -0.20    

SD 0.887 0.970    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.34, 0.19)     

Ls Meanb -0.24 -0.16 -0.07 (-0.33, 0.19) 0.584  

SEb 0.099 0.100    

95% CIb -0.43, -0.04 -0.36, 0.03    

Ls Meanc -0.27 -0.21 -0.05 (-0.36, 0.26) 0.730  

SEc 0.150 0.147    

95% CIc -0.56, 0.03 -0.50, 0.08    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.89 0.89    

SD 0.909 0.960    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 56 47    

Mean -0.29 -0.47    

SD 0.889 0.929    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.25, 0.30)     

Ls Meanb -0.37 -0.40 0.03 (-0.24, 0.29) 0.846  

SEb 0.100 0.104    

95% CIb -0.57, -0.18 -0.60, -0.20    

Ls Meanc -0.25 -0.39 0.14 (-0.17, 0.45) 0.367  

SEc 0.146 0.147    

95% CIc -0.54, 0.04 -0.68, -0.10    

 

  Day 15 Actual n 71 58    

Mean 0.41 0.36    

SD 0.645 0.641    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.72 -1.00    

SD 0.885 1.057    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.13, 0.43)     

Ls Meanb -0.81 -0.96 0.15 (-0.13, 0.42) 0.297  

SEb 0.102 0.108    

95% CIb -1.01, -0.61 -1.17, -0.74    

Ls Meanc -0.71 -0.86 0.15 (-0.11, 0.40) 0.257  

SEc 0.127 0.128    

95% CIc -0.96, -0.46 -1.11, -0.60    

 

  Day 29 Actual n 51 53    

Mean 0.27 0.30    

SD 0.568 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 41    

Mean -0.85 -1.12    

SD 0.933 1.029    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.28, 0.30)     

Ls Meanb -0.97 -0.98 0.01 (-0.27, 0.29) 0.938  

SEb 0.108 0.108    

95% CIb -1.18, -0.75 -1.19, -0.77    

Ls Meanc -1.03 -1.10 0.08 (-0.18, 0.33) 0.553  

SEc 0.123 0.114    

95% CIc -1.27, -0.78 -1.33, -0.88    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.06)     

Ls Meanb -0.79 -0.77 -0.02 (-0.11, 0.07) 0.595  

 

  Baseline Actual n 63 61    

Mean 1.22 1.11    

SD 1.084 0.950    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 0.59 0.56    

SD 0.758 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 59 55    

Mean -0.66 -0.55    

SD 1.010 0.919    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.21)     

Ls Meanb -0.58 -0.56 -0.02 (-0.26, 0.21) 0.848  

SEb 0.089 0.090    

95% CIb -0.76, -0.41 -0.74, -0.38    

Ls Meanc -0.65 -0.60 -0.06 (-0.32, 0.20) 0.667  

SEc 0.129 0.124    

95% CIc -0.91, -0.40 -0.84, -0.35    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.47 0.50    

SD 0.777 0.741    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 56 47    

Mean -0.71 -0.55    

SD 1.107 1.039    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.27, 0.20)     

Ls Meanb -0.65 -0.62 -0.04 (-0.28, 0.20) 0.764  

SEb 0.091 0.094    

95% CIb -0.83, -0.48 -0.80, -0.43    

Ls Meanc -0.57 -0.60 0.04 (-0.24, 0.31) 0.803  

SEc 0.135 0.133    

95% CIc -0.84, -0.30 -0.87, -0.34    

 

  Day 15 Actual n 71 58    

Mean 0.21 0.17    

SD 0.505 0.534    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 72 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -1.02 -0.89    

SD 0.990 0.945    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.24, 0.25)     

Ls Meanb -0.96 -0.96 0.00 (-0.25, 0.25) 0.990  

SEb 0.092 0.098    

95% CIb -1.14, -0.78 -1.15, -0.77    

Ls Meanc -1.00 -0.95 -0.05 (-0.23, 0.13) 0.596  

SEc 0.092 0.091    

95% CIc -1.18, -0.81 -1.13, -0.77    

 

  Day 29 Actual n 51 53    

Mean 0.14 0.17    

SD 0.401 0.545    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 39 41    

Mean -1.03 -0.90    

SD 1.063 0.944    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.28, 0.23)     

Ls Meanb -0.94 -0.92 -0.02 (-0.28, 0.24) 0.858  

SEb 0.099 0.098    

95% CIb -1.14, -0.75 -1.11, -0.73    

Ls Meanc -1.05 -0.97 -0.08 (-0.31, 0.14) 0.467  

SEc 0.114 0.103    

95% CIc -1.28, -0.82 -1.17, -0.76    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.05 (-0.05, 0.14)     

Ls Meanb -0.74 -0.79 0.05 (-0.05, 0.15) 0.324  

 

  Baseline Actual n 63 61    

Mean 1.19 1.08    

SD 1.045 1.085    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 80 73    

Mean 0.79 0.70    

SD 0.867 0.923    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

   Change n 59 55    

Mean -0.46 -0.45    

SD 1.006 1.051    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.19, 0.26)     

Ls Meanb -0.39 -0.43 0.04 (-0.20, 0.28) 0.744  

SEb 0.092 0.093    

95% CIb -0.57, -0.21 -0.61, -0.25    

Ls Meanc -0.32 -0.34 0.03 (-0.26, 0.31) 0.857  

SEc 0.140 0.136    

95% CIc -0.59, -0.04 -0.61, -0.07    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.45 0.29    

SD 0.722 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 56 47    

Mean -0.70 -0.77    

SD 0.989 1.165    

Min -4.00 -4.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.16, 0.30)     

Ls Meanb -0.71 -0.78 0.08 (-0.17, 0.32) 0.544  

SEb 0.093 0.096    

95% CIb -0.89, -0.53 -0.97, -0.60    

Ls Meanc -0.56 -0.69 0.13 (-0.11, 0.38) 0.281  

SEc 0.116 0.116    

95% CIc -0.79, -0.33 -0.92, -0.46    

 

  Day 15 Actual n 71 58    

Mean 0.27 0.17    

SD 0.608 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.83 -0.91    

SD 1.014 1.117    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.10, 0.37)     

Ls Meanb -0.79 -0.93 0.14 (-0.11, 0.40) 0.263  

SEb 0.095 0.100    

95% CIb -0.97, -0.60 -1.13, -0.73    

Ls Meanc -0.82 -0.99 0.16 (-0.07, 0.39) 0.161  

SEc 0.114 0.114    

95% CIc -1.05, -0.60 -1.21, -0.76    

 

  Day 29 Actual n 51 53    

Mean 0.14 0.13    

SD 0.448 0.440    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 41    

Mean -0.95 -0.85    

SD 1.025 1.152    

Min -4.00 -4.00    

Median -1.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.32, 0.17)     

Ls Meanb -0.91 -0.84 -0.08 (-0.34, 0.18) 0.563  

SEb 0.100 0.099    

95% CIb -1.11, -0.72 -1.03, -0.64    

Ls Meanc -0.89 -0.89 0.00 (-0.22, 0.22) 0.995  

SEc 0.109 0.099    

95% CIc -1.11, -0.67 -1.09, -0.69    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.13 (-0.21, -0.05)     

Ls Meanb -0.27 -0.18 -0.08 (-0.14, -0.03) 0.002  

 

  Baseline Actual n 63 61    

Mean 0.38 0.28    

SD 0.728 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 0.31 0.21    

SD 0.628 0.552    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 59 55    

Mean -0.02 -0.09    

SD 0.629 0.442    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.25 (0.04, 0.47)     

Ls Meanb 0.04 -0.13 0.17 (0.03, 0.31) 0.020  

SEb 0.053 0.054    

95% CIb -0.07, 0.14 -0.24, -0.02    

Ls Meanc -0.03 -0.14 0.10 (-0.07, 0.28) 0.250  

SEc 0.087 0.084    

95% CIc -0.21, 0.14 -0.30, 0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.08 0.13    

SD 0.319 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 56 47    

Mean -0.21 -0.17    

SD 0.624 0.481    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.16)     

Ls Meanb -0.22 -0.18 -0.04 (-0.18, 0.11) 0.600  

SEb 0.054 0.057    

95% CIb -0.32, -0.11 -0.29, -0.07    

Ls Meanc -0.24 -0.23 -0.01 (-0.13, 0.11) 0.890  

SEc 0.057 0.057    

95% CIc -0.36, -0.13 -0.35, -0.12    

 

  Day 15 Actual n 71 58    

Mean 0.00 0.07    

SD 0.000 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.34 -0.16    

SD 0.649 0.479    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.38, 0.08)     

Ls Meanb -0.34 -0.24 -0.10 (-0.25, 0.05) 0.192  

SEb 0.055 0.059    

95% CIb -0.45, -0.23 -0.36, -0.12    

Ls Meanc -0.34 -0.22 -0.11 (-0.23, 0.01) 0.064  

SEc 0.059 0.059    

95% CIc -0.45, -0.22 -0.34, -0.11    

 

  Day 29 Actual n 51 53    

Mean 0.00 0.11    

SD 0.000 0.467    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 39 41    

Mean -0.41 -0.15    

SD 0.785 0.478    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.35 (-0.59, -0.11)     

Ls Meanb -0.39 -0.16 -0.23 (-0.39, -0.07) 0.004  

SEb 0.060 0.059    

95% CIb -0.51, -0.28 -0.28, -0.05    

Ls Meanc -0.42 -0.24 -0.18 (-0.34, -0.03) 0.019  

SEc 0.075 0.068    

95% CIc -0.57, -0.27 -0.38, -0.10    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.34 -0.28 -0.06 (-0.18, 0.07) 0.356  

 

  Baseline Actual n 63 61    

Mean 0.63 0.39    

SD 1.036 0.862    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 0.64 0.66    

SD 0.958 0.946    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 59 55    

Mean 0.02 0.18    

SD 1.182 1.107    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.31, 0.20)     

Ls Meanb 0.02 0.08 -0.05 (-0.30, 0.19) 0.668  

SEb 0.097 0.098    

95% CIb -0.17, 0.22 -0.11, 0.27    

Ls Meanc -0.09 -0.03 -0.06 (-0.40, 0.28) 0.732  

SEc 0.166 0.160    

95% CIc -0.42, 0.24 -0.35, 0.29    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.48 0.50    

SD 0.844 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 56 47    

Mean -0.07 0.13    

SD 1.204 0.947    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.42, 0.10)     

Ls Meanb -0.14 0.02 -0.15 (-0.40, 0.10) 0.231  

SEb 0.098 0.100    

95% CIb -0.33, 0.05 -0.18, 0.21    

Ls Meanc -0.07 0.05 -0.11 (-0.44, 0.21) 0.493  

SEc 0.155 0.156    

95% CIc -0.37, 0.24 -0.26, 0.36    

 

  Day 15 Actual n 71 58    

Mean 0.21 0.21    

SD 0.607 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.38 -0.18    

SD 1.078 1.084    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.30, 0.24)     

Ls Meanb -0.39 -0.37 -0.03 (-0.29, 0.23) 0.837  

SEb 0.100 0.104    

95% CIb -0.59, -0.20 -0.57, -0.16    

Ls Meanc -0.43 -0.38 -0.05 (-0.31, 0.20) 0.688  

SEc 0.127 0.126    

95% CIc -0.68, -0.18 -0.63, -0.13    

 

  Day 29 Actual n 51 53    

Mean 0.14 0.11    

SD 0.491 0.423    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 41    

Mean -0.56 -0.37    

SD 0.995 1.067    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.20, 0.35)     

Ls Meanb -0.39 -0.47 0.07 (-0.19, 0.34) 0.581  

SEb 0.103 0.102    

95% CIb -0.60, -0.19 -0.67, -0.27    

Ls Meanc -0.57 -0.50 -0.07 (-0.28, 0.14) 0.495  

SEc 0.102 0.092    

95% CIc -0.78, -0.37 -0.69, -0.32    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.26 -0.22 -0.03 (-0.15, 0.09) 0.592  

 

  Baseline Actual n 63 61    

Mean 0.51 0.31    

SD 0.931 0.743    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 0.55 0.52    

SD 0.899 0.884    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 59 55    

Mean 0.05 0.16    

SD 0.839 0.898    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.28, 0.28)     

Ls Meanb 0.04 0.03 0.00 (-0.24, 0.24) 0.987  

SEb 0.095 0.095    

95% CIb -0.15, 0.22 -0.15, 0.22    

Ls Meanc -0.13 -0.07 -0.06 (-0.35, 0.22) 0.662  

SEc 0.140 0.135    

95% CIc -0.41, 0.15 -0.33, 0.20    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.49 0.45    

SD 0.876 0.823    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 56 47    

Mean 0.05 0.17    

SD 1.182 1.049    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.39, 0.18)     

Ls Meanb 0.00 0.09 -0.09 (-0.33, 0.15) 0.466  

SEb 0.095 0.097    

95% CIb -0.19, 0.19 -0.10, 0.28    

Ls Meanc 0.05 0.10 -0.04 (-0.38, 0.30) 0.804  

SEc 0.161 0.161    

95% CIc -0.27, 0.37 -0.22, 0.42    

 

  Day 15 Actual n 71 58    

Mean 0.18 0.21    

SD 0.543 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.30 -0.05    

SD 1.049 0.888    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.36, 0.23)     

Ls Meanb -0.33 -0.27 -0.05 (-0.30, 0.19) 0.667  

SEb 0.097 0.100    

95% CIb -0.52, -0.14 -0.47, -0.08    

Ls Meanc -0.28 -0.20 -0.08 (-0.32, 0.16) 0.526  

SEc 0.121 0.119    

95% CIc -0.52, -0.04 -0.44, 0.03    

 

  Day 29 Actual n 51 53    

Mean 0.12 0.08    

SD 0.475 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 41    

Mean -0.54 -0.27    

SD 1.047 0.867    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.23, 0.37)     

Ls Meanb -0.38 -0.44 0.06 (-0.20, 0.31) 0.661  

SEb 0.100 0.099    

95% CIb -0.58, -0.19 -0.63, -0.25    

Ls Meanc -0.47 -0.45 -0.02 (-0.21, 0.17) 0.823  

SEc 0.093 0.083    

95% CIc -0.65, -0.28 -0.61, -0.28    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.05 (-0.03, 0.14)     

Ls Meanb -0.49 -0.54 0.04 (-0.02, 0.11) 0.213  

 

  Baseline Actual n 62 61    

Mean 0.65 0.70    

SD 0.791 0.760    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 80 73    

Mean 0.50 0.40    

SD 0.694 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 55    

Mean -0.14 -0.36    

SD 0.805 0.704    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.03, 0.40)     

Ls Meanb -0.21 -0.36 0.14 (-0.02, 0.31) 0.093  

SEb 0.064 0.064    

95% CIb -0.34, -0.09 -0.48, -0.23    

Ls Meanc -0.14 -0.29 0.15 (-0.07, 0.37) 0.175  

SEc 0.107 0.104    

95% CIc -0.35, 0.07 -0.50, -0.09    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.28 0.27    

SD 0.508 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 55 47    

Mean -0.35 -0.40    

SD 0.751 0.851    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.25, 0.19)     

Ls Meanb -0.42 -0.39 -0.02 (-0.19, 0.15) 0.789  

SEb 0.065 0.067    

95% CIb -0.55, -0.29 -0.53, -0.26    

Ls Meanc -0.33 -0.34 0.01 (-0.20, 0.22) 0.925  

SEc 0.101 0.101    

95% CIc -0.53, -0.13 -0.54, -0.14    

 

  Day 15 Actual n 71 58    

Mean 0.20 0.09    

SD 0.435 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 52 44    

Mean -0.40 -0.64    

SD 0.774 0.718    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.07, 0.38)     

Ls Meanb -0.49 -0.62 0.12 (-0.06, 0.30) 0.178  

SEb 0.066 0.070    

95% CIb -0.62, -0.37 -0.75, -0.48    

Ls Meanc -0.53 -0.68 0.15 (-0.01, 0.31) 0.066  

SEc 0.080 0.080    

95% CIc -0.69, -0.37 -0.84, -0.52    

 

  Day 29 Actual n 51 53    

Mean 0.08 0.11    

SD 0.272 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 38 41    

Mean -0.47 -0.61    

SD 0.762 0.771    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.15, 0.32)     

Ls Meanb -0.52 -0.59 0.06 (-0.12, 0.25) 0.494  

SEb 0.071 0.069    

95% CIb -0.66, -0.39 -0.72, -0.45    

Ls Meanc -0.57 -0.55 -0.02 (-0.17, 0.13) 0.776  

SEc 0.072 0.065    

95% CIc -0.71, -0.43 -0.68, -0.42    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.19 -0.22 0.03 (-0.06, 0.11) 0.503  

 

  Baseline Actual n 63 61    

Mean 0.30 0.36    

SD 0.687 0.708    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 0.35 0.30    

SD 0.695 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 59 55    

Mean 0.07 -0.04    

SD 0.740 0.637    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.26, 0.30)     

Ls Meanb -0.03 -0.05 0.01 (-0.18, 0.21) 0.890  

SEb 0.075 0.076    

95% CIb -0.18, 0.12 -0.20, 0.10    

Ls Meanc 0.02 -0.03 0.05 (-0.18, 0.28) 0.668  

SEc 0.113 0.109    

95% CIc -0.21, 0.24 -0.25, 0.18    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.21 0.31    

SD 0.576 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 56 47    

Mean -0.04 -0.09    

SD 0.808 0.830    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.40, 0.18)     

Ls Meanb -0.14 -0.06 -0.08 (-0.28, 0.13) 0.459  

SEb 0.076 0.079    

95% CIb -0.29, 0.01 -0.22, 0.09    

Ls Meanc -0.19 -0.15 -0.04 (-0.31, 0.23) 0.774  

SEc 0.128 0.128    

95% CIc -0.44, 0.07 -0.40, 0.11    

 

  Day 15 Actual n 71 58    

Mean 0.18 0.14    

SD 0.543 0.544    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 90 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.09 -0.27    

SD 0.815 0.817    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.19, 0.40)     

Ls Meanb -0.19 -0.27 0.07 (-0.13, 0.28) 0.482  

SEb 0.078 0.082    

95% CIb -0.34, -0.04 -0.43, -0.10    

Ls Meanc -0.21 -0.29 0.08 (-0.14, 0.31) 0.471  

SEc 0.112 0.112    

95% CIc -0.43, 0.01 -0.52, -0.07    

 

  Day 29 Actual n 51 53    

Mean 0.16 0.04    

SD 0.464 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 39 41    

Mean -0.08 -0.34    

SD 0.807 0.728    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.12, 0.49)     

Ls Meanb -0.18 -0.31 0.13 (-0.08, 0.34) 0.233  

SEb 0.082 0.082    

95% CIb -0.34, -0.01 -0.47, -0.15    

Ls Meanc -0.17 -0.33 0.16 (-0.02, 0.34) 0.078  

SEc 0.087 0.079    

95% CIc -0.35, 0.00 -0.49, -0.18    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.06)     

Ls Meanb -0.51 -0.50 -0.01 (-0.08, 0.05) 0.725  

 

  Baseline Actual n 62 61    

Mean 0.58 0.67    

SD 0.821 0.889    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 80 73    

Mean 0.34 0.29    

SD 0.674 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 55    

Mean -0.36 -0.36    

SD 0.742 0.930    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.25, 0.12)     

Ls Meanb -0.37 -0.31 -0.06 (-0.22, 0.10) 0.463  

SEb 0.061 0.061    

95% CIb -0.49, -0.25 -0.43, -0.19    

Ls Meanc -0.29 -0.27 -0.03 (-0.24, 0.18) 0.793  

SEc 0.102 0.099    

95% CIc -0.50, -0.09 -0.46, -0.07    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.19 0.11    

SD 0.512 0.367    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 55 47    

Mean -0.40 -0.45    

SD 0.760 0.928    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.24, 0.14)     

Ls Meanb -0.47 -0.43 -0.04 (-0.20, 0.12) 0.623  

SEb 0.062 0.063    

95% CIb -0.59, -0.35 -0.56, -0.31    

Ls Meanc -0.41 -0.43 0.02 (-0.16, 0.20) 0.829  

SEc 0.085 0.085    

95% CIc -0.58, -0.24 -0.60, -0.26    

 

  Day 15 Actual n 71 58    

Mean 0.06 0.05    

SD 0.287 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 52 44    

Mean -0.52 -0.68    

SD 0.804 0.959    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.16, 0.23)     

Ls Meanb -0.56 -0.59 0.03 (-0.14, 0.20) 0.731  

SEb 0.063 0.066    

95% CIb -0.68, -0.43 -0.72, -0.46    

Ls Meanc -0.62 -0.62 -0.01 (-0.14, 0.13) 0.934  

SEc 0.065 0.065    

95% CIc -0.75, -0.50 -0.75, -0.49    

 

  Day 29 Actual n 51 53    

Mean 0.02 0.08    

SD 0.140 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 38 41    

Mean -0.61 -0.61    

SD 0.916 0.919    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.28, 0.13)     

Ls Meanb -0.59 -0.52 -0.06 (-0.24, 0.11) 0.474  

SEb 0.067 0.066    

95% CIb -0.72, -0.45 -0.65, -0.39    

Ls Meanc -0.68 -0.60 -0.08 (-0.19, 0.03) 0.162  

SEc 0.054 0.049    

95% CIc -0.79, -0.57 -0.70, -0.50    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, -0.02)     

Ls Meanb -0.11 -0.08 -0.03 (-0.05, -0.01) 0.006  

 

  Baseline Actual n 63 61    

Mean 0.14 0.05    

SD 0.535 0.284    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 80 73    

Mean 0.08 0.04    

SD 0.309 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 59 55    

Mean -0.05 0.00    

SD 0.471 0.192    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.24)     

Ls Meanb -0.02 -0.06 0.03 (-0.04, 0.11) 0.336  

SEb 0.026 0.027    

95% CIb -0.07, 0.03 -0.11, 0.00    

Ls Meanc -0.04 -0.04 -0.01 (-0.12, 0.11) 0.911  

SEc 0.055 0.053    

95% CIc -0.15, 0.07 -0.14, 0.07    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 75 62    

Mean 0.04 0.00    

SD 0.197 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 56 47    

Mean -0.07 -0.02    

SD 0.599 0.146    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -0.07 -0.08 0.01 (-0.06, 0.08) 0.794  

SEb 0.027 0.028    

95% CIb -0.12, -0.01 -0.13, -0.02    

Ls Meanc -0.03 -0.09 0.05 (-0.01, 0.12) 0.108  

SEc 0.032 0.032    

95% CIc -0.10, 0.03 -0.15, -0.02    

 

  Day 15 Actual n 71 58    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 44    

Mean -0.15 -0.07    

SD 0.568 0.334    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.15)     

Ls Meanb -0.12 -0.11 -0.01 (-0.09, 0.06) 0.741  

SEb 0.027 0.029    

95% CIb -0.18, -0.07 -0.17, -0.05    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    

 

  Day 29 Actual n 51 53    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 39 41    

Mean -0.23 -0.07    

SD 0.667 0.346    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.17)     

Ls Meanb -0.13 -0.12 -0.01 (-0.09, 0.07) 0.861  

SEb 0.030 0.030    

95% CIb -0.19, -0.07 -0.18, -0.06    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset 

50-75% 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.07)     

Ls Meanb -0.98 -0.96 -0.02 (-0.12, 0.07) 0.614  

 

  Baseline Actual n 60 68    

Mean 1.30 1.12    

SD 1.154 0.907    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.58 0.63    

SD 0.876 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 64    

Mean -0.74 -0.45    

SD 1.169 0.975    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.40, 0.03)     

Ls Meanb -0.70 -0.51 -0.19 (-0.42, 0.03) 0.086  

SEb 0.086 0.082    

95% CIb -0.87, -0.53 -0.67, -0.35    

Ls Meanc -0.78 -0.58 -0.20 (-0.50, 0.10) 0.182  

SEc 0.138 0.132    

95% CIc -1.05, -0.50 -0.84, -0.31    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.34 0.40    

SD 0.683 0.815    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 54    

Mean -0.86 -0.76    

SD 1.200 0.950    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.30, 0.14)     

Ls Meanb -0.88 -0.80 -0.08 (-0.31, 0.14) 0.467  

SEb 0.087 0.085    

95% CIb -1.05, -0.71 -0.96, -0.63    

Ls Meanc -0.90 -0.81 -0.08 (-0.37, 0.20) 0.560  

SEc 0.132 0.126    

95% CIc -1.16, -0.64 -1.06, -0.57    

 

  Day 15 Actual n 66 73    

Mean 0.17 0.19    

SD 0.543 0.490    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -1.15 -0.93    

SD 1.173 0.929    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.31, 0.15)     

Ls Meanb -1.10 -1.01 -0.08 (-0.32, 0.15) 0.486  

SEb 0.091 0.086    

95% CIb -1.27, -0.92 -1.18, -0.84    

Ls Meanc -1.16 -1.03 -0.13 (-0.33, 0.08) 0.221  

SEc 0.098 0.092    

95% CIc -1.35, -0.97 -1.22, -0.85    

 

  Day 29 Actual n 59 56    

Mean 0.24 0.07    

SD 0.652 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 46 45    

Mean -1.15 -1.04    

SD 1.282 0.976    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.11, 0.34)     

Ls Meanb -1.03 -1.15 0.12 (-0.12, 0.35) 0.321  

SEb 0.089 0.088    

95% CIb -1.20, -0.85 -1.32, -0.97    

Ls Meanc -1.11 -1.23 0.12 (-0.09, 0.34) 0.259  

SEc 0.104 0.107    

95% CIc -1.31, -0.90 -1.44, -1.02    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.09)     

Ls Meanb -0.77 -0.81 0.05 (0.00, 0.09) 0.061  

 

  Baseline Actual n 60 68    

Mean 1.05 0.72    

SD 1.080 0.895    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.33 0.39    

SD 0.638 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 64    

Mean -0.74 -0.34    

SD 1.031 0.946    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.15)     

Ls Meanb -0.53 -0.53 0.00 (-0.14, 0.15) 0.954  

SEb 0.056 0.053    

95% CIb -0.64, -0.42 -0.64, -0.43    

Ls Meanc -0.57 -0.50 -0.07 (-0.30, 0.17) 0.580  

SEc 0.110 0.103    

95% CIc -0.78, -0.35 -0.70, -0.29    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.12 0.26    

SD 0.368 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 51 54    

Mean -0.84 -0.52    

SD 1.084 1.041    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.05)     

Ls Meanb -0.75 -0.66 -0.10 (-0.25, 0.05) 0.204  

SEb 0.058 0.056    

95% CIb -0.87, -0.64 -0.76, -0.55    

Ls Meanc -0.75 -0.66 -0.10 (-0.30, 0.10) 0.328  

SEc 0.091 0.087    

95% CIc -0.94, -0.57 -0.83, -0.48    

 

  Day 15 Actual n 66 73    

Mean 0.06 0.01    

SD 0.298 0.117    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -1.00 -0.72    

SD 1.095 0.899    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.20)     

Ls Meanb -0.85 -0.89 0.04 (-0.12, 0.20) 0.635  

SEb 0.060 0.057    

95% CIb -0.97, -0.73 -1.00, -0.78    

Ls Meanc -0.83 -0.89 0.06 (-0.03, 0.15) 0.181  

SEc 0.043 0.040    

95% CIc -0.91, -0.74 -0.97, -0.81    

 

  Day 29 Actual n 59 56    

Mean 0.10 0.02    

SD 0.402 0.134    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 46 45    

Mean -1.00 -0.64    

SD 1.155 0.908    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.07, 0.26)     

Ls Meanb -0.80 -0.89 0.09 (-0.07, 0.26) 0.251  

SEb 0.060 0.060    

95% CIb -0.91, -0.68 -1.01, -0.77    

Ls Meanc -0.80 -0.91 0.11 (-0.03, 0.24) 0.114  

SEc 0.064 0.065    

95% CIc -0.93, -0.67 -1.03, -0.78    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.07 (-0.15, 0.00)     

Ls Meanb -0.58 -0.52 -0.07 (-0.14, 0.00) 0.060  

 

  Baseline Actual n 60 68    

Mean 0.82 0.78    

SD 0.911 0.975    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.47 0.55    

SD 0.716 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 64    

Mean -0.31 -0.20    

SD 0.968 0.876    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.30, 0.09)     

Ls Meanb -0.34 -0.24 -0.10 (-0.28, 0.09) 0.301  

SEb 0.072 0.068    

95% CIb -0.48, -0.19 -0.37, -0.10    

Ls Meanc -0.31 -0.22 -0.08 (-0.33, 0.16) 0.500  

SEc 0.115 0.110    

95% CIc -0.53, -0.08 -0.44, 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.32 0.48    

SD 0.633 0.788    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 51 54    

Mean -0.37 -0.33    

SD 0.937 1.009    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.29, 0.12)     

Ls Meanb -0.43 -0.35 -0.08 (-0.27, 0.11) 0.403  

SEb 0.073 0.071    

95% CIb -0.58, -0.29 -0.49, -0.21    

Ls Meanc -0.39 -0.32 -0.06 (-0.32, 0.20) 0.627  

SEc 0.120 0.114    

95% CIc -0.63, -0.15 -0.55, -0.10    

 

  Day 15 Actual n 66 73    

Mean 0.14 0.18    

SD 0.426 0.481    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.72 -0.52    

SD 0.935 1.041    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.33, 0.09)     

Ls Meanb -0.67 -0.55 -0.12 (-0.31, 0.08) 0.252  

SEb 0.076 0.072    

95% CIb -0.82, -0.52 -0.70, -0.41    

Ls Meanc -0.74 -0.62 -0.13 (-0.30, 0.04) 0.146  

SEc 0.082 0.076    

95% CIc -0.90, -0.58 -0.77, -0.47    

 

  Day 29 Actual n 59 56    

Mean 0.05 0.07    

SD 0.222 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 46 45    

Mean -0.63 -0.58    

SD 0.878 1.011    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.23, 0.19)     

Ls Meanb -0.65 -0.63 -0.02 (-0.22, 0.18) 0.854  

SEb 0.075 0.074    

95% CIb -0.80, -0.51 -0.78, -0.49    

Ls Meanc -0.59 -0.58 0.00 (-0.12, 0.12) 0.978  

SEc 0.060 0.061    

95% CIc -0.70, -0.47 -0.71, -0.46    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.11 (-0.25, 0.02)     

Ls Meanb -0.84 -0.75 -0.09 (-0.20, 0.02) 0.102  

 

  Baseline Actual n 60 68    

Mean 1.17 1.29    

SD 0.717 0.830    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 1.01 1.15    

SD 0.814 0.843    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 54 64    

Mean -0.09 -0.05    

SD 0.708 0.916    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.18 (-0.49, 0.12)     

Ls Meanb -0.24 -0.09 -0.14 (-0.38, 0.10) 0.242  

SEb 0.093 0.088    

95% CIb -0.42, -0.05 -0.27, 0.08    

Ls Meanc -0.17 -0.06 -0.11 (-0.38, 0.16) 0.415  

SEc 0.125 0.119    

95% CIc -0.42, 0.07 -0.30, 0.17    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.76 1.01    

SD 0.813 0.966    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 51 54    

Mean -0.31 -0.30    

SD 0.812 0.944    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.31 (-0.62, 0.00)     

Ls Meanb -0.51 -0.27 -0.24 (-0.49, 0.00) 0.051  

SEb 0.094 0.091    

95% CIb -0.70, -0.33 -0.45, -0.09    

Ls Meanc -0.38 -0.26 -0.12 (-0.44, 0.20) 0.446  

SEc 0.147 0.138    

95% CIc -0.67, -0.09 -0.53, 0.01    

 

  Day 15 Actual n 66 73    

Mean 0.30 0.42    

SD 0.607 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.91 -0.91    

SD 0.962 0.853    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.50, 0.15)     

Ls Meanb -1.04 -0.90 -0.14 (-0.39, 0.11) 0.288  

SEb 0.098 0.093    

95% CIb -1.23, -0.85 -1.09, -0.72    

Ls Meanc -1.10 -0.94 -0.16 (-0.42, 0.10) 0.220  

SEc 0.124 0.114    

95% CIc -1.35, -0.85 -1.17, -0.71    

 

  Day 29 Actual n 59 56    

Mean 0.12 0.21    

SD 0.419 0.494    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 46 45    

Mean -0.98 -1.02    

SD 0.906 0.917    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.31, 0.34)     

Ls Meanb -1.10 -1.11 0.01 (-0.24, 0.27) 0.916  

SEb 0.096 0.095    

95% CIb -1.29, -0.91 -1.30, -0.93    

Ls Meanc -1.13 -1.05 -0.08 (-0.29, 0.13) 0.457  

SEc 0.100 0.104    

95% CIc -1.33, -0.93 -1.25, -0.84    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.30 -0.29 0.00 (-0.04, 0.03) 0.785  

 

  Baseline Actual n 60 68    

Mean 0.38 0.35    

SD 0.804 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 78 87    

Mean 0.26 0.23    

SD 0.568 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 64    

Mean -0.13 -0.14    

SD 0.870 0.753    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.10, 0.24)     

Ls Meanb -0.10 -0.15 0.05 (-0.07, 0.17) 0.431  

SEb 0.047 0.044    

95% CIb -0.19, 0.00 -0.23, -0.06    

Ls Meanc -0.19 -0.21 0.02 (-0.17, 0.21) 0.802  

SEc 0.088 0.084    

95% CIc -0.36, -0.02 -0.38, -0.05    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.13 0.14    

SD 0.420 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 51 54    

Mean -0.20 -0.19    

SD 0.849 0.729    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.29, 0.08)     

Ls Meanb -0.26 -0.19 -0.08 (-0.21, 0.05) 0.255  

SEb 0.049 0.047    

95% CIb -0.36, -0.17 -0.28, -0.09    

Ls Meanc -0.24 -0.16 -0.08 (-0.26, 0.10) 0.382  

SEc 0.083 0.078    

95% CIc -0.40, -0.07 -0.31, 0.00    

 

  Day 15 Actual n 66 73    

Mean 0.05 0.08    

SD 0.210 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.33 -0.30    

SD 0.871 0.662    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.23, 0.14)     

Ls Meanb -0.34 -0.31 -0.03 (-0.16, 0.10) 0.648  

SEb 0.051 0.047    

95% CIb -0.44, -0.24 -0.40, -0.21    

Ls Meanc -0.34 -0.33 -0.01 (-0.10, 0.08) 0.770  

SEc 0.042 0.039    

95% CIc -0.42, -0.26 -0.41, -0.25    

 

  Day 29 Actual n 59 56    

Mean 0.00 0.02    

SD 0.000 0.134    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 46 45    

Mean -0.37 -0.29    

SD 0.799 0.589    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.25, 0.14)     

Ls Meanb -0.38 -0.34 -0.04 (-0.18, 0.10) 0.598  

SEb 0.051 0.051    

95% CIb -0.47, -0.28 -0.44, -0.24    

Ls Meanc -0.34 -0.32 -0.02 (-0.07, 0.02) 0.303  

SEc 0.021 0.022    

95% CIc -0.39, -0.30 -0.37, -0.28    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.05)     

Ls Meanb -0.26 -0.23 -0.03 (-0.10, 0.05) 0.471  

 

  Baseline Actual n 60 68    

Mean 0.43 0.38    

SD 0.871 0.811    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.22 0.33    

SD 0.550 0.659    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 64    

Mean -0.11 -0.06    

SD 0.883 0.889    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.28, 0.15)     

Ls Meanb -0.15 -0.10 -0.06 (-0.24, 0.13) 0.548  

SEb 0.070 0.067    

95% CIb -0.29, -0.01 -0.23, 0.03    

Ls Meanc -0.09 -0.04 -0.05 (-0.28, 0.17) 0.643  

SEc 0.105 0.100    

95% CIc -0.30, 0.12 -0.23, 0.16    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.15 0.29    

SD 0.466 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 51 54    

Mean -0.24 -0.06    

SD 0.929 0.960    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.21 (-0.44, 0.01)     

Ls Meanb -0.27 -0.09 -0.18 (-0.37, 0.01) 0.059  

SEb 0.071 0.069    

95% CIb -0.41, -0.13 -0.22, 0.05    

Ls Meanc -0.29 -0.16 -0.14 (-0.38, 0.11) 0.276  

SEc 0.113 0.108    

95% CIc -0.52, -0.07 -0.37, 0.06    

 

  Day 15 Actual n 66 73    

Mean 0.11 0.08    

SD 0.397 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.24 -0.28    

SD 0.874 0.834    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.23, 0.23)     

Ls Meanb -0.29 -0.29 0.00 (-0.19, 0.19) 0.982  

SEb 0.074 0.070    

95% CIb -0.44, -0.15 -0.43, -0.15    

Ls Meanc -0.28 -0.31 0.04 (-0.12, 0.20) 0.657  

SEc 0.077 0.072    

95% CIc -0.43, -0.13 -0.46, -0.17    

 

  Day 29 Actual n 59 56    

Mean 0.07 0.07    

SD 0.314 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 46 45    

Mean -0.35 -0.36    

SD 0.948 0.802    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.23, 0.23)     

Ls Meanb -0.36 -0.36 0.00 (-0.20, 0.19) 0.975  

SEb 0.073 0.072    

95% CIb -0.51, -0.22 -0.50, -0.22    

Ls Meanc -0.35 -0.40 0.04 (-0.08, 0.16) 0.490  

SEc 0.059 0.061    

95% CIc -0.47, -0.24 -0.52, -0.28    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.14 (-0.25, -0.02)     

Ls Meanb -1.07 -0.93 -0.14 (-0.25, -0.02) 0.020  

 

  Baseline Actual n 60 68    

Mean 1.53 1.46    

SD 1.016 0.969    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 1.04 1.06    

SD 0.999 0.932    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 54 64    

Mean -0.48 -0.23    

SD 1.128 0.988    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.41, 0.15)     

Ls Meanb -0.56 -0.43 -0.13 (-0.41, 0.15) 0.370  

SEb 0.108 0.103    

95% CIb -0.77, -0.34 -0.63, -0.23    

Ls Meanc -0.57 -0.42 -0.14 (-0.47, 0.18) 0.385  

SEc 0.153 0.144    

95% CIc -0.87, -0.26 -0.71, -0.14    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.72 0.83    

SD 0.826 0.951    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 3.00    

 

   Change n 51 54    

Mean -0.59 -0.54    

SD 1.080 1.041    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.41, 0.17)     

Ls Meanb -0.77 -0.65 -0.12 (-0.40, 0.17) 0.417  

SEb 0.110 0.106    

95% CIb -0.99, -0.55 -0.86, -0.44    

Ls Meanc -0.81 -0.73 -0.08 (-0.40, 0.25) 0.643  

SEc 0.150 0.143    

95% CIc -1.10, -0.51 -1.01, -0.45    

 

  Day 15 Actual n 66 73    

Mean 0.36 0.41    

SD 0.624 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -1.20 -0.98    

SD 1.185 1.019    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.41, 0.18)     

Ls Meanb -1.24 -1.13 -0.11 (-0.41, 0.18) 0.457  

SEb 0.115 0.108    

95% CIb -1.47, -1.02 -1.34, -0.92    

Ls Meanc -1.31 -1.20 -0.11 (-0.38, 0.17) 0.442  

SEc 0.131 0.121    

95% CIc -1.57, -1.05 -1.44, -0.96    

 

  Day 29 Actual n 59 56    

Mean 0.34 0.36    

SD 0.659 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 46 45    

Mean -1.26 -1.11    

SD 1.163 0.982    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.37, 0.23)     

Ls Meanb -1.28 -1.22 -0.07 (-0.37, 0.23) 0.654  

SEb 0.113 0.111    

95% CIb -1.51, -1.06 -1.43, -1.00    

Ls Meanc -1.40 -1.36 -0.04 (-0.30, 0.22) 0.773  

SEc 0.127 0.130    

95% CIc -1.65, -1.14 -1.62, -1.10    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.06 (-0.13, 0.01)     

Ls Meanb -0.92 -0.86 -0.06 (-0.13, 0.01) 0.089  

 

  Baseline Actual n 60 68    

Mean 1.33 0.97    

SD 1.020 0.914    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.59 0.56    

SD 0.844 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 64    

Mean -0.69 -0.47    

SD 1.146 0.942    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.19, 0.23)     

Ls Meanb -0.60 -0.62 0.02 (-0.18, 0.22) 0.846  

SEb 0.077 0.072    

95% CIb -0.75, -0.45 -0.76, -0.48    

Ls Meanc -0.71 -0.70 -0.02 (-0.28, 0.25) 0.907  

SEc 0.124 0.118    

95% CIc -0.96, -0.47 -0.93, -0.46    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.49 0.51    

SD 0.782 0.788    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 54    

Mean -0.84 -0.63    

SD 1.155 1.033    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.27, 0.17)     

Ls Meanb -0.74 -0.69 -0.05 (-0.26, 0.16) 0.650  

SEb 0.079 0.076    

95% CIb -0.89, -0.58 -0.84, -0.54    

Ls Meanc -0.74 -0.73 -0.01 (-0.29, 0.27) 0.928  

SEc 0.127 0.121    

95% CIc -0.99, -0.49 -0.97, -0.49    

 

  Day 15 Actual n 66 73    

Mean 0.12 0.11    

SD 0.412 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -1.22 -0.87    

SD 1.031 0.912    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.36, 0.08)     

Ls Meanb -1.13 -0.99 -0.13 (-0.35, 0.08) 0.222  

SEb 0.082 0.077    

95% CIb -1.29, -0.97 -1.15, -0.84    

Ls Meanc -1.14 -1.02 -0.12 (-0.24, 0.00) 0.049  

SEc 0.056 0.052    

95% CIc -1.25, -1.03 -1.13, -0.92    

 

  Day 29 Actual n 59 56    

Mean 0.10 0.09    

SD 0.357 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 46 45    

Mean -1.30 -0.93    

SD 1.171 0.963    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.31, 0.14)     

Ls Meanb -1.15 -1.07 -0.08 (-0.30, 0.14) 0.457  

SEb 0.082 0.081    

95% CIb -1.31, -0.99 -1.23, -0.91    

Ls Meanc -1.18 -1.14 -0.05 (-0.17, 0.07) 0.444  

SEc 0.058 0.060    

95% CIc -1.30, -1.07 -1.25, -1.02    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.10 (-0.18, -0.01)     

Ls Meanb -1.08 -0.98 -0.10 (-0.18, -0.01) 0.024  

 

  Baseline Actual n 60 68    

Mean 1.33 1.13    

SD 1.084 0.945    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.53 0.67    

SD 0.849 0.858    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 64    

Mean -0.85 -0.52    

SD 1.139 0.908    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.22 (-0.43, -0.01)     

Ls Meanb -0.82 -0.60 -0.22 (-0.43, -0.01) 0.044  

SEb 0.082 0.078    

95% CIb -0.98, -0.66 -0.75, -0.45    

Ls Meanc -0.86 -0.62 -0.24 (-0.53, 0.05) 0.101  

SEc 0.135 0.129    

95% CIc -1.13, -0.60 -0.88, -0.37    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.37 0.51    

SD 0.689 0.853    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 54    

Mean -0.86 -0.72    

SD 1.184 1.017    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.36, 0.07)     

Ls Meanb -0.89 -0.75 -0.14 (-0.36, 0.07) 0.196  

SEb 0.084 0.081    

95% CIb -1.06, -0.73 -0.91, -0.59    

Ls Meanc -0.92 -0.79 -0.13 (-0.43, 0.16) 0.368  

SEc 0.135 0.129    

95% CIc -1.19, -0.65 -1.04, -0.53    

 

  Day 15 Actual n 66 73    

Mean 0.15 0.18    

SD 0.504 0.536    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -1.24 -1.02    

SD 1.119 0.921    

Min -3.00 -3.00    

Median -2.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.34, 0.10)     

Ls Meanb -1.22 -1.09 -0.12 (-0.35, 0.10) 0.284  

SEb 0.087 0.083    

95% CIb -1.39, -1.05 -1.26, -0.93    

Ls Meanc -1.26 -1.11 -0.15 (-0.33, 0.03) 0.105  

SEc 0.087 0.081    

95% CIc -1.44, -1.09 -1.28, -0.95    

 

  Day 29 Actual n 59 56    

Mean 0.15 0.13    

SD 0.519 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 46 45    

Mean -1.28 -1.02    

SD 1.129 1.033    

Min -3.00 -3.00    

Median -1.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.30, 0.15)     

Ls Meanb -1.21 -1.13 -0.08 (-0.31, 0.15) 0.501  

SEb 0.086 0.085    

95% CIb -1.37, -1.04 -1.29, -0.96    

Ls Meanc -1.25 -1.19 -0.06 (-0.23, 0.12) 0.541  

SEc 0.087 0.089    

95% CIc -1.42, -1.08 -1.37, -1.02    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.47 -0.45 -0.02 (-0.06, 0.02) 0.448  

 

  Baseline Actual n 60 68    

Mean 0.52 0.47    

SD 0.892 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.23 0.26    

SD 0.623 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 64    

Mean -0.35 -0.17    

SD 0.994 0.656    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.29, 0.00)     

Ls Meanb -0.36 -0.24 -0.12 (-0.24, 0.00) 0.049  

SEb 0.047 0.044    

95% CIb -0.46, -0.27 -0.33, -0.15    

Ls Meanc -0.45 -0.30 -0.14 (-0.34, 0.06) 0.159  

SEc 0.093 0.088    

95% CIc -0.63, -0.26 -0.48, -0.13    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.22 0.25    

SD 0.542 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 51 54    

Mean -0.18 -0.26    

SD 0.865 0.851    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.10)     

Ls Meanb -0.30 -0.26 -0.04 (-0.17, 0.08) 0.516  

SEb 0.048 0.046    

95% CIb -0.39, -0.20 -0.35, -0.17    

Ls Meanc -0.29 -0.28 -0.01 (-0.25, 0.22) 0.902  

SEc 0.109 0.104    

95% CIc -0.51, -0.07 -0.48, -0.07    

 

  Day 15 Actual n 66 73    

Mean 0.02 0.00    

SD 0.123 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.54 -0.54    

SD 0.912 0.840    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.20)     

Ls Meanb -0.50 -0.54 0.04 (-0.09, 0.17) 0.585  

SEb 0.050 0.047    

95% CIb -0.60, -0.40 -0.63, -0.44    

Ls Meanc -0.53 -0.55 0.02 (-0.02, 0.06) 0.297  

SEc 0.019 0.018    

95% CIc -0.57, -0.50 -0.59, -0.52    

 

  Day 29 Actual n 59 56    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 46 45    

Mean -0.57 -0.60    

SD 0.935 0.889    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.10, 0.22)     

Ls Meanb -0.51 -0.56 0.05 (-0.08, 0.18) 0.474  

SEb 0.050 0.049    

95% CIb -0.61, -0.42 -0.66, -0.47    

Ls Meanc -0.58 -0.58 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.58, -0.58 -0.58, -0.58    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.00 (-0.11, 0.12)     

Ls Meanb -0.39 -0.39 0.00 (-0.10, 0.11) 0.939  

 

  Baseline Actual n 60 68    

Mean 0.63 0.63    

SD 0.956 0.913    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.68 0.67    

SD 0.890 0.911    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 64    

Mean 0.04 0.03    

SD 0.971 1.007    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.18)     

Ls Meanb -0.06 -0.01 -0.05 (-0.27, 0.17) 0.642  

SEb 0.087 0.083    

95% CIb -0.23, 0.11 -0.17, 0.15    

Ls Meanc -0.08 -0.06 -0.02 (-0.32, 0.27) 0.885  

SEc 0.137 0.131    

95% CIc -0.35, 0.19 -0.32, 0.20    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.54 0.53    

SD 0.818 0.867    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 54    

Mean -0.10 -0.09    

SD 1.044 1.170    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.21, 0.28)     

Ls Meanb -0.19 -0.23 0.03 (-0.19, 0.26) 0.770  

SEb 0.088 0.085    

95% CIb -0.37, -0.02 -0.40, -0.06    

Ls Meanc -0.18 -0.17 -0.02 (-0.33, 0.30) 0.923  

SEc 0.146 0.139    

95% CIc -0.47, 0.11 -0.44, 0.11    

 

  Day 15 Actual n 66 73    

Mean 0.20 0.21    

SD 0.533 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.39 -0.33    

SD 1.064 1.028    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.24, 0.26)     

Ls Meanb -0.43 -0.44 0.01 (-0.22, 0.24) 0.927  

SEb 0.091 0.087    

95% CIb -0.61, -0.25 -0.61, -0.27    

Ls Meanc -0.34 -0.37 0.03 (-0.19, 0.25) 0.778  

SEc 0.106 0.098    

95% CIc -0.55, -0.13 -0.57, -0.18    

 

  Day 29 Actual n 59 56    

Mean 0.12 0.16    

SD 0.375 0.417    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 46 45    

Mean -0.48 -0.33    

SD 1.005 1.022    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.28, 0.21)     

Ls Meanb -0.51 -0.48 -0.03 (-0.26, 0.20) 0.789  

SEb 0.090 0.088    

95% CIb -0.69, -0.33 -0.65, -0.31    

Ls Meanc -0.49 -0.45 -0.04 (-0.22, 0.14) 0.644  

SEc 0.086 0.088    

95% CIc -0.66, -0.32 -0.62, -0.27    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.02 (-0.10, 0.15)     

Ls Meanb -0.37 -0.39 0.02 (-0.10, 0.14) 0.733  

 

  Baseline Actual n 60 68    

Mean 0.62 0.69    

SD 0.976 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.55 0.66    

SD 0.784 0.925    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 64    

Mean -0.04 -0.02    

SD 0.910 1.016    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.37, 0.11)     

Ls Meanb -0.13 -0.01 -0.13 (-0.35, 0.10) 0.281  

SEb 0.090 0.087    

95% CIb -0.31, 0.04 -0.18, 0.16    

Ls Meanc -0.16 -0.08 -0.09 (-0.38, 0.20) 0.547  

SEc 0.136 0.130    

95% CIc -0.43, 0.10 -0.33, 0.18    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.49 0.48    

SD 0.819 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 54    

Mean -0.12 -0.22    

SD 0.909 1.127    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.25, 0.24)     

Ls Meanb -0.26 -0.26 -0.01 (-0.24, 0.22) 0.950  

SEb 0.091 0.089    

95% CIb -0.44, -0.08 -0.43, -0.08    

Ls Meanc -0.23 -0.24 0.01 (-0.29, 0.31) 0.946  

SEc 0.136 0.129    

95% CIc -0.50, 0.04 -0.49, 0.02    

 

  Day 15 Actual n 66 73    

Mean 0.21 0.12    

SD 0.595 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.37 -0.48    

SD 1.062 1.094    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.14, 0.36)     

Ls Meanb -0.38 -0.49 0.10 (-0.13, 0.34) 0.388  

SEb 0.094 0.090    

95% CIb -0.57, -0.20 -0.66, -0.31    

Ls Meanc -0.33 -0.46 0.13 (-0.09, 0.36) 0.249  

SEc 0.108 0.100    

95% CIc -0.55, -0.12 -0.66, -0.27    

 

  Day 29 Actual n 59 56    

Mean 0.08 0.11    

SD 0.281 0.366    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 46 45    

Mean -0.48 -0.51    

SD 0.983 1.058    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.32, 0.18)     

Ls Meanb -0.52 -0.45 -0.07 (-0.30, 0.17) 0.579  

SEb 0.093 0.091    

95% CIb -0.70, -0.34 -0.63, -0.27    

Ls Meanc -0.56 -0.53 -0.03 (-0.18, 0.13) 0.742  

SEc 0.073 0.075    

95% CIc -0.70, -0.41 -0.68, -0.38    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.03 (-0.11, 0.05)     

Ls Meanb -0.49 -0.46 -0.02 (-0.08, 0.04) 0.452  

 

  Baseline Actual n 60 68    

Mean 0.63 0.59    

SD 0.736 0.758    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.37 0.41    

SD 0.605 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 64    

Mean -0.26 -0.19    

SD 0.805 0.687    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.26, 0.14)     

Ls Meanb -0.27 -0.22 -0.05 (-0.20, 0.11) 0.555  

SEb 0.058 0.055    

95% CIb -0.38, -0.16 -0.33, -0.12    

Ls Meanc -0.36 -0.31 -0.05 (-0.25, 0.16) 0.641  

SEc 0.095 0.091    

95% CIc -0.55, -0.17 -0.49, -0.13    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.26 0.32    

SD 0.614 0.572    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 51 54    

Mean -0.35 -0.39    

SD 0.770 0.787    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.22, 0.20)     

Ls Meanb -0.43 -0.42 -0.01 (-0.16, 0.15) 0.935  

SEb 0.059 0.058    

95% CIb -0.54, -0.31 -0.53, -0.31    

Ls Meanc -0.44 -0.45 0.01 (-0.18, 0.21) 0.911  

SEc 0.090 0.086    

95% CIc -0.62, -0.26 -0.62, -0.28    

 

  Day 15 Actual n 66 73    

Mean 0.15 0.15    

SD 0.402 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.57 -0.43    

SD 0.750 0.742    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.32, 0.11)     

Ls Meanb -0.54 -0.47 -0.08 (-0.24, 0.09) 0.358  

SEb 0.062 0.058    

95% CIb -0.66, -0.42 -0.58, -0.35    

Ls Meanc -0.57 -0.52 -0.06 (-0.20, 0.09) 0.443  

SEc 0.068 0.063    

95% CIc -0.71, -0.44 -0.65, -0.39    

 

  Day 29 Actual n 59 56    

Mean 0.12 0.02    

SD 0.458 0.134    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 46 45    

Mean -0.46 -0.51    

SD 0.622 0.695    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.10, 0.33)     

Ls Meanb -0.55 -0.63 0.09 (-0.08, 0.25) 0.297  

SEb 0.061 0.060    

95% CIb -0.66, -0.43 -0.75, -0.51    

Ls Meanc -0.46 -0.53 0.07 (-0.01, 0.14) 0.079  

SEc 0.035 0.036    

95% CIc -0.53, -0.39 -0.60, -0.46    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.38 -0.37 -0.01 (-0.08, 0.06) 0.781  

 

  Baseline Actual n 60 68    

Mean 0.53 0.54    

SD 0.982 0.836    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.32 0.32    

SD 0.712 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 64    

Mean -0.20 -0.19    

SD 0.810 0.753    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.19, 0.20)     

Ls Meanb -0.21 -0.22 0.01 (-0.17, 0.19) 0.929  

SEb 0.069 0.065    

95% CIb -0.34, -0.07 -0.34, -0.09    

Ls Meanc -0.12 -0.09 -0.02 (-0.23, 0.18) 0.816  

SEc 0.097 0.093    

95% CIc -0.31, 0.07 -0.28, 0.09    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.18 0.38    

SD 0.517 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 51 54    

Mean -0.25 -0.17    

SD 0.868 0.885    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.41, -0.01)     

Ls Meanb -0.34 -0.15 -0.19 (-0.37, -0.01) 0.039  

SEb 0.070 0.068    

95% CIb -0.47, -0.20 -0.28, -0.01    

Ls Meanc -0.24 -0.11 -0.13 (-0.37, 0.11) 0.279  

SEc 0.110 0.104    

95% CIc -0.46, -0.02 -0.32, 0.10    

 

  Day 15 Actual n 66 73    

Mean 0.14 0.10    

SD 0.460 0.414    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.26 -0.43    

SD 0.905 0.944    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.10, 0.32)     

Ls Meanb -0.35 -0.45 0.10 (-0.09, 0.29) 0.294  

SEb 0.073 0.069    

95% CIb -0.50, -0.21 -0.59, -0.32    

Ls Meanc -0.35 -0.45 0.10 (-0.09, 0.30) 0.298  

SEc 0.094 0.088    

95% CIc -0.53, -0.16 -0.62, -0.28    

 

  Day 29 Actual n 59 56    

Mean 0.08 0.11    

SD 0.337 0.366    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 46 45    

Mean -0.46 -0.42    

SD 1.048 0.866    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.19, 0.22)     

Ls Meanb -0.46 -0.47 0.01 (-0.18, 0.20) 0.882  

SEb 0.072 0.071    

95% CIb -0.60, -0.32 -0.61, -0.33    

Ls Meanc -0.46 -0.48 0.02 (-0.11, 0.15) 0.755  

SEc 0.063 0.065    

95% CIc -0.58, -0.33 -0.61, -0.35    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, 0.00)     

Ls Meanb -0.59 -0.54 -0.05 (-0.10, 0.00) 0.042  

 

  Baseline Actual n 60 68    

Mean 0.73 0.60    

SD 0.861 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 78 87    

Mean 0.38 0.31    

SD 0.688 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 64    

Mean -0.30 -0.31    

SD 0.882 0.639    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.06, 0.28)     

Ls Meanb -0.30 -0.39 0.09 (-0.05, 0.24) 0.216  

SEb 0.056 0.053    

95% CIb -0.41, -0.19 -0.50, -0.29    

Ls Meanc -0.33 -0.40 0.07 (-0.14, 0.28) 0.496  

SEc 0.098 0.094    

95% CIc -0.52, -0.13 -0.58, -0.21    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.18 0.21    

SD 0.517 0.546    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 51 54    

Mean -0.55 -0.41    

SD 0.879 0.901    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.31, 0.05)     

Ls Meanb -0.58 -0.47 -0.11 (-0.26, 0.04) 0.144  

SEb 0.057 0.055    

95% CIb -0.69, -0.47 -0.58, -0.36    

Ls Meanc -0.59 -0.50 -0.10 (-0.29, 0.10) 0.318  

SEc 0.088 0.084    

95% CIc -0.77, -0.42 -0.66, -0.33    

 

  Day 15 Actual n 66 73    

Mean 0.08 0.11    

SD 0.319 0.356    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.67 -0.52    

SD 0.920 0.795    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.32, 0.05)     

Ls Meanb -0.66 -0.55 -0.11 (-0.27, 0.04) 0.161  

SEb 0.060 0.056    

95% CIb -0.78, -0.54 -0.66, -0.44    

Ls Meanc -0.68 -0.59 -0.09 (-0.22, 0.03) 0.149  

SEc 0.060 0.056    

95% CIc -0.80, -0.56 -0.70, -0.48    

 

  Day 29 Actual n 59 56    

Mean 0.03 0.07    

SD 0.183 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 46 45    

Mean -0.65 -0.51    

SD 0.849 0.757    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.30, 0.08)     

Ls Meanb -0.68 -0.59 -0.09 (-0.25, 0.07) 0.258  

SEb 0.059 0.059    

95% CIb -0.80, -0.56 -0.70, -0.47    

Ls Meanc -0.64 -0.59 -0.05 (-0.15, 0.05) 0.328  

SEc 0.049 0.051    

95% CIc -0.74, -0.54 -0.69, -0.49    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.11 -0.11 0.00 (-0.02, 0.01) 0.896  

 

  Baseline Actual n 60 68    

Mean 0.18 0.04    

SD 0.624 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 78 87    

Mean 0.03 0.03    

SD 0.159 0.239    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 54 64    

Mean -0.15 0.00    

SD 0.627 0.178    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.10 -0.07 -0.03 (-0.09, 0.03) 0.343  

SEb 0.022 0.021    

95% CIb -0.14, -0.05 -0.11, -0.03    

Ls Meanc -0.11 -0.06 -0.05 (-0.13, 0.03) 0.249  

SEc 0.037 0.035    

95% CIc -0.18, -0.04 -0.13, 0.01    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 77    

Mean 0.01 0.00    

SD 0.121 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 51 54    

Mean -0.12 -0.06    

SD 0.588 0.302    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.10 -0.12 0.02 (-0.04, 0.08) 0.579  

SEb 0.023 0.022    

95% CIb -0.15, -0.06 -0.16, -0.08    

Ls Meanc -0.08 -0.10 0.02 (-0.02, 0.06) 0.306  

SEc 0.018 0.017    

95% CIc -0.11, -0.04 -0.13, -0.07    

 

  Day 15 Actual n 66 73    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 46 54    

Mean -0.20 -0.06    

SD 0.654 0.302    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.12 -0.12 0.00 (-0.07, 0.06) 0.881  

SEb 0.024 0.022    

95% CIb -0.17, -0.07 -0.16, -0.07    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    

 

  Day 29 Actual n 59 56    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 46 45    

Mean -0.20 -0.07    

SD 0.654 0.330    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.12 -0.12 0.00 (-0.07, 0.06) 0.983  

SEb 0.024 0.024    

95% CIb -0.17, -0.08 -0.17, -0.07    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset ≥ 

75% 

Body Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.82 -0.82 0.01 (-0.04, 0.06) 0.808  

 

  Baseline Actual n 155 157    

Mean 1.04 0.96    

SD 1.025 0.950    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.62 0.57    

SD 0.912 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.41 -0.37    

SD 0.886 1.001    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.12)     

Ls Meanb -0.46 -0.44 -0.02 (-0.15, 0.12) 0.796  

SEb 0.051 0.051    

95% CIb -0.56, -0.36 -0.54, -0.34    

Ls Meanc -0.51 -0.49 -0.02 (-0.20, 0.16) 0.851  

SEc 0.089 0.088    

95% CIc -0.68, -0.33 -0.66, -0.32    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 147    

Mean 0.40 0.32    

SD 0.816 0.692    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 124    

Mean -0.64 -0.62    

SD 0.980 0.959    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.66 -0.72 0.07 (-0.07, 0.21) 0.331  

SEb 0.052 0.053    

95% CIb -0.76, -0.56 -0.83, -0.62    

Ls Meanc -0.73 -0.77 0.04 (-0.13, 0.21) 0.630  

SEc 0.079 0.081    

95% CIc -0.89, -0.58 -0.93, -0.61    

 

  Day 15 Actual n 127 128    

Mean 0.17 0.13    

SD 0.546 0.423    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.84 -0.80    

SD 1.069 1.009    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.91 -0.92 0.02 (-0.13, 0.17) 0.820  

SEb 0.055 0.056    

95% CIb -1.01, -0.80 -1.03, -0.81    

Ls Meanc -0.85 -0.87 0.02 (-0.10, 0.15) 0.733  

SEc 0.058 0.058    

95% CIc -0.96, -0.73 -0.98, -0.75    

 

  Day 29 Actual n 115 112    

Mean 0.10 0.11    

SD 0.383 0.432    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 103 99    

Mean -0.87 -0.95    

SD 1.054 0.994    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.94 -0.95 0.01 (-0.14, 0.16) 0.916  

SEb 0.055 0.056    

95% CIb -1.05, -0.83 -1.06, -0.83    

Ls Meanc -0.90 -0.91 0.01 (-0.09, 0.11) 0.846  

SEc 0.045 0.045    

95% CIc -0.99, -0.81 -1.00, -0.82    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.05)     

Ls Meanb -0.67 -0.69 0.02 (-0.01, 0.04) 0.238  

 

  Baseline Actual n 155 157    

Mean 0.74 0.78    

SD 0.974 0.922    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.35 0.28    

SD 0.785 0.611    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 138 142    

Mean -0.34 -0.51    

SD 0.940 0.905    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.03, 0.22)     

Ls Meanb -0.38 -0.50 0.11 (0.02, 0.21) 0.013  

SEb 0.034 0.034    

95% CIb -0.45, -0.32 -0.56, -0.43    

Ls Meanc -0.39 -0.52 0.12 (-0.03, 0.28) 0.117  

SEc 0.076 0.075    

95% CIc -0.54, -0.24 -0.66, -0.37    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.12 0.13    

SD 0.459 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 133 125    

Mean -0.63 -0.65    

SD 0.988 0.891    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.67 -0.61 -0.06 (-0.15, 0.03) 0.217  

SEb 0.035 0.035    

95% CIb -0.74, -0.60 -0.68, -0.54    

Ls Meanc -0.70 -0.65 -0.05 (-0.15, 0.06) 0.388  

SEc 0.050 0.050    

95% CIc -0.80, -0.60 -0.75, -0.55    

 

  Day 15 Actual n 127 128    

Mean 0.03 0.03    

SD 0.216 0.215    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.68 -0.75    

SD 1.012 0.954    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.71 -0.73 0.02 (-0.08, 0.12) 0.687  

SEb 0.038 0.038    

95% CIb -0.79, -0.64 -0.81, -0.66    

Ls Meanc -0.72 -0.71 -0.01 (-0.07, 0.05) 0.733  

SEc 0.029 0.029    

95% CIc -0.77, -0.66 -0.76, -0.65    

 

  Day 29 Actual n 115 112    

Mean 0.00 0.01    

SD 0.000 0.094    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 103 99    

Mean -0.77 -0.75    

SD 1.021 0.941    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.75 -0.77 0.02 (-0.09, 0.12) 0.772  

SEb 0.038 0.039    

95% CIb -0.83, -0.68 -0.85, -0.69    

Ls Meanc -0.76 -0.75 -0.01 (-0.03, 0.01) 0.311  

SEc 0.009 0.009    

95% CIc -0.78, -0.75 -0.77, -0.74    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.10 (0.05, 0.15)     

Ls Meanb -0.50 -0.59 0.08 (0.04, 0.13) <.001  

 

  Baseline Actual n 155 157    

Mean 0.78 0.69    

SD 0.862 0.889    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.45 0.41    

SD 0.694 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.29 -0.31    

SD 0.785 0.774    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.22)     

Ls Meanb -0.27 -0.35 0.08 (-0.03, 0.20) 0.151  

SEb 0.043 0.043    

95% CIb -0.36, -0.19 -0.44, -0.27    

Ls Meanc -0.34 -0.40 0.06 (-0.08, 0.20) 0.429  

SEc 0.069 0.068    

95% CIc -0.48, -0.21 -0.53, -0.27    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.41 0.26    

SD 0.704 0.573    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 133 125    

Mean -0.33 -0.42    

SD 0.935 0.743    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.18 (0.05, 0.31)     

Ls Meanb -0.34 -0.50 0.16 (0.04, 0.27) 0.007  

SEb 0.044 0.045    

95% CIb -0.43, -0.26 -0.59, -0.42    

Ls Meanc -0.33 -0.50 0.17 (0.02, 0.31) 0.024  

SEc 0.068 0.069    

95% CIc -0.47, -0.20 -0.63, -0.36    

 

  Day 15 Actual n 127 128    

Mean 0.19 0.08    

SD 0.484 0.346    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.52 -0.58    

SD 0.826 0.767    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.15 (0.01, 0.29)     

Ls Meanb -0.54 -0.67 0.13 (0.01, 0.25) 0.040  

SEb 0.047 0.047    

95% CIb -0.63, -0.44 -0.76, -0.57    

Ls Meanc -0.49 -0.65 0.15 (0.05, 0.25) 0.003  

SEc 0.047 0.047    

95% CIc -0.59, -0.40 -0.74, -0.55    

 

  Day 29 Actual n 115 112    

Mean 0.11 0.05    

SD 0.369 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.57 -0.63    

SD 0.892 0.815    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.25)     

Ls Meanb -0.61 -0.71 0.09 (-0.03, 0.22) 0.143  

SEb 0.047 0.047    

95% CIb -0.71, -0.52 -0.80, -0.61    

Ls Meanc -0.54 -0.62 0.08 (0.00, 0.17) 0.041  

SEc 0.037 0.037    

95% CIc -0.61, -0.46 -0.69, -0.55    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.13, 0.03)     

Ls Meanb -0.64 -0.59 -0.04 (-0.11, 0.02) 0.200  

 

  Baseline Actual n 155 157    

Mean 1.12 1.12    

SD 0.914 0.771    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 1.00 1.07    

SD 0.909 0.852    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 138 142    

Mean -0.14 -0.07    

SD 0.794 0.848    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.27, 0.09)     

Ls Meanb -0.15 -0.08 -0.07 (-0.22, 0.08) 0.328  

SEb 0.058 0.058    

95% CIb -0.27, -0.04 -0.19, 0.04    

Ls Meanc -0.20 -0.12 -0.08 (-0.25, 0.10) 0.389  

SEc 0.085 0.084    

95% CIc -0.37, -0.03 -0.29, 0.04    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.86 0.91    

SD 0.909 0.824    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.32 -0.20    

SD 0.950 0.773    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.33, 0.04)     

Ls Meanb -0.32 -0.20 -0.12 (-0.28, 0.03) 0.118  

SEb 0.059 0.060    

95% CIb -0.44, -0.21 -0.32, -0.08    

Ls Meanc -0.37 -0.27 -0.10 (-0.28, 0.09) 0.294  

SEc 0.087 0.089    

95% CIc -0.54, -0.19 -0.44, -0.09    

 

  Day 15 Actual n 127 128    

Mean 0.45 0.42    

SD 0.731 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.64 -0.65    

SD 1.036 0.817    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.25, 0.14)     

Ls Meanb -0.71 -0.66 -0.04 (-0.21, 0.12) 0.591  

SEb 0.062 0.063    

95% CIb -0.83, -0.59 -0.79, -0.54    

Ls Meanc -0.69 -0.67 -0.01 (-0.18, 0.16) 0.899  

SEc 0.080 0.081    

95% CIc -0.84, -0.53 -0.83, -0.52    

 

  Day 29 Actual n 115 112    

Mean 0.25 0.19    

SD 0.544 0.414    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.88 -0.92    

SD 0.932 0.817    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.13, 0.26)     

Ls Meanb -0.88 -0.94 0.06 (-0.11, 0.22) 0.498  

SEb 0.062 0.063    

95% CIb -1.00, -0.76 -1.06, -0.82    

Ls Meanc -0.89 -0.96 0.07 (-0.06, 0.19) 0.290  

SEc 0.056 0.057    

95% CIc -1.00, -0.78 -1.07, -0.85    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.32 -0.31 -0.01 (-0.04, 0.02) 0.405  

 

  Baseline Actual n 155 157    

Mean 0.46 0.41    

SD 0.783 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.21 0.31    

SD 0.568 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.21 -0.10    

SD 0.749 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.24, -0.01)     

Ls Meanb -0.21 -0.11 -0.10 (-0.18, -0.01) 0.030  

SEb 0.032 0.032    

95% CIb -0.27, -0.14 -0.17, -0.05    

Ls Meanc -0.26 -0.17 -0.09 (-0.22, 0.03) 0.143  

SEc 0.062 0.061    

95% CIc -0.38, -0.14 -0.29, -0.05    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.21 0.18    

SD 0.594 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.27 -0.24    

SD 0.719 0.653    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.25 -0.28 0.03 (-0.06, 0.12) 0.493  

SEb 0.033 0.034    

95% CIb -0.31, -0.18 -0.34, -0.21    

Ls Meanc -0.29 -0.32 0.02 (-0.08, 0.13) 0.656  

SEc 0.050 0.051    

95% CIc -0.39, -0.20 -0.42, -0.22    

 

  Day 15 Actual n 127 128    

Mean 0.09 0.04    

SD 0.407 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.34 -0.25    

SD 0.763 0.663    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.35 -0.36 0.01 (-0.08, 0.11) 0.759  

SEb 0.036 0.036    

95% CIb -0.42, -0.28 -0.43, -0.29    

Ls Meanc -0.30 -0.35 0.05 (-0.04, 0.13) 0.294  

SEc 0.039 0.040    

95% CIc -0.38, -0.22 -0.43, -0.27    

 

  Day 29 Actual n 115 112    

Mean 0.02 0.02    

SD 0.187 0.133    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 103 99    

Mean -0.32 -0.32    

SD 0.614 0.652    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.38 -0.35 -0.03 (-0.13, 0.07) 0.528  

SEb 0.036 0.036    

95% CIb -0.45, -0.31 -0.42, -0.28    

Ls Meanc -0.31 -0.31 0.00 (-0.05, 0.04) 0.987  

SEc 0.021 0.021    

95% CIc -0.35, -0.27 -0.35, -0.27    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.11 (0.04, 0.18)     

Ls Meanb -0.15 -0.24 0.08 (0.03, 0.14) 0.003  

 

  Baseline Actual n 155 157    

Mean 0.41 0.36    

SD 0.787 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.40 0.30    

SD 0.751 0.743    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 138 142    

Mean 0.00 -0.04    

SD 0.801 0.635    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.03, 0.28)     

Ls Meanb 0.01 -0.09 0.10 (-0.02, 0.21) 0.119  

SEb 0.047 0.047    

95% CIb -0.09, 0.10 -0.18, 0.00    

Ls Meanc -0.06 -0.14 0.07 (-0.08, 0.22) 0.342  

SEc 0.073 0.072    

95% CIc -0.21, 0.08 -0.28, 0.01    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 161 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.35 0.27    

SD 0.774 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.10 -0.07    

SD 0.920 0.834    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.19)     

Ls Meanb -0.08 -0.10 0.02 (-0.10, 0.15) 0.714  

SEb 0.047 0.048    

95% CIb -0.17, 0.02 -0.19, 0.00    

Ls Meanc -0.11 -0.14 0.03 (-0.14, 0.19) 0.746  

SEc 0.078 0.080    

95% CIc -0.27, 0.04 -0.30, 0.02    

 

  Day 15 Actual n 127 128    

Mean 0.18 0.08    

SD 0.583 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.07 -0.24    

SD 0.706 0.641    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.19 (0.02, 0.36)     

Ls Meanb -0.15 -0.29 0.15 (0.02, 0.28) 0.027  

SEb 0.050 0.050    

95% CIb -0.24, -0.05 -0.39, -0.19    

Ls Meanc -0.11 -0.27 0.16 (0.04, 0.27) 0.007  

SEc 0.054 0.054    

95% CIc -0.22, -0.01 -0.38, -0.16    

 

  Day 29 Actual n 115 112    

Mean 0.09 0.04    

SD 0.388 0.247    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.18 -0.23    

SD 0.724 0.697    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.05, 0.29)     

Ls Meanb -0.21 -0.31 0.09 (-0.03, 0.22) 0.151  

SEb 0.049 0.050    

95% CIb -0.31, -0.12 -0.41, -0.21    

Ls Meanc -0.20 -0.26 0.06 (-0.04, 0.15) 0.238  

SEc 0.042 0.042    

95% CIc -0.29, -0.12 -0.34, -0.18    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.03 (-0.04, 0.10)     

Ls Meanb -0.91 -0.94 0.03 (-0.05, 0.10) 0.455  

 

  Baseline Actual n 155 157    

Mean 1.44 1.38    

SD 1.076 1.047    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 156 165    

Mean 1.05 1.02    

SD 1.015 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.38 -0.32    

SD 0.945 1.041    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.16)     

Ls Meanb -0.41 -0.40 -0.01 (-0.18, 0.17) 0.950  

SEb 0.067 0.067    

95% CIb -0.54, -0.28 -0.53, -0.27    

Ls Meanc -0.37 -0.36 -0.01 (-0.21, 0.19) 0.911  

SEc 0.097 0.096    

95% CIc -0.56, -0.18 -0.55, -0.17    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.82 0.76    

SD 1.004 0.916    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.65 -0.58    

SD 1.060 1.094    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.21)     

Ls Meanb -0.65 -0.70 0.04 (-0.13, 0.22) 0.629  

SEb 0.067 0.068    

95% CIb -0.79, -0.52 -0.83, -0.56    

Ls Meanc -0.69 -0.72 0.03 (-0.18, 0.24) 0.777  

SEc 0.099 0.101    

95% CIc -0.88, -0.49 -0.92, -0.52    

 

  Day 15 Actual n 127 128    

Mean 0.38 0.30    

SD 0.745 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -1.02 -1.03    

SD 1.111 1.073    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.20)     

Ls Meanb -1.06 -1.08 0.02 (-0.17, 0.21) 0.824  

SEb 0.071 0.072    

95% CIb -1.20, -0.92 -1.22, -0.94    

Ls Meanc -1.01 -1.08 0.07 (-0.10, 0.24) 0.425  

SEc 0.079 0.080    

95% CIc -1.17, -0.86 -1.24, -0.92    

 

  Day 29 Actual n 115 112    

Mean 0.22 0.24    

SD 0.526 0.541    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -1.15 -1.10    

SD 1.088 1.045    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.23)     

Ls Meanb -1.16 -1.21 0.05 (-0.13, 0.24) 0.564  

SEb 0.071 0.072    

95% CIb -1.30, -1.02 -1.35, -1.07    

Ls Meanc -1.18 -1.14 -0.03 (-0.17, 0.10) 0.654  

SEc 0.061 0.062    

95% CIc -1.30, -1.05 -1.27, -1.02    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.67 -0.73 0.05 (0.00, 0.10) 0.033  

 

  Baseline Actual n 155 157    

Mean 0.92 1.04    

SD 0.932 1.067    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 156 165    

Mean 0.53 0.53    

SD 0.774 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.32 -0.49    

SD 0.904 1.063    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.38 -0.43 0.05 (-0.08, 0.18) 0.458  

SEb 0.051 0.051    

95% CIb -0.48, -0.28 -0.53, -0.33    

Ls Meanc -0.44 -0.51 0.08 (-0.10, 0.25) 0.394  

SEc 0.086 0.084    

95% CIc -0.61, -0.27 -0.68, -0.35    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.41 0.38    

SD 0.809 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.47 -0.62    

SD 1.004 1.013    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.55 -0.61 0.06 (-0.08, 0.20) 0.380  

SEb 0.052 0.053    

95% CIb -0.65, -0.44 -0.71, -0.50    

Ls Meanc -0.53 -0.62 0.09 (-0.07, 0.26) 0.258  

SEc 0.077 0.078    

95% CIc -0.68, -0.38 -0.78, -0.47    

 

  Day 15 Actual n 127 128    

Mean 0.24 0.29    

SD 0.610 0.604    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.64 -0.69    

SD 0.990 1.045    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.70 -0.72 0.02 (-0.13, 0.17) 0.824  

SEb 0.056 0.056    

95% CIb -0.81, -0.59 -0.83, -0.61    

Ls Meanc -0.65 -0.64 -0.01 (-0.16, 0.13) 0.847  

SEc 0.070 0.070    

95% CIc -0.79, -0.51 -0.78, -0.50    

 

  Day 29 Actual n 115 112    

Mean 0.13 0.14    

SD 0.409 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.77 -0.86    

SD 0.952 0.958    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.16)     

Ls Meanb -0.85 -0.87 0.01 (-0.13, 0.16) 0.846  

SEb 0.056 0.057    

95% CIb -0.96, -0.74 -0.98, -0.76    

Ls Meanc -0.83 -0.81 -0.02 (-0.11, 0.08) 0.733  

SEc 0.043 0.043    

95% CIc -0.91, -0.74 -0.90, -0.73    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.83 -0.81 -0.02 (-0.07, 0.03) 0.401  

 

  Baseline Actual n 155 157    

Mean 1.01 1.10    

SD 1.000 1.005    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.58 0.55    

SD 0.858 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.43 -0.55    

SD 0.862 0.964    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.47 -0.49 0.03 (-0.11, 0.16) 0.710  

SEb 0.051 0.051    

95% CIb -0.57, -0.37 -0.59, -0.39    

Ls Meanc -0.54 -0.59 0.05 (-0.11, 0.22) 0.529  

SEc 0.083 0.082    

95% CIc -0.70, -0.38 -0.76, -0.43    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.39 0.34    

SD 0.789 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.64 -0.73    

SD 0.924 0.979    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.21)     

Ls Meanb -0.67 -0.74 0.07 (-0.06, 0.21) 0.297  

SEb 0.052 0.053    

95% CIb -0.77, -0.57 -0.84, -0.64    

Ls Meanc -0.69 -0.75 0.06 (-0.10, 0.22) 0.458  

SEc 0.076 0.077    

95% CIc -0.84, -0.54 -0.90, -0.60    

 

  Day 15 Actual n 127 128    

Mean 0.13 0.22    

SD 0.488 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.89 -0.84    

SD 1.017 1.122    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.06)     

Ls Meanb -0.95 -0.86 -0.08 (-0.23, 0.06) 0.267  

SEb 0.055 0.056    

95% CIb -1.05, -0.84 -0.97, -0.75    

Ls Meanc -0.86 -0.75 -0.11 (-0.24, 0.02) 0.091  

SEc 0.060 0.061    

95% CIc -0.98, -0.74 -0.87, -0.63    

 

  Day 29 Actual n 115 112    

Mean 0.08 0.15    

SD 0.301 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.93 -0.98    

SD 1.031 1.020    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.07)     

Ls Meanb -1.00 -0.92 -0.08 (-0.22, 0.07) 0.309  

SEb 0.055 0.056    

95% CIb -1.10, -0.89 -1.03, -0.81    

Ls Meanc -0.97 -0.89 -0.09 (-0.18, 0.01) 0.080  

SEc 0.044 0.044    

95% CIc -1.06, -0.89 -0.98, -0.80    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.07)     

Ls Meanb -0.32 -0.34 0.02 (-0.01, 0.05) 0.260  

 

  Baseline Actual n 155 157    

Mean 0.43 0.40    

SD 0.756 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.32 0.28    

SD 0.709 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.05 -0.13    

SD 0.822 0.676    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.24)     

Ls Meanb -0.06 -0.15 0.09 (0.01, 0.18) 0.033  

SEb 0.032 0.032    

95% CIb -0.12, 0.00 -0.22, -0.09    

Ls Meanc -0.06 -0.15 0.09 (-0.06, 0.24) 0.227  

SEc 0.072 0.071    

95% CIc -0.21, 0.08 -0.29, -0.02    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.22 0.22    

SD 0.597 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.24 -0.24    

SD 0.827 0.734    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.21 -0.24 0.03 (-0.06, 0.12) 0.481  

SEb 0.032 0.033    

95% CIb -0.27, -0.15 -0.31, -0.18    

Ls Meanc -0.28 -0.32 0.04 (-0.09, 0.17) 0.567  

SEc 0.062 0.064    

95% CIc -0.41, -0.16 -0.45, -0.20    

 

  Day 15 Actual n 127 128    

Mean 0.04 0.06    

SD 0.293 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.35 -0.36    

SD 0.812 0.650    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.37 -0.39 0.02 (-0.08, 0.11) 0.720  

SEb 0.035 0.035    

95% CIb -0.44, -0.30 -0.46, -0.32    

Ls Meanc -0.36 -0.38 0.03 (-0.04, 0.09) 0.415  

SEc 0.031 0.031    

95% CIc -0.42, -0.29 -0.44, -0.32    

 

  Day 29 Actual n 115 112    

Mean 0.02 0.01    

SD 0.131 0.094    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 103 99    

Mean -0.39 -0.34    

SD 0.807 0.657    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.38 -0.41 0.03 (-0.06, 0.13) 0.514  

SEb 0.035 0.036    

95% CIb -0.45, -0.31 -0.48, -0.34    

Ls Meanc -0.37 -0.38 0.01 (-0.02, 0.04) 0.588  

SEc 0.015 0.015    

95% CIc -0.40, -0.34 -0.41, -0.35    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.10)     

Ls Meanb -0.60 -0.64 0.05 (-0.01, 0.10) 0.103  

 

  Baseline Actual n 155 157    

Mean 0.79 0.89    

SD 1.063 1.072    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.44 0.61    

SD 0.821 0.922    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.34 -0.35    

SD 1.007 1.018    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.35 -0.29 -0.07 (-0.19, 0.06) 0.306  

SEb 0.048 0.048    

95% CIb -0.45, -0.26 -0.38, -0.19    

Ls Meanc -0.42 -0.37 -0.05 (-0.22, 0.13) 0.594  

SEc 0.087 0.085    

95% CIc -0.59, -0.25 -0.54, -0.20    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 176 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.31 0.34    

SD 0.683 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.50 -0.58    

SD 1.049 1.049    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.14)     

Ls Meanb -0.51 -0.54 0.03 (-0.10, 0.15) 0.687  

SEb 0.049 0.050    

95% CIb -0.61, -0.41 -0.63, -0.44    

Ls Meanc -0.56 -0.60 0.03 (-0.12, 0.19) 0.659  

SEc 0.073 0.074    

95% CIc -0.70, -0.42 -0.74, -0.45    

 

  Day 15 Actual n 127 128    

Mean 0.17 0.09    

SD 0.516 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.61 -0.77    

SD 1.003 1.115    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.21)     

Ls Meanb -0.66 -0.75 0.09 (-0.05, 0.22) 0.207  

SEb 0.052 0.052    

95% CIb -0.76, -0.56 -0.85, -0.65    

Ls Meanc -0.66 -0.75 0.09 (-0.02, 0.20) 0.106  

SEc 0.050 0.051    

95% CIc -0.76, -0.56 -0.85, -0.65    

 

  Day 29 Actual n 115 112    

Mean 0.11 0.02    

SD 0.454 0.133    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 103 99    

Mean -0.55 -0.79    

SD 0.860 1.062    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.26)     

Ls Meanb -0.69 -0.83 0.14 (0.01, 0.28) 0.038  

SEb 0.051 0.052    

95% CIb -0.79, -0.59 -0.93, -0.73    

Ls Meanc -0.62 -0.71 0.09 (0.01, 0.17) 0.021  

SEc 0.035 0.035    

95% CIc -0.68, -0.55 -0.78, -0.64    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.06 (0.01, 0.11)     

Ls Meanb -0.54 -0.60 0.06 (0.01, 0.11) 0.013  

 

  Baseline Actual n 155 157    

Mean 0.71 0.83    

SD 1.000 1.055    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 156 165    

Mean 0.41 0.47    

SD 0.810 0.830    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.27 -0.42    

SD 0.993 1.040    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.17)     

Ls Meanb -0.26 -0.32 0.06 (-0.05, 0.18) 0.281  

SEb 0.044 0.044    

95% CIb -0.35, -0.17 -0.41, -0.24    

Ls Meanc -0.34 -0.40 0.06 (-0.11, 0.24) 0.474  

SEc 0.085 0.084    

95% CIc -0.51, -0.17 -0.57, -0.24    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.27 0.32    

SD 0.651 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 133 125    

Mean -0.44 -0.55    

SD 1.025 1.066    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.42 -0.45 0.03 (-0.09, 0.15) 0.608  

SEb 0.044 0.045    

95% CIb -0.50, -0.33 -0.54, -0.36    

Ls Meanc -0.52 -0.55 0.03 (-0.12, 0.19) 0.665  

SEc 0.074 0.075    

95% CIc -0.67, -0.38 -0.70, -0.41    

 

  Day 15 Actual n 127 128    

Mean 0.14 0.06    

SD 0.467 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.56 -0.75    

SD 0.988 1.111    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.59 -0.70 0.11 (-0.02, 0.23) 0.093  

SEb 0.047 0.048    

95% CIb -0.68, -0.50 -0.79, -0.60    

Ls Meanc -0.60 -0.69 0.09 (0.00, 0.17) 0.057  

SEc 0.041 0.042    

95% CIc -0.68, -0.52 -0.77, -0.60    

 

  Day 29 Actual n 115 112    

Mean 0.06 0.03    

SD 0.305 0.211    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.52 -0.77    

SD 0.873 1.096    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.62 -0.72 0.10 (-0.02, 0.23) 0.104  

SEb 0.047 0.047    

95% CIb -0.71, -0.52 -0.81, -0.62    

Ls Meanc -0.61 -0.65 0.05 (-0.03, 0.13) 0.211  

SEc 0.035 0.035    

95% CIc -0.67, -0.54 -0.72, -0.59    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.41 -0.45 0.04 (0.00, 0.08) 0.037  

 

  Baseline Actual n 155 157    

Mean 0.57 0.58    

SD 0.789 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.37 0.36    

SD 0.635 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.20 -0.27    

SD 0.716 0.762    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.18)     

Ls Meanb -0.21 -0.26 0.05 (-0.05, 0.14) 0.365  

SEb 0.038 0.038    

95% CIb -0.28, -0.14 -0.33, -0.18    

Ls Meanc -0.29 -0.33 0.05 (-0.08, 0.18) 0.464  

SEc 0.063 0.063    

95% CIc -0.41, -0.16 -0.46, -0.21    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.30 0.22    

SD 0.562 0.506    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 125    

Mean -0.28 -0.37    

SD 0.772 0.629    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.32 -0.40 0.08 (-0.02, 0.18) 0.130  

SEb 0.038 0.039    

95% CIb -0.39, -0.24 -0.47, -0.32    

Ls Meanc -0.31 -0.39 0.09 (-0.03, 0.20) 0.138  

SEc 0.054 0.055    

95% CIc -0.41, -0.20 -0.50, -0.28    

 

  Day 15 Actual n 127 128    

Mean 0.16 0.09    

SD 0.444 0.318    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.38 -0.56    

SD 0.733 0.794    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.25)     

Ls Meanb -0.44 -0.52 0.09 (-0.02, 0.19) 0.124  

SEb 0.041 0.041    

95% CIb -0.52, -0.36 -0.60, -0.44    

Ls Meanc -0.42 -0.52 0.10 (0.00, 0.20) 0.041  

SEc 0.045 0.046    

95% CIc -0.51, -0.33 -0.61, -0.43    

 

  Day 29 Actual n 115 112    

Mean 0.07 0.11    

SD 0.256 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 103 99    

Mean -0.40 -0.56    

SD 0.745 0.785    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.51 -0.52 0.01 (-0.10, 0.12) 0.898  

SEb 0.041 0.041    

95% CIb -0.59, -0.43 -0.60, -0.43    

Ls Meanc -0.44 -0.44 0.00 (-0.08, 0.07) 0.937  

SEc 0.033 0.033    

95% CIc -0.51, -0.38 -0.51, -0.38    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.15)     

Ls Meanb -0.26 -0.34 0.07 (0.02, 0.13) 0.011  

 

  Baseline Actual n 155 157    

Mean 0.52 0.48    

SD 0.825 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.38 0.35    

SD 0.782 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 138 142    

Mean -0.15 -0.10    

SD 0.801 0.775    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.19)     

Ls Meanb -0.12 -0.15 0.03 (-0.10, 0.16) 0.639  

SEb 0.049 0.049    

95% CIb -0.22, -0.02 -0.25, -0.05    

Ls Meanc -0.18 -0.16 -0.01 (-0.17, 0.14) 0.876  

SEc 0.077 0.076    

95% CIc -0.33, -0.03 -0.31, -0.01    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.32 0.28    

SD 0.802 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.23 -0.22    

SD 0.910 0.888    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.10, 0.20)     

Ls Meanb -0.19 -0.23 0.04 (-0.09, 0.17) 0.524  

SEb 0.049 0.050    

95% CIb -0.28, -0.09 -0.33, -0.13    

Ls Meanc -0.22 -0.25 0.03 (-0.14, 0.20) 0.732  

SEc 0.080 0.082    

95% CIc -0.37, -0.06 -0.41, -0.08    

 

  Day 15 Actual n 127 128    

Mean 0.17 0.05    

SD 0.592 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.25 -0.37    

SD 0.799 0.772    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.31)     

Ls Meanb -0.29 -0.42 0.12 (-0.02, 0.26) 0.085  

SEb 0.052 0.053    

95% CIb -0.40, -0.19 -0.52, -0.31    

Ls Meanc -0.26 -0.38 0.12 (0.01, 0.23) 0.036  

SEc 0.052 0.053    

95% CIc -0.37, -0.16 -0.49, -0.28    

 

  Day 29 Actual n 115 112    

Mean 0.07 0.08    

SD 0.343 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.29 -0.35    

SD 0.695 0.787    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.24)     

Ls Meanb -0.35 -0.41 0.06 (-0.08, 0.20) 0.388  

SEb 0.052 0.053    

95% CIb -0.45, -0.25 -0.52, -0.31    

Ls Meanc -0.32 -0.33 0.01 (-0.08, 0.11) 0.757  

SEc 0.042 0.042    

95% CIc -0.40, -0.24 -0.42, -0.25    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (0.02, 0.12)     

Ls Meanb -0.46 -0.52 0.06 (0.02, 0.10) 0.005  

 

  Baseline Actual n 155 157    

Mean 0.58 0.63    

SD 0.829 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 165    

Mean 0.33 0.29    

SD 0.636 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 142    

Mean -0.16 -0.38    

SD 0.767 0.788    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.23)     

Ls Meanb -0.26 -0.35 0.09 (-0.01, 0.19) 0.085  

SEb 0.039 0.039    

95% CIb -0.34, -0.18 -0.43, -0.27    

Ls Meanc -0.27 -0.40 0.12 (-0.01, 0.26) 0.069  

SEc 0.065 0.064    

95% CIc -0.40, -0.15 -0.52, -0.27    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.26 0.18    

SD 0.668 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 133 125    

Mean -0.32 -0.52    

SD 0.884 0.848    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.39 -0.48 0.08 (-0.02, 0.19) 0.117  

SEb 0.040 0.041    

95% CIb -0.47, -0.31 -0.56, -0.40    

Ls Meanc -0.40 -0.50 0.10 (-0.03, 0.23) 0.146  

SEc 0.061 0.062    

95% CIc -0.53, -0.28 -0.62, -0.38    

 

  Day 15 Actual n 127 128    

Mean 0.13 0.09    

SD 0.454 0.356    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.42 -0.55    

SD 0.855 0.830    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.20)     

Ls Meanb -0.50 -0.56 0.05 (-0.06, 0.17) 0.371  

SEb 0.043 0.043    

95% CIb -0.59, -0.42 -0.64, -0.47    

Ls Meanc -0.45 -0.50 0.05 (-0.05, 0.15) 0.324  

SEc 0.046 0.047    

95% CIc -0.54, -0.36 -0.59, -0.40    

 

  Day 29 Actual n 115 112    

Mean 0.04 0.12    

SD 0.244 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 103 99    

Mean -0.50 -0.54    

SD 0.803 0.825    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.58 -0.54 -0.04 (-0.15, 0.07) 0.490  

SEb 0.043 0.043    

95% CIb -0.66, -0.50 -0.63, -0.46    

Ls Meanc -0.54 -0.50 -0.04 (-0.11, 0.04) 0.334  

SEc 0.034 0.035    

95% CIc -0.61, -0.47 -0.57, -0.43    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.04)     

Ls Meanb -0.10 -0.10 0.00 (-0.01, 0.02) 0.755  

 

  Baseline Actual n 155 157    

Mean 0.14 0.13    

SD 0.498 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 156 165    

Mean 0.05 0.06    

SD 0.296 0.286    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 138 142    

Mean -0.08 -0.06    

SD 0.499 0.488    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.06)     

Ls Meanb -0.07 -0.05 -0.02 (-0.06, 0.03) 0.489  

SEb 0.017 0.017    

95% CIb -0.10, -0.03 -0.08, -0.02    

Ls Meanc -0.09 -0.09 0.00 (-0.07, 0.06) 0.955  

SEc 0.033 0.032    

95% CIc -0.16, -0.03 -0.15, -0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 152 148    

Mean 0.05 0.05    

SD 0.312 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 133 125    

Mean -0.11 -0.06    

SD 0.559 0.543    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.08 -0.07 -0.01 (-0.06, 0.03) 0.623  

SEb 0.017 0.017    

95% CIb -0.11, -0.05 -0.10, -0.04    

Ls Meanc -0.11 -0.10 -0.01 (-0.09, 0.06) 0.725  

SEc 0.037 0.038    

95% CIc -0.19, -0.04 -0.17, -0.02    

 

  Day 15 Actual n 127 128    

Mean 0.02 0.02    

SD 0.177 0.177    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 106    

Mean -0.13 -0.07    

SD 0.513 0.317    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.11 -0.11 0.00 (-0.05, 0.05) 0.964  

SEb 0.018 0.019    

95% CIb -0.15, -0.07 -0.15, -0.07    

Ls Meanc -0.10 -0.11 0.01 (-0.02, 0.05) 0.529  

SEc 0.017 0.017    

95% CIc -0.13, -0.06 -0.14, -0.08    

 

  Day 29 Actual n 115 112    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 103 99    

Mean -0.13 -0.07    

SD 0.518 0.327    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.12 -0.12 0.00 (-0.05, 0.05) 0.951  

SEb 0.018 0.019    

95% CIb -0.16, -0.08 -0.15, -0.08    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

High risk Body Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.02)     

Ls Meanb -0.79 -0.77 -0.02 (-0.07, 0.02) 0.249  

 

  Baseline Actual n 306 314  0.005d  

Mean 1.11 1.02    

SD 1.045 0.956    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 356 362    

Mean 0.63 0.67    

SD 0.884 0.885    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 276 287    

Mean -0.47 -0.33    

SD 1.018 0.989    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, 0.00)     

Ls Meanb -0.46 -0.36 -0.10 (-0.20, 0.00) 0.054  

SEb 0.037 0.037    

95% CIb -0.53, -0.39 -0.43, -0.29    

Ls Meanc -0.46 -0.35 -0.11 (-0.24, 0.02) 0.108  

SEc 0.048 0.047    

95% CIc -0.55, -0.37 -0.44, -0.26    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 321    

Mean 0.42 0.45    

SD 0.766 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 259 247    

Mean -0.68 -0.57    

SD 1.069 1.037    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.67 -0.59 -0.08 (-0.19, 0.03) 0.135  

SEb 0.038 0.038    

95% CIb -0.74, -0.59 -0.66, -0.51    

Ls Meanc -0.66 -0.59 -0.07 (-0.20, 0.06) 0.301  

SEc 0.046 0.047    

95% CIc -0.75, -0.57 -0.68, -0.50    

 

  Day 15 Actual n 299 292    

Mean 0.20 0.17    

SD 0.560 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.87 -0.86    

SD 1.109 0.969    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.88 -0.90 0.02 (-0.09, 0.13) 0.778  

SEb 0.040 0.040    

95% CIb -0.96, -0.80 -0.98, -0.82    

Ls Meanc -0.86 -0.88 0.02 (-0.07, 0.12) 0.645  

SEc 0.034 0.035    

95% CIc -0.93, -0.79 -0.95, -0.81    

 

  Day 29 Actual n 250 239    

Mean 0.14 0.13    

SD 0.463 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 202 200    

Mean -0.93 -0.92    

SD 1.113 1.009    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.91 -0.91 0.00 (-0.11, 0.11) 0.989  

SEb 0.041 0.041    

95% CIb -0.99, -0.83 -0.99, -0.83    

Ls Meanc -0.92 -0.94 0.02 (-0.07, 0.11) 0.689  

SEc 0.032 0.032    

95% CIc -0.98, -0.86 -1.00, -0.88    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.02)     

Ls Meanb -0.69 -0.69 0.00 (-0.02, 0.02) 0.938  

 

  Baseline Actual n 306 314  0.001d  

Mean 0.82 0.79    

SD 0.987 0.932    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 355 362    

Mean 0.36 0.32    

SD 0.728 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 287    

Mean -0.42 -0.46    

SD 0.984 0.899    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (0.01, 0.15)     

Ls Meanb -0.39 -0.47 0.08 (0.01, 0.14) 0.028  

SEb 0.024 0.024    

95% CIb -0.44, -0.34 -0.51, -0.42    

Ls Meanc -0.41 -0.47 0.06 (-0.05, 0.17) 0.287  

SEc 0.039 0.039    

95% CIc -0.49, -0.34 -0.55, -0.40    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.12 0.21    

SD 0.428 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 259 248    

Mean -0.67 -0.58    

SD 0.983 0.999    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.18, -0.03)     

Ls Meanb -0.68 -0.57 -0.10 (-0.17, -0.03) 0.004  

SEb 0.025 0.025    

95% CIb -0.73, -0.63 -0.62, -0.53    

Ls Meanc -0.68 -0.58 -0.10 (-0.18, -0.01) 0.026  

SEc 0.030 0.031    

95% CIc -0.74, -0.62 -0.64, -0.52    

 

  Day 15 Actual n 299 292    

Mean 0.04 0.03    

SD 0.236 0.254    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.74 -0.73    

SD 1.015 0.943    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.08)     

Ls Meanb -0.75 -0.75 0.00 (-0.07, 0.08) 0.903  

SEb 0.026 0.027    

95% CIb -0.80, -0.70 -0.80, -0.70    

Ls Meanc -0.74 -0.73 -0.01 (-0.05, 0.04) 0.830  

SEc 0.017 0.017    

95% CIc -0.77, -0.70 -0.77, -0.70    

 

  Day 29 Actual n 250 239    

Mean 0.02 0.02    

SD 0.189 0.170    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 202 200    

Mean -0.84 -0.77    

SD 1.055 0.965    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.10)     

Ls Meanb -0.76 -0.78 0.02 (-0.06, 0.10) 0.591  

SEb 0.028 0.028    

95% CIb -0.82, -0.71 -0.84, -0.73    

Ls Meanc -0.81 -0.81 0.00 (-0.04, 0.04) 0.999  

SEc 0.014 0.014    

95% CIc -0.83, -0.78 -0.83, -0.78    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.07)     

Ls Meanb -0.48 -0.51 0.03 (0.00, 0.07) 0.067  

 

  Baseline Actual n 306 314  <.001d  

Mean 0.77 0.74    

SD 0.882 0.872    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 356 362    

Mean 0.54 0.51    

SD 0.762 0.753    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 276 287    

Mean -0.20 -0.26    

SD 0.821 0.809    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.01, 0.18)     

Ls Meanb -0.19 -0.26 0.07 (-0.01, 0.16) 0.095  

SEb 0.031 0.031    

95% CIb -0.25, -0.12 -0.32, -0.20    

Ls Meanc -0.20 -0.27 0.07 (-0.04, 0.18) 0.209  

SEc 0.039 0.038    

95% CIc -0.28, -0.12 -0.34, -0.19    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.41 0.37    

SD 0.686 0.659    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 259 248    

Mean -0.28 -0.38    

SD 0.889 0.855    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.19)     

Ls Meanb -0.30 -0.39 0.08 (-0.01, 0.17) 0.066  

SEb 0.032 0.032    

95% CIb -0.36, -0.24 -0.45, -0.32    

Ls Meanc -0.28 -0.38 0.10 (-0.01, 0.21) 0.073  

SEc 0.039 0.040    

95% CIc -0.36, -0.21 -0.46, -0.31    

 

  Day 15 Actual n 299 292    

Mean 0.18 0.13    

SD 0.462 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.52 -0.58    

SD 0.821 0.859    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.54 -0.59 0.05 (-0.04, 0.14) 0.277  

SEb 0.033 0.034    

95% CIb -0.61, -0.48 -0.66, -0.53    

Ls Meanc -0.52 -0.59 0.07 (-0.01, 0.14) 0.080  

SEc 0.027 0.028    

95% CIc -0.57, -0.47 -0.64, -0.53    

 

  Day 29 Actual n 250 239    

Mean 0.07 0.08    

SD 0.296 0.340    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 202 200    

Mean -0.57 -0.64    

SD 0.862 0.886    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.60 -0.66 0.06 (-0.04, 0.15) 0.233  

SEb 0.034 0.034    

95% CIb -0.67, -0.54 -0.73, -0.59    

Ls Meanc -0.60 -0.62 0.02 (-0.04, 0.08) 0.586  

SEc 0.022 0.022    

95% CIc -0.64, -0.56 -0.66, -0.57    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, 0.00)     

Ls Meanb -0.64 -0.59 -0.05 (-0.10, 0.00) 0.050  

 

  Baseline Actual n 306 314  <.001d  

Mean 1.15 1.14    

SD 0.857 0.781    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 356 362    

Mean 1.02 1.07    

SD 0.824 0.840    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 276 287    

Mean -0.11 -0.06    

SD 0.760 0.842    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.21, 0.05)     

Ls Meanb -0.12 -0.06 -0.06 (-0.17, 0.04) 0.248  

SEb 0.039 0.039    

95% CIb -0.20, -0.04 -0.13, 0.02    

Ls Meanc -0.12 -0.06 -0.06 (-0.18, 0.06) 0.323  

SEc 0.043 0.042    

95% CIc -0.20, -0.03 -0.14, 0.03    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 11 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.81 0.94    

SD 0.850 0.881    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 259 248    

Mean -0.33 -0.20    

SD 0.892 0.921    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.37, -0.10)     

Ls Meanb -0.35 -0.15 -0.20 (-0.31, -0.09) 0.001  

SEb 0.040 0.040    

95% CIb -0.42, -0.27 -0.23, -0.07    

Ls Meanc -0.34 -0.19 -0.14 (-0.28, -0.01) 0.038  

SEc 0.049 0.050    

95% CIc -0.43, -0.24 -0.29, -0.09    

 

  Day 15 Actual n 299 292    

Mean 0.39 0.40    

SD 0.653 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.71 -0.77    

SD 0.959 0.868    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.11)     

Ls Meanb -0.76 -0.73 -0.03 (-0.14, 0.09) 0.629  

SEb 0.042 0.042    

95% CIb -0.84, -0.67 -0.81, -0.64    

Ls Meanc -0.74 -0.73 -0.01 (-0.12, 0.11) 0.916  

SEc 0.041 0.042    

95% CIc -0.82, -0.66 -0.81, -0.65    

 

  Day 29 Actual n 250 239    

Mean 0.24 0.20    

SD 0.511 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 202 200    

Mean -0.88 -0.96    

SD 0.939 0.852    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.22)     

Ls Meanb -0.88 -0.94 0.06 (-0.05, 0.18) 0.296  

SEb 0.042 0.042    

95% CIb -0.96, -0.79 -1.02, -0.85    

Ls Meanc -0.89 -0.95 0.06 (-0.03, 0.16) 0.185  

SEc 0.034 0.034    

95% CIc -0.96, -0.82 -1.02, -0.88    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.29 -0.29 0.00 (-0.03, 0.02) 0.783  

 

  Baseline Actual n 306 314  0.142d  

Mean 0.43 0.40    

SD 0.775 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 355 362    

Mean 0.29 0.32    

SD 0.632 0.633    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 287    

Mean -0.11 -0.08    

SD 0.787 0.806    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.08)     

Ls Meanb -0.09 -0.08 -0.01 (-0.07, 0.06) 0.880  

SEb 0.024 0.023    

95% CIb -0.13, -0.04 -0.13, -0.04    

Ls Meanc -0.11 -0.09 -0.02 (-0.12, 0.08) 0.674  

SEc 0.036 0.035    

95% CIc -0.18, -0.04 -0.16, -0.02    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.20 0.20    

SD 0.552 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 259 248    

Mean -0.21 -0.23    

SD 0.800 0.740    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.12)     

Ls Meanb -0.20 -0.23 0.02 (-0.04, 0.09) 0.507  

SEb 0.024 0.025    

95% CIb -0.25, -0.15 -0.27, -0.18    

Ls Meanc -0.21 -0.23 0.02 (-0.06, 0.11) 0.613  

SEc 0.030 0.031    

95% CIc -0.27, -0.15 -0.29, -0.17    

 

  Day 15 Actual n 299 292    

Mean 0.08 0.08    

SD 0.352 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.33 -0.29    

SD 0.797 0.757    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.08)     

Ls Meanb -0.31 -0.31 -0.01 (-0.08, 0.06) 0.822  

SEb 0.026 0.026    

95% CIb -0.36, -0.26 -0.36, -0.26    

Ls Meanc -0.30 -0.32 0.02 (-0.05, 0.08) 0.598  

SEc 0.023 0.023    

95% CIc -0.35, -0.26 -0.36, -0.27    

 

  Day 29 Actual n 250 239    

Mean 0.02 0.02    

SD 0.189 0.129    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 202 200    

Mean -0.33 -0.35    

SD 0.656 0.692    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.35 -0.34 -0.01 (-0.08, 0.06) 0.798  

SEb 0.026 0.027    

95% CIb -0.41, -0.30 -0.40, -0.29    

Ls Meanc -0.33 -0.34 0.01 (-0.02, 0.04) 0.527  

SEc 0.012 0.012    

95% CIc -0.35, -0.31 -0.36, -0.32    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.14 -0.17 0.03 (-0.01, 0.06) 0.120  

 

  Baseline Actual n 306 314  0.001d  

Mean 0.37 0.35    

SD 0.766 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 356 362    

Mean 0.32 0.31    

SD 0.674 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 276 287    

Mean -0.01 -0.03    

SD 0.763 0.768    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.01 -0.03 0.03 (-0.06, 0.11) 0.559  

SEb 0.030 0.030    

95% CIb -0.07, 0.05 -0.09, 0.03    

Ls Meanc 0.00 -0.03 0.02 (-0.08, 0.13) 0.667  

SEc 0.038 0.037    

95% CIc -0.08, 0.07 -0.10, 0.05    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.25 0.30    

SD 0.640 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 259 248    

Mean -0.10 -0.04    

SD 0.836 0.932    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.12 (-0.23, -0.01)     

Ls Meanb -0.09 0.00 -0.09 (-0.18, 0.00) 0.040  

SEb 0.031 0.031    

95% CIb -0.15, -0.03 -0.06, 0.06    

Ls Meanc -0.10 -0.04 -0.06 (-0.17, 0.06) 0.323  

SEc 0.041 0.042    

95% CIc -0.18, -0.02 -0.12, 0.04    

 

  Day 15 Actual n 299 292    

Mean 0.15 0.12    

SD 0.497 0.445    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.11 -0.22    

SD 0.722 0.724    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.15 -0.22 0.08 (-0.01, 0.17) 0.096  

SEb 0.032 0.033    

95% CIb -0.21, -0.08 -0.29, -0.16    

Ls Meanc -0.13 -0.21 0.08 (0.00, 0.16) 0.058  

SEc 0.030 0.030    

95% CIc -0.19, -0.07 -0.27, -0.15    

 

  Day 29 Actual n 250 239    

Mean 0.07 0.05    

SD 0.340 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 202 200    

Mean -0.22 -0.30    

SD 0.789 0.763    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.21)     

Ls Meanb -0.21 -0.28 0.07 (-0.02, 0.16) 0.141  

SEb 0.033 0.033    

95% CIb -0.28, -0.15 -0.35, -0.22    

Ls Meanc -0.24 -0.28 0.04 (-0.03, 0.10) 0.259  

SEc 0.023 0.023    

95% CIc -0.29, -0.20 -0.32, -0.23    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.77 -0.75 -0.02 (-0.08, 0.03) 0.425  

 

  Baseline Actual n 306 314  <.001d  

Mean 1.36 1.36    

SD 1.038 1.030    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 356 362    

Mean 1.01 1.11    

SD 0.989 1.000    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 276 287    

Mean -0.28 -0.19    

SD 0.953 1.020    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.05)     

Ls Meanb -0.28 -0.21 -0.07 (-0.20, 0.05) 0.235  

SEb 0.045 0.044    

95% CIb -0.37, -0.19 -0.29, -0.12    

Ls Meanc -0.29 -0.20 -0.08 (-0.22, 0.06) 0.241  

SEc 0.051 0.050    

95% CIc -0.39, -0.19 -0.30, -0.10    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.81 0.88    

SD 0.937 0.962    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 259 248    

Mean -0.50 -0.44    

SD 1.047 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.06)     

Ls Meanb -0.50 -0.43 -0.07 (-0.19, 0.06) 0.297  

SEb 0.046 0.046    

95% CIb -0.59, -0.41 -0.52, -0.34    

Ls Meanc -0.50 -0.46 -0.04 (-0.18, 0.11) 0.632  

SEc 0.053 0.054    

95% CIc -0.60, -0.39 -0.57, -0.36    

 

  Day 15 Actual n 299 292    

Mean 0.40 0.40    

SD 0.694 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.93 -0.93    

SD 1.090 1.039    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.12)     

Ls Meanb -0.93 -0.93 0.00 (-0.14, 0.13) 0.957  

SEb 0.048 0.048    

95% CIb -1.02, -0.84 -1.02, -0.83    

Ls Meanc -0.93 -0.94 0.01 (-0.11, 0.13) 0.889  

SEc 0.044 0.045    

95% CIc -1.02, -0.85 -1.03, -0.86    

 

  Day 29 Actual n 250 239    

Mean 0.27 0.32    

SD 0.579 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 202 200    

Mean -1.01 -1.08    

SD 1.079 1.075    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.16)     

Ls Meanb -1.00 -1.03 0.03 (-0.10, 0.17) 0.610  

SEb 0.048 0.049    

95% CIb -1.09, -0.90 -1.13, -0.94    

Ls Meanc -1.05 -1.05 0.00 (-0.12, 0.11) 0.934  

SEc 0.040 0.040    

95% CIc -1.13, -0.97 -1.13, -0.97    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.73 -0.74 0.01 (-0.02, 0.05) 0.509  

 

  Baseline Actual n 306 314  0.026d  

Mean 1.04 1.06    

SD 0.986 0.972    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 356 362    

Mean 0.60 0.62    

SD 0.821 0.825    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 276 287    

Mean -0.41 -0.46    

SD 0.985 0.959    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.42 -0.44 0.02 (-0.08, 0.12) 0.700  

SEb 0.036 0.035    

95% CIb -0.49, -0.35 -0.51, -0.37    

Ls Meanc -0.42 -0.45 0.02 (-0.10, 0.14) 0.729  

SEc 0.045 0.044    

95% CIc -0.51, -0.34 -0.53, -0.36    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.44 0.46    

SD 0.785 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 259 248    

Mean -0.58 -0.60    

SD 1.059 0.985    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.08)     

Ls Meanb -0.60 -0.57 -0.02 (-0.12, 0.08) 0.655  

SEb 0.036 0.037    

95% CIb -0.67, -0.53 -0.65, -0.50    

Ls Meanc -0.58 -0.60 0.02 (-0.10, 0.13) 0.802  

SEc 0.042 0.043    

95% CIc -0.66, -0.50 -0.68, -0.51    

 

  Day 15 Actual n 299 292    

Mean 0.22 0.24    

SD 0.570 0.546    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.82 -0.79    

SD 1.007 0.939    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.83 -0.81 -0.02 (-0.12, 0.09) 0.779  

SEb 0.038 0.039    

95% CIb -0.90, -0.75 -0.89, -0.74    

Ls Meanc -0.82 -0.78 -0.04 (-0.13, 0.05) 0.379  

SEc 0.032 0.033    

95% CIc -0.88, -0.76 -0.84, -0.71    

 

  Day 29 Actual n 250 239    

Mean 0.10 0.16    

SD 0.355 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 202 200    

Mean -0.91 -0.89    

SD 1.042 0.914    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.92 -0.88 -0.04 (-0.15, 0.07) 0.506  

SEb 0.039 0.040    

95% CIb -0.99, -0.84 -0.96, -0.80    

Ls Meanc -0.94 -0.86 -0.07 (-0.15, 0.00) 0.064  

SEc 0.027 0.028    

95% CIc -0.99, -0.88 -0.92, -0.81    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.09, -0.01)     

Ls Meanb -0.85 -0.80 -0.05 (-0.09, -0.01) 0.018  

 

  Baseline Actual n 306 314  0.065d  

Mean 1.11 1.11    

SD 1.018 0.998    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 356 362    

Mean 0.60 0.65    

SD 0.849 0.884    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 276 287    

Mean -0.51 -0.47    

SD 1.004 1.013    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.02)     

Ls Meanb -0.52 -0.43 -0.08 (-0.18, 0.02) 0.100  

SEb 0.036 0.036    

95% CIb -0.59, -0.44 -0.50, -0.36    

Ls Meanc -0.53 -0.45 -0.08 (-0.21, 0.05) 0.246  

SEc 0.047 0.046    

95% CIc -0.62, -0.44 -0.54, -0.36    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.39 0.44    

SD 0.738 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 259 248    

Mean -0.69 -0.69    

SD 0.984 1.094    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.71 -0.65 -0.06 (-0.16, 0.04) 0.253  

SEb 0.037 0.037    

95% CIb -0.79, -0.64 -0.73, -0.58    

Ls Meanc -0.71 -0.67 -0.04 (-0.17, 0.09) 0.535  

SEc 0.045 0.046    

95% CIc -0.80, -0.62 -0.76, -0.58    

 

  Day 15 Actual n 299 292    

Mean 0.16 0.20    

SD 0.515 0.519    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.93 -0.93    

SD 1.045 1.007    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.96 -0.93 -0.03 (-0.14, 0.08) 0.608  

SEb 0.039 0.039    

95% CIb -1.03, -0.88 -1.01, -0.85    

Ls Meanc -0.95 -0.91 -0.04 (-0.13, 0.05) 0.407  

SEc 0.032 0.032    

95% CIc -1.01, -0.89 -0.98, -0.85    

 

  Day 29 Actual n 250 239    

Mean 0.10 0.16    

SD 0.357 0.461    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 202 200    

Mean -1.00 -0.95    

SD 1.065 1.067    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.01)     

Ls Meanb -1.00 -0.90 -0.10 (-0.21, 0.01) 0.066  

SEb 0.040 0.040    

95% CIb -1.08, -0.93 -0.98, -0.82    

Ls Meanc -1.02 -0.94 -0.08 (-0.16, 0.00) 0.061  

SEc 0.030 0.030    

95% CIc -1.07, -0.96 -1.00, -0.88    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.02)     

Ls Meanb -0.31 -0.30 -0.01 (-0.03, 0.01) 0.462  

 

  Baseline Actual n 306 314  0.010d  

Mean 0.41 0.42    

SD 0.755 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 356 362    

Mean 0.31 0.29    

SD 0.691 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 276 287    

Mean -0.06 -0.12    

SD 0.761 0.679    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.01, 0.16)     

Ls Meanb -0.06 -0.11 0.05 (-0.01, 0.12) 0.097  

SEb 0.023 0.023    

95% CIb -0.10, -0.01 -0.16, -0.07    

Ls Meanc -0.06 -0.11 0.05 (-0.05, 0.15) 0.347  

SEc 0.036 0.036    

95% CIc -0.14, 0.01 -0.18, -0.04    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.18 0.25    

SD 0.522 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 259 248    

Mean -0.18 -0.20    

SD 0.779 0.774    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.05)     

Ls Meanb -0.19 -0.16 -0.03 (-0.09, 0.04) 0.415  

SEb 0.024 0.024    

95% CIb -0.24, -0.14 -0.21, -0.12    

Ls Meanc -0.20 -0.18 -0.02 (-0.12, 0.07) 0.643  

SEc 0.034 0.035    

95% CIc -0.27, -0.14 -0.25, -0.11    

 

  Day 15 Actual n 299 292    

Mean 0.05 0.05    

SD 0.319 0.295    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.33 -0.38    

SD 0.758 0.717    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.35 -0.37 0.02 (-0.05, 0.09) 0.542  

SEb 0.025 0.025    

95% CIb -0.39, -0.30 -0.42, -0.32    

Ls Meanc -0.34 -0.37 0.02 (-0.03, 0.08) 0.392  

SEc 0.020 0.020    

95% CIc -0.38, -0.31 -0.41, -0.33    

 

  Day 29 Actual n 250 239    

Mean 0.01 0.03    

SD 0.109 0.232    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 202 200    

Mean -0.39 -0.41    

SD 0.791 0.745    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.10)     

Ls Meanb -0.38 -0.38 0.00 (-0.07, 0.07) 0.922  

SEb 0.026 0.026    

95% CIb -0.43, -0.33 -0.43, -0.33    

Ls Meanc -0.41 -0.39 -0.02 (-0.06, 0.02) 0.356  

SEc 0.014 0.014    

95% CIc -0.43, -0.38 -0.42, -0.36    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.39 -0.40 0.01 (-0.04, 0.06) 0.667  

 

  Baseline Actual n 306 314  0.010d  

Mean 0.64 0.68    

SD 0.989 1.004    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 356 362    

Mean 0.56 0.65    

SD 0.878 0.947    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 276 287    

Mean -0.09 -0.05    

SD 1.041 1.070    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.03)     

Ls Meanb -0.10 -0.02 -0.08 (-0.18, 0.03) 0.143  

SEb 0.038 0.037    

95% CIb -0.17, -0.03 -0.09, 0.05    

Ls Meanc -0.12 -0.05 -0.07 (-0.20, 0.07) 0.323  

SEc 0.050 0.049    

95% CIc -0.21, -0.02 -0.14, 0.05    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.44 0.50    

SD 0.811 0.847    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 259 248    

Mean -0.20 -0.18    

SD 1.145 1.142    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.22 -0.17 -0.05 (-0.16, 0.06) 0.345  

SEb 0.038 0.039    

95% CIb -0.30, -0.15 -0.25, -0.10    

Ls Meanc -0.24 -0.18 -0.06 (-0.20, 0.07) 0.368  

SEc 0.049 0.050    

95% CIc -0.33, -0.14 -0.27, -0.08    

 

  Day 15 Actual n 299 292    

Mean 0.20 0.18    

SD 0.587 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.41 -0.47    

SD 1.052 1.128    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.14)     

Ls Meanb -0.46 -0.48 0.03 (-0.08, 0.14) 0.642  

SEb 0.040 0.040    

95% CIb -0.54, -0.38 -0.56, -0.40    

Ls Meanc -0.44 -0.47 0.02 (-0.08, 0.12) 0.624  

SEc 0.036 0.036    

95% CIc -0.51, -0.37 -0.54, -0.39    

 

  Day 29 Actual n 250 239    

Mean 0.15 0.08    

SD 0.531 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 202 200    

Mean -0.44 -0.55    

SD 0.940 1.055    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.02, 0.25)     

Ls Meanb -0.48 -0.61 0.13 (0.02, 0.25) 0.019  

SEb 0.040 0.040    

95% CIb -0.55, -0.40 -0.69, -0.53    

Ls Meanc -0.47 -0.53 0.06 (-0.02, 0.14) 0.121  

SEc 0.029 0.029    

95% CIc -0.53, -0.41 -0.59, -0.48    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.37 -0.39 0.02 (-0.03, 0.06) 0.421  

 

  Baseline Actual n 306 314  0.168d  

Mean 0.57 0.66    

SD 0.932 0.984    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 356 362    

Mean 0.47 0.54    

SD 0.816 0.868    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 276 287    

Mean -0.08 -0.13    

SD 0.903 1.016    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.09)     

Ls Meanb -0.10 -0.09 -0.01 (-0.11, 0.08) 0.776  

SEb 0.035 0.035    

95% CIb -0.17, -0.04 -0.16, -0.02    

Ls Meanc -0.12 -0.12 -0.01 (-0.13, 0.12) 0.884  

SEc 0.045 0.045    

95% CIc -0.21, -0.04 -0.20, -0.03    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.39 0.44    

SD 0.791 0.808    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 259 248    

Mean -0.17 -0.22    

SD 1.077 1.136    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.08)     

Ls Meanb -0.20 -0.18 -0.02 (-0.12, 0.08) 0.652  

SEb 0.035 0.036    

95% CIb -0.27, -0.13 -0.25, -0.11    

Ls Meanc -0.22 -0.20 -0.03 (-0.16, 0.10) 0.673  

SEc 0.047 0.048    

95% CIc -0.32, -0.13 -0.29, -0.10    

 

  Day 15 Actual n 299 292    

Mean 0.17 0.14    

SD 0.517 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.39 -0.49    

SD 0.998 1.112    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.16)     

Ls Meanb -0.43 -0.48 0.05 (-0.06, 0.15) 0.384  

SEb 0.037 0.037    

95% CIb -0.51, -0.36 -0.55, -0.41    

Ls Meanc -0.43 -0.47 0.03 (-0.05, 0.12) 0.447  

SEc 0.032 0.032    

95% CIc -0.50, -0.37 -0.53, -0.41    

 

  Day 29 Actual n 250 239    

Mean 0.11 0.06    

SD 0.421 0.284    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 202 200    

Mean -0.42 -0.55    

SD 0.928 1.036    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.02, 0.20)     

Ls Meanb -0.46 -0.55 0.09 (-0.02, 0.19) 0.100  

SEb 0.037 0.037    

95% CIb -0.54, -0.39 -0.62, -0.48    

Ls Meanc -0.46 -0.51 0.05 (-0.02, 0.13) 0.148  

SEc 0.026 0.026    

95% CIc -0.51, -0.41 -0.57, -0.46    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.43 -0.44 0.01 (-0.02, 0.04) 0.485  

 

  Baseline Actual n 305 314  0.008d  

Mean 0.63 0.61    

SD 0.784 0.760    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 356 362    

Mean 0.46 0.38    

SD 0.697 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 287    

Mean -0.14 -0.26    

SD 0.775 0.734    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.05, 0.24)     

Ls Meanb -0.15 -0.26 0.11 (0.04, 0.18) 0.003  

SEb 0.027 0.026    

95% CIb -0.20, -0.09 -0.31, -0.20    

Ls Meanc -0.15 -0.26 0.11 (0.01, 0.21) 0.025  

SEc 0.036 0.035    

95% CIc -0.22, -0.08 -0.33, -0.19    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.30 0.30    

SD 0.573 0.578    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 258 248    

Mean -0.32 -0.31    

SD 0.804 0.740    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.35 -0.34 -0.01 (-0.08, 0.07) 0.836  

SEb 0.027 0.028    

95% CIb -0.40, -0.29 -0.39, -0.28    

Ls Meanc -0.31 -0.32 0.01 (-0.09, 0.10) 0.854  

SEc 0.034 0.034    

95% CIc -0.38, -0.25 -0.39, -0.26    

 

  Day 15 Actual n 299 292    

Mean 0.16 0.13    

SD 0.416 0.381    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 224    

Mean -0.46 -0.51    

SD 0.759 0.746    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.47 -0.49 0.02 (-0.06, 0.10) 0.568  

SEb 0.029 0.029    

95% CIb -0.52, -0.41 -0.55, -0.43    

Ls Meanc -0.47 -0.51 0.04 (-0.03, 0.12) 0.231  

SEc 0.026 0.026    

95% CIc -0.52, -0.41 -0.56, -0.46    

 

  Day 29 Actual n 250 239    

Mean 0.08 0.08    

SD 0.331 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 200    

Mean -0.45 -0.55    

SD 0.754 0.768    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.52 -0.55 0.02 (-0.06, 0.10) 0.573  

SEb 0.029 0.029    

95% CIb -0.58, -0.47 -0.60, -0.49    

Ls Meanc -0.50 -0.51 0.01 (-0.05, 0.07) 0.724  

SEc 0.021 0.021    

95% CIc -0.54, -0.46 -0.55, -0.47    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.05 (0.01, 0.09)     

Ls Meanb -0.26 -0.30 0.04 (0.00, 0.08) 0.027  

 

  Baseline Actual n 306 314  0.007d  

Mean 0.50 0.48    

SD 0.839 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 356 362    

Mean 0.37 0.34    

SD 0.740 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 276 287    

Mean -0.13 -0.11    

SD 0.780 0.778    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.11 -0.13 0.01 (-0.08, 0.10) 0.819  

SEb 0.032 0.032    

95% CIb -0.18, -0.05 -0.19, -0.06    

Ls Meanc -0.13 -0.12 -0.01 (-0.11, 0.10) 0.892  

SEc 0.039 0.038    

95% CIc -0.20, -0.05 -0.19, -0.04    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.27 0.30    

SD 0.684 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 259 248    

Mean -0.20 -0.21    

SD 0.872 0.896    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.07)     

Ls Meanb -0.19 -0.16 -0.03 (-0.12, 0.06) 0.521  

SEb 0.032 0.033    

95% CIb -0.25, -0.13 -0.23, -0.10    

Ls Meanc -0.20 -0.21 0.00 (-0.11, 0.12) 0.968  

SEc 0.041 0.042    

95% CIc -0.29, -0.12 -0.29, -0.12    

 

  Day 15 Actual n 299 292    

Mean 0.17 0.09    

SD 0.540 0.387    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.23 -0.37    

SD 0.835 0.852    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.14 (0.02, 0.25)     

Ls Meanb -0.27 -0.39 0.11 (0.02, 0.21) 0.020  

SEb 0.034 0.034    

95% CIb -0.34, -0.21 -0.45, -0.32    

Ls Meanc -0.25 -0.36 0.11 (0.02, 0.20) 0.013  

SEc 0.032 0.032    

95% CIc -0.31, -0.18 -0.42, -0.29    

 

  Day 29 Actual n 250 239    

Mean 0.10 0.09    

SD 0.368 0.338    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 202 200    

Mean -0.33 -0.40    

SD 0.842 0.844    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.20)     

Ls Meanb -0.33 -0.40 0.07 (-0.03, 0.16) 0.161  

SEb 0.035 0.035    

95% CIb -0.40, -0.26 -0.47, -0.33    

Ls Meanc -0.34 -0.38 0.04 (-0.03, 0.11) 0.290  

SEc 0.025 0.025    

95% CIc -0.39, -0.30 -0.43, -0.33    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.45 -0.46 0.01 (-0.02, 0.04) 0.462  

 

  Baseline Actual n 305 314  0.001d  

Mean 0.59 0.65    

SD 0.810 0.849    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 356 362    

Mean 0.36 0.34    

SD 0.676 0.660    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 287    

Mean -0.19 -0.34    

SD 0.811 0.816    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.23 -0.28 0.05 (-0.03, 0.12) 0.215  

SEb 0.027 0.027    

95% CIb -0.28, -0.18 -0.33, -0.23    

Ls Meanc -0.23 -0.30 0.07 (-0.03, 0.17) 0.145  

SEc 0.036 0.036    

95% CIc -0.30, -0.16 -0.37, -0.23    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.25 0.20    

SD 0.615 0.531    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 258 248    

Mean -0.34 -0.46    

SD 0.832 0.921    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.38 -0.40 0.02 (-0.05, 0.10) 0.561  

SEb 0.028 0.028    

95% CIb -0.43, -0.32 -0.46, -0.35    

Ls Meanc -0.38 -0.42 0.04 (-0.06, 0.13) 0.448  

SEc 0.034 0.035    

95% CIc -0.45, -0.32 -0.49, -0.35    

 

  Day 15 Actual n 299 292    

Mean 0.10 0.10    

SD 0.409 0.348    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 224    

Mean -0.45 -0.56    

SD 0.857 0.861    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.50 -0.51 0.01 (-0.07, 0.09) 0.801  

SEb 0.029 0.030    

95% CIb -0.56, -0.45 -0.57, -0.46    

Ls Meanc -0.50 -0.51 0.01 (-0.06, 0.08) 0.778  

SEc 0.025 0.025    

95% CIc -0.55, -0.45 -0.56, -0.46    

 

  Day 29 Actual n 250 239    

Mean 0.06 0.11    

SD 0.305 0.362    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 201 200    

Mean -0.49 -0.52    

SD 0.843 0.808    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.06)     

Ls Meanb -0.54 -0.51 -0.03 (-0.12, 0.05) 0.450  

SEb 0.030 0.030    

95% CIb -0.60, -0.48 -0.57, -0.45    

Ls Meanc -0.53 -0.49 -0.03 (-0.10, 0.03) 0.295  

SEc 0.023 0.023    

95% CIc -0.57, -0.48 -0.54, -0.45    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.09 -0.09 0.00 (-0.01, 0.01) 0.471  

 

  Baseline Actual n 306 314  0.143d  

Mean 0.14 0.09    

SD 0.534 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 356 362    

Mean 0.06 0.04    

SD 0.304 0.275    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 276 287    

Mean -0.07 -0.03    

SD 0.499 0.382    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.05, 0.08)     

Ls Meanb -0.05 -0.05 0.01 (-0.03, 0.04) 0.677  

SEb 0.012 0.011    

95% CIb -0.07, -0.02 -0.07, -0.03    

Ls Meanc -0.05 -0.05 0.00 (-0.05, 0.05) 0.929  

SEc 0.017 0.017    

95% CIc -0.09, -0.02 -0.09, -0.02    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 322    

Mean 0.03 0.03    

SD 0.239 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 259 248    

Mean -0.09 -0.04    

SD 0.556 0.470    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.06)     

Ls Meanb -0.06 -0.06 -0.01 (-0.04, 0.03) 0.693  

SEb 0.012 0.012    

95% CIb -0.09, -0.04 -0.08, -0.03    

Ls Meanc -0.07 -0.06 -0.01 (-0.06, 0.04) 0.752  

SEc 0.017 0.017    

95% CIc -0.10, -0.03 -0.09, -0.03    

 

  Day 15 Actual n 299 292    

Mean 0.01 0.01    

SD 0.141 0.117    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 228 224    

Mean -0.13 -0.07    

SD 0.563 0.328    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.07, 0.08)     

Ls Meanb -0.10 -0.10 0.00 (-0.03, 0.04) 0.821  

SEb 0.013 0.013    

95% CIb -0.12, -0.07 -0.13, -0.08    

Ls Meanc -0.09 -0.11 0.01 (-0.01, 0.03) 0.194  

SEc 0.008 0.008    

95% CIc -0.11, -0.08 -0.12, -0.09    

 

  Day 29 Actual n 250 239    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 202 200    

Mean -0.16 -0.08    

SD 0.594 0.346    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.07)     

Ls Meanb -0.11 -0.11 0.00 (-0.04, 0.03) 0.871  

SEb 0.013 0.013    

95% CIb -0.14, -0.09 -0.14, -0.08    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Low risk Body Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.05, 0.10)     

Ls Meanb -0.72 -0.74 0.02 (-0.06, 0.11) 0.569  

 

  Baseline Actual n 42 40    

Mean 0.90 0.90    

SD 1.122 1.033    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 43 41    

Mean 0.49 0.46    

SD 0.856 0.745    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 39 38    

Mean -0.49 -0.42    

SD 0.970 0.976    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.22, 0.19)     

Ls Meanb -0.44 -0.42 -0.02 (-0.24, 0.21) 0.889  

SEb 0.080 0.081    

95% CIb -0.60, -0.28 -0.58, -0.26    

Ls Meanc -0.49 -0.47 -0.03 (-0.34, 0.29) 0.875  

SEc 0.114 0.115    

95% CIc -0.72, -0.27 -0.70, -0.24    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.26 0.13    

SD 0.587 0.469    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 36    

Mean -0.59 -0.67    

SD 0.993 0.894    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.12, 0.29)     

Ls Meanb -0.65 -0.74 0.09 (-0.13, 0.32) 0.418  

SEb 0.080 0.083    

95% CIb -0.81, -0.49 -0.91, -0.58    

Ls Meanc -0.60 -0.71 0.11 (-0.12, 0.33) 0.343  

SEc 0.079 0.082    

95% CIc -0.76, -0.45 -0.87, -0.55    

 

  Day 15 Actual n 39 32    

Mean 0.13 0.06    

SD 0.409 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.86 -0.69    

SD 1.089 0.930    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.17, 0.28)     

Ls Meanb -0.78 -0.84 0.06 (-0.18, 0.30) 0.632  

SEb 0.084 0.090    

95% CIb -0.95, -0.62 -1.02, -0.67    

Ls Meanc -0.76 -0.82 0.06 (-0.10, 0.22) 0.457  

SEc 0.055 0.060    

95% CIc -0.87, -0.65 -0.94, -0.70    

 

  Day 29 Actual n 33 29    

Mean 0.15 0.10    

SD 0.508 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 31 26    

Mean -0.97 -0.88    

SD 1.140 1.107    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.30, 0.15)     

Ls Meanb -0.84 -0.76 -0.08 (-0.33, 0.16) 0.513  

SEb 0.085 0.091    

95% CIb -1.01, -0.67 -0.94, -0.58    

Ls Meanc -0.94 -0.92 -0.02 (-0.22, 0.18) 0.833  

SEc 0.066 0.072    

95% CIc -1.07, -0.81 -1.06, -0.77    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.00)     

Ls Meanb -0.59 -0.57 -0.02 (-0.05, 0.00) 0.096  

 

  Baseline Actual n 42 40    

Mean 0.64 0.58    

SD 0.932 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 43 41    

Mean 0.23 0.27    

SD 0.571 0.593    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 38    

Mean -0.46 -0.34    

SD 0.790 0.669    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.40 -0.38 -0.01 (-0.13, 0.11) 0.846  

SEb 0.042 0.043    

95% CIb -0.48, -0.31 -0.47, -0.30    

Ls Meanc -0.42 -0.38 -0.05 (-0.27, 0.18) 0.686  

SEc 0.080 0.080    

95% CIc -0.58, -0.27 -0.54, -0.22    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.02 0.10    

SD 0.154 0.307    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 39 36    

Mean -0.59 -0.44    

SD 0.966 0.695    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.07)     

Ls Meanb -0.60 -0.54 -0.06 (-0.18, 0.06) 0.303  

SEb 0.042 0.044    

95% CIb -0.68, -0.52 -0.62, -0.45    

Ls Meanc -0.56 -0.50 -0.06 (-0.16, 0.04) 0.262  

SEc 0.037 0.038    

95% CIc -0.63, -0.49 -0.57, -0.42    

 

  Day 15 Actual n 39 32    

Mean 0.03 0.06    

SD 0.160 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.69 -0.55    

SD 0.963 0.783    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.11)     

Ls Meanb -0.62 -0.59 -0.04 (-0.17, 0.09) 0.567  

SEb 0.044 0.049    

95% CIb -0.71, -0.54 -0.68, -0.49    

Ls Meanc -0.64 -0.60 -0.03 (-0.09, 0.03) 0.313  

SEc 0.022 0.023    

95% CIc -0.68, -0.59 -0.65, -0.56    

 

  Day 29 Actual n 33 29    

Mean 0.03 0.03    

SD 0.174 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 31 26    

Mean -0.68 -0.54    

SD 0.909 0.706    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.17, 0.16)     

Ls Meanb -0.62 -0.62 0.00 (-0.14, 0.13) 0.968  

SEb 0.047 0.051    

95% CIb -0.71, -0.53 -0.72, -0.52    

Ls Meanc -0.61 -0.61 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.61, -0.61 -0.61, -0.61    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.08 (-0.15, -0.01)     

Ls Meanb -0.47 -0.41 -0.06 (-0.12, 0.00) 0.033  

 

  Baseline Actual n 42 40    

Mean 0.57 0.53    

SD 0.668 0.847    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 43 41    

Mean 0.35 0.37    

SD 0.529 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 38    

Mean -0.26 -0.21    

SD 0.751 0.741    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.24, 0.18)     

Ls Meanb -0.24 -0.22 -0.02 (-0.18, 0.14) 0.789  

SEb 0.057 0.057    

95% CIb -0.36, -0.13 -0.34, -0.11    

Ls Meanc -0.28 -0.25 -0.03 (-0.27, 0.22) 0.813  

SEc 0.088 0.089    

95% CIc -0.45, -0.10 -0.42, -0.07    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.19 0.38    

SD 0.397 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 39 36    

Mean -0.36 -0.22    

SD 0.668 0.797    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.20 (-0.41, 0.01)     

Ls Meanb -0.38 -0.22 -0.15 (-0.31, 0.01) 0.062  

SEb 0.056 0.059    

95% CIb -0.49, -0.26 -0.34, -0.11    

Ls Meanc -0.38 -0.23 -0.15 (-0.38, 0.08) 0.202  

SEc 0.081 0.085    

95% CIc -0.54, -0.22 -0.40, -0.06    

 

  Day 15 Actual n 39 32    

Mean 0.03 0.06    

SD 0.160 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.63 -0.48    

SD 0.646 0.785    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.31, 0.14)     

Ls Meanb -0.56 -0.49 -0.07 (-0.24, 0.10) 0.448  

SEb 0.060 0.064    

95% CIb -0.67, -0.44 -0.61, -0.36    

Ls Meanc -0.58 -0.53 -0.05 (-0.15, 0.04) 0.268  

SEc 0.032 0.035    

95% CIc -0.65, -0.52 -0.60, -0.46    

 

  Day 29 Actual n 33 29    

Mean 0.09 0.07    

SD 0.292 0.258    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 31 26    

Mean -0.52 -0.35    

SD 0.677 0.689    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.13 (-0.35, 0.10)     

Ls Meanb -0.52 -0.42 -0.10 (-0.27, 0.08) 0.279  

SEb 0.061 0.065    

95% CIb -0.63, -0.40 -0.55, -0.29    

Ls Meanc -0.44 -0.43 -0.01 (-0.15, 0.13) 0.901  

SEc 0.048 0.052    

95% CIc -0.54, -0.35 -0.54, -0.33    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.10)     

Ls Meanb -0.52 -0.51 -0.01 (-0.10, 0.08) 0.808  

 

  Baseline Actual n 42 40    

Mean 0.93 0.78    

SD 0.808 0.698    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 43 41    

Mean 0.84 0.71    

SD 0.814 0.814    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

   Change n 39 38    

Mean -0.18 -0.11    

SD 0.556 0.798    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.21, 0.38)     

Ls Meanb -0.07 -0.13 0.07 (-0.16, 0.29) 0.565  

SEb 0.080 0.081    

95% CIb -0.22, 0.09 -0.29, 0.03    

Ls Meanc -0.14 -0.14 0.00 (-0.30, 0.30) 0.989  

SEc 0.106 0.107    

95% CIc -0.35, 0.07 -0.35, 0.07    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.67 0.51    

SD 0.687 0.721    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 3.00    

 

   Change n 39 36    

Mean -0.26 -0.22    

SD 0.637 0.760    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.24, 0.36)     

Ls Meanb -0.22 -0.26 0.05 (-0.18, 0.27) 0.680  

SEb 0.080 0.083    

95% CIb -0.37, -0.06 -0.43, -0.10    

Ls Meanc -0.21 -0.27 0.05 (-0.23, 0.33) 0.710  

SEc 0.099 0.103    

95% CIc -0.41, -0.02 -0.47, -0.06    

 

  Day 15 Actual n 39 32    

Mean 0.28 0.19    

SD 0.560 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.69 -0.45    

SD 0.718 0.632    

Min -2.00 -1.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.41, 0.22)     

Ls Meanb -0.64 -0.57 -0.07 (-0.31, 0.17) 0.550  

SEb 0.084 0.089    

95% CIb -0.80, -0.47 -0.74, -0.39    

Ls Meanc -0.58 -0.55 -0.02 (-0.25, 0.20) 0.844  

SEc 0.076 0.082    

95% CIc -0.73, -0.42 -0.72, -0.39    

 

  Day 29 Actual n 33 29    

Mean 0.12 0.03    

SD 0.485 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 31 26    

Mean -0.94 -0.62    

SD 0.772 0.804    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.40, 0.24)     

Ls Meanb -0.77 -0.71 -0.06 (-0.30, 0.18) 0.632  

SEb 0.085 0.090    

95% CIb -0.93, -0.60 -0.88, -0.53    

Ls Meanc -0.77 -0.81 0.04 (-0.17, 0.25) 0.728  

SEc 0.070 0.076    

95% CIc -0.91, -0.63 -0.96, -0.65    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.07, 0.05)     

Ls Meanb -0.21 -0.21 0.00 (-0.04, 0.03) 0.791  

 

  Baseline Actual n 42 40    

Mean 0.29 0.28    

SD 0.636 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 43 41    

Mean 0.21 0.12    

SD 0.466 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 39 38    

Mean -0.08 -0.11    

SD 0.623 0.606    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.11, 0.32)     

Ls Meanb -0.07 -0.13 0.06 (-0.07, 0.19) 0.351  

SEb 0.046 0.047    

95% CIb -0.16, 0.02 -0.22, -0.04    

Ls Meanc -0.08 -0.14 0.06 (-0.12, 0.24) 0.511  

SEc 0.065 0.065    

95% CIc -0.21, 0.05 -0.27, -0.01    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 62 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.12 0.10    

SD 0.328 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 39 36    

Mean -0.18 -0.11    

SD 0.683 0.523    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.24, 0.19)     

Ls Meanb -0.16 -0.14 -0.02 (-0.15, 0.11) 0.808  

SEb 0.046 0.048    

95% CIb -0.25, -0.07 -0.23, -0.05    

Ls Meanc -0.17 -0.17 0.00 (-0.18, 0.18) 0.985  

SEc 0.063 0.065    

95% CIc -0.29, -0.04 -0.30, -0.04    

 

  Day 15 Actual n 39 32    

Mean 0.03 0.03    

SD 0.160 0.177    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.26 -0.31    

SD 0.611 0.604    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.25)     

Ls Meanb -0.27 -0.28 0.01 (-0.13, 0.15) 0.901  

SEb 0.048 0.053    

95% CIb -0.36, -0.17 -0.38, -0.17    

Ls Meanc -0.28 -0.28 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.28, -0.28 -0.28, -0.28    

 

  Day 29 Actual n 33 29    

Mean 0.00 0.03    

SD 0.000 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 31 26    

Mean -0.29 -0.31    

SD 0.643 0.618    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.28, 0.21)     

Ls Meanb -0.28 -0.26 -0.02 (-0.17, 0.12) 0.770  

SEb 0.051 0.055    

95% CIb -0.38, -0.18 -0.36, -0.15    

Ls Meanc -0.31 -0.28 -0.03 (-0.10, 0.04) 0.338  

SEc 0.024 0.026    

95% CIc -0.36, -0.26 -0.33, -0.23    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.07 (-0.16, 0.02)     

Ls Meanb -0.10 -0.07 -0.03 (-0.07, 0.01) 0.145  

 

  Baseline Actual n 42 40    

Mean 0.14 0.13    

SD 0.472 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 43 41    

Mean 0.23 0.15    

SD 0.527 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 38    

Mean 0.05 0.00    

SD 0.605 0.232    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.24 (-0.02, 0.50)     

Ls Meanb 0.07 -0.04 0.11 (-0.01, 0.23) 0.072  

SEb 0.044 0.045    

95% CIb -0.02, 0.15 -0.13, 0.04    

Ls Meanc 0.05 -0.04 0.09 (-0.08, 0.26) 0.304  

SEc 0.062 0.062    

95% CIc -0.08, 0.17 -0.16, 0.08    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.14 0.10    

SD 0.417 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 39 36    

Mean -0.03 0.00    

SD 0.584 0.632    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.17, 0.36)     

Ls Meanb 0.00 -0.04 0.04 (-0.08, 0.17) 0.495  

SEb 0.044 0.046    

95% CIb -0.09, 0.09 -0.13, 0.05    

Ls Meanc 0.01 -0.03 0.04 (-0.17, 0.25) 0.707  

SEc 0.075 0.078    

95% CIc -0.14, 0.16 -0.18, 0.13    

 

  Day 15 Actual n 39 32    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 66 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.14 -0.10    

SD 0.494 0.409    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.31, 0.26)     

Ls Meanb -0.13 -0.12 -0.01 (-0.14, 0.12) 0.860  

SEb 0.046 0.050    

95% CIb -0.22, -0.04 -0.22, -0.02    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 29 Actual n 33 29    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 31 26    

Mean -0.13 -0.12    

SD 0.499 0.431    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.36, 0.22)     

Ls Meanb -0.16 -0.12 -0.03 (-0.17, 0.10) 0.613  

SEb 0.047 0.051    

95% CIb -0.25, -0.07 -0.22, -0.03    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 67 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.07)     

Ls Meanb -1.01 -0.99 -0.02 (-0.11, 0.07) 0.718  

 

  Baseline Actual n 42 40    

Mean 1.36 1.35    

SD 1.032 0.949    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 43 41    

Mean 0.93 0.85    

SD 0.936 0.853    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 39 38    

Mean -0.54 -0.45    

SD 0.942 0.921    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.24, 0.30)     

Ls Meanb -0.48 -0.50 0.03 (-0.24, 0.29) 0.841  

SEb 0.096 0.097    

95% CIb -0.66, -0.29 -0.70, -0.31    

Ls Meanc -0.48 -0.47 -0.01 (-0.37, 0.35) 0.957  

SEc 0.128 0.129    

95% CIc -0.73, -0.22 -0.72, -0.21    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.57 0.54    

SD 0.801 0.790    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 39 36    

Mean -0.74 -0.72    

SD 0.785 1.137    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.23, 0.31)     

Ls Meanb -0.78 -0.82 0.04 (-0.23, 0.31) 0.781  

SEb 0.096 0.100    

95% CIb -0.97, -0.60 -1.02, -0.63    

Ls Meanc -0.71 -0.77 0.05 (-0.29, 0.39) 0.759  

SEc 0.120 0.125    

95% CIc -0.95, -0.47 -1.02, -0.52    

 

  Day 15 Actual n 39 32    

Mean 0.21 0.19    

SD 0.469 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -1.20 -1.10    

SD 0.964 1.012    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.30, 0.28)     

Ls Meanb -1.14 -1.13 -0.01 (-0.30, 0.28) 0.944  

SEb 0.101 0.109    

95% CIb -1.34, -0.94 -1.34, -0.92    

Ls Meanc -1.15 -1.14 -0.01 (-0.23, 0.21) 0.916  

SEc 0.076 0.083    

95% CIc -1.30, -1.00 -1.31, -0.97    

 

  Day 29 Actual n 33 29    

Mean 0.15 0.10    

SD 0.508 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 31 26    

Mean -1.39 -1.12    

SD 0.955 1.071    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.41, 0.20)     

Ls Meanb -1.30 -1.19 -0.10 (-0.40, 0.19) 0.493  

SEb 0.104 0.111    

95% CIb -1.50, -1.09 -1.41, -0.98    

Ls Meanc -1.28 -1.25 -0.03 (-0.25, 0.19) 0.787  

SEc 0.076 0.082    

95% CIc -1.43, -1.12 -1.41, -1.08    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.88 -0.88 0.00 (-0.09, 0.09) 0.999  

 

  Baseline Actual n 42 40    

Mean 1.24 1.03    

SD 0.983 1.074    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 43 41    

Mean 0.53 0.32    

SD 0.702 0.567    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 38    

Mean -0.72 -0.74    

SD 0.944 1.245    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.19 (-0.05, 0.43)     

Ls Meanb -0.60 -0.79 0.19 (-0.05, 0.44) 0.125  

SEb 0.088 0.090    

95% CIb -0.77, -0.43 -0.97, -0.62    

Ls Meanc -0.63 -0.85 0.22 (-0.08, 0.51) 0.147  

SEc 0.105 0.106    

95% CIc -0.84, -0.42 -1.06, -0.63    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.36 0.41    

SD 0.692 0.715    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 39 36    

Mean -0.82 -0.67    

SD 0.997 1.171    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.24, 0.24)     

Ls Meanb -0.78 -0.78 0.00 (-0.25, 0.25) 0.994  

SEb 0.088 0.092    

95% CIb -0.96, -0.61 -0.96, -0.60    

Ls Meanc -0.74 -0.76 0.02 (-0.28, 0.32) 0.887  

SEc 0.105 0.109    

95% CIc -0.95, -0.53 -0.98, -0.55    

 

  Day 15 Actual n 39 32    

Mean 0.21 0.13    

SD 0.522 0.492    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -1.06 -0.90    

SD 1.110 1.291    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.19, 0.33)     

Ls Meanb -0.92 -0.99 0.07 (-0.19, 0.34) 0.588  

SEb 0.093 0.100    

95% CIb -1.10, -0.74 -1.19, -0.80    

Ls Meanc -0.93 -1.00 0.07 (-0.19, 0.34) 0.592  

SEc 0.090 0.099    

95% CIc -1.11, -0.75 -1.20, -0.81    

 

  Day 29 Actual n 33 29    

Mean 0.15 0.03    

SD 0.442 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 31 26    

Mean -1.16 -1.12    

SD 0.969 1.143    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.31, 0.22)     

Ls Meanb -1.09 -1.04 -0.04 (-0.32, 0.23) 0.758  

SEb 0.095 0.102    

95% CIb -1.27, -0.90 -1.24, -0.84    

Ls Meanc -1.11 -1.17 0.06 (-0.12, 0.23) 0.513  

SEc 0.058 0.063    

95% CIc -1.23, -1.00 -1.30, -1.04    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.77 -0.78 0.00 (-0.10, 0.10) 0.959  

 

  Baseline Actual n 42 40    

Mean 0.95 1.08    

SD 1.125 1.023    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 43 41    

Mean 0.56 0.51    

SD 0.854 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 39 38    

Mean -0.51 -0.58    

SD 0.970 0.948    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.20, 0.26)     

Ls Meanb -0.49 -0.53 0.03 (-0.22, 0.28) 0.805  

SEb 0.088 0.090    

95% CIb -0.67, -0.32 -0.70, -0.35    

Ls Meanc -0.55 -0.58 0.03 (-0.30, 0.36) 0.866  

SEc 0.118 0.118    

95% CIc -0.79, -0.32 -0.82, -0.35    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.33 0.33    

SD 0.721 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 39 36    

Mean -0.56 -0.69    

SD 1.021 0.980    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.21, 0.26)     

Ls Meanb -0.67 -0.70 0.03 (-0.22, 0.28) 0.828  

SEb 0.088 0.092    

95% CIb -0.85, -0.50 -0.88, -0.52    

Ls Meanc -0.62 -0.67 0.05 (-0.24, 0.35) 0.721  

SEc 0.104 0.107    

95% CIc -0.82, -0.41 -0.88, -0.46    

 

  Day 15 Actual n 39 32    

Mean 0.15 0.19    

SD 0.432 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.86 -0.79    

SD 1.089 1.177    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.28, 0.22)     

Ls Meanb -0.82 -0.79 -0.03 (-0.30, 0.24) 0.819  

SEb 0.093 0.099    

95% CIb -1.00, -0.64 -0.99, -0.60    

Ls Meanc -0.83 -0.78 -0.06 (-0.32, 0.21) 0.671  

SEc 0.090 0.097    

95% CIc -1.01, -0.65 -0.97, -0.58    

 

  Day 29 Actual n 33 29    

Mean 0.18 0.14    

SD 0.528 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 31 26    

Mean -0.87 -1.00    

SD 1.056 1.166    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.30, 0.19)     

Ls Meanb -0.90 -0.84 -0.06 (-0.33, 0.21) 0.668  

SEb 0.094 0.100    

95% CIb -1.08, -0.71 -1.03, -0.64    

Ls Meanc -0.94 -0.91 -0.04 (-0.27, 0.19) 0.737  

SEc 0.078 0.084    

95% CIc -1.10, -0.79 -1.07, -0.74    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.30 -0.31 0.00 (-0.03, 0.03) 0.828  

 

  Baseline Actual n 42 40    

Mean 0.45 0.20    

SD 0.772 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 43 41    

Mean 0.26 0.10    

SD 0.621 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 39 38    

Mean -0.26 -0.13    

SD 1.019 0.414    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.22 (0.04, 0.39)     

Ls Meanb -0.13 -0.26 0.13 (0.03, 0.24) 0.015  

SEb 0.039 0.039    

95% CIb -0.20, -0.05 -0.34, -0.19    

Ls Meanc -0.10 -0.25 0.15 (-0.08, 0.37) 0.197  

SEc 0.080 0.081    

95% CIc -0.26, 0.06 -0.41, -0.09    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.05 0.05    

SD 0.216 0.223    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 39 36    

Mean -0.31 -0.17    

SD 0.521 0.447    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.15)     

Ls Meanb -0.30 -0.29 -0.02 (-0.13, 0.09) 0.749  

SEb 0.039 0.040    

95% CIb -0.38, -0.23 -0.37, -0.21    

Ls Meanc -0.24 -0.24 0.00 (-0.09, 0.08) 0.970  

SEc 0.030 0.031    

95% CIc -0.30, -0.18 -0.30, -0.18    

 

  Day 15 Actual n 39 32    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.49 -0.21    

SD 0.818 0.412    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.22, 0.16)     

Ls Meanb -0.36 -0.34 -0.02 (-0.14, 0.10) 0.774  

SEb 0.041 0.044    

95% CIb -0.44, -0.28 -0.43, -0.25    

Ls Meanc -0.36 -0.36 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.36, -0.36 -0.36, -0.36    

 

  Day 29 Actual n 33 29    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 31 26    

Mean -0.48 -0.27    

SD 0.811 0.452    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.26, 0.14)     

Ls Meanb -0.37 -0.33 -0.04 (-0.16, 0.08) 0.538  

SEb 0.043 0.046    

95% CIb -0.45, -0.28 -0.42, -0.24    

Ls Meanc -0.39 -0.39 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.39, -0.39 -0.39, -0.39    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.08 (-0.03, 0.18)     

Ls Meanb -0.43 -0.51 0.08 (-0.03, 0.19) 0.142  

 

  Baseline Actual n 42 40    

Mean 0.74 0.58    

SD 1.061 0.931    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 43 41    

Mean 0.42 0.37    

SD 0.794 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 39 38    

Mean -0.33 -0.24    

SD 0.869 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.19, 0.26)     

Ls Meanb -0.24 -0.28 0.04 (-0.19, 0.26) 0.758  

SEb 0.081 0.083    

95% CIb -0.40, -0.08 -0.44, -0.12    

Ls Meanc -0.30 -0.30 0.00 (-0.29, 0.30) 0.992  

SEc 0.106 0.106    

95% CIc -0.51, -0.09 -0.51, -0.09    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.36 0.28    

SD 0.727 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 39 36    

Mean -0.36 -0.33    

SD 0.959 0.986    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.16, 0.29)     

Ls Meanb -0.31 -0.38 0.07 (-0.16, 0.29) 0.571  

SEb 0.081 0.084    

95% CIb -0.47, -0.15 -0.54, -0.21    

Ls Meanc -0.34 -0.42 0.08 (-0.23, 0.39) 0.597  

SEc 0.109 0.113    

95% CIc -0.55, -0.12 -0.64, -0.19    

 

  Day 15 Actual n 39 32    

Mean 0.18 0.09    

SD 0.556 0.390    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.54 -0.55    

SD 0.852 0.870    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.15, 0.33)     

Ls Meanb -0.49 -0.57 0.09 (-0.15, 0.33) 0.478  

SEb 0.085 0.089    

95% CIb -0.65, -0.32 -0.75, -0.40    

Ls Meanc -0.51 -0.61 0.09 (-0.12, 0.31) 0.377  

SEc 0.073 0.079    

95% CIc -0.66, -0.37 -0.77, -0.45    

 

  Day 29 Actual n 33 29    

Mean 0.06 0.00    

SD 0.348 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 31 26    

Mean -0.61 -0.62    

SD 0.919 0.941    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.19, 0.29)     

Ls Meanb -0.53 -0.57 0.05 (-0.19, 0.29) 0.690  

SEb 0.085 0.089    

95% CIb -0.69, -0.36 -0.75, -0.40    

Ls Meanc -0.58 -0.65 0.06 (-0.07, 0.20) 0.342  

SEc 0.046 0.050    

95% CIc -0.67, -0.49 -0.75, -0.55    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.02 (-0.10, 0.15)     

Ls Meanb -0.41 -0.43 0.02 (-0.09, 0.14) 0.699  

 

  Baseline Actual n 42 40    

Mean 0.79 0.45    

SD 1.071 0.815    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 43 41    

Mean 0.42 0.32    

SD 0.731 0.722    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 39 38    

Mean -0.41 -0.16    

SD 0.850 0.823    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.25, 0.23)     

Ls Meanb -0.25 -0.24 -0.01 (-0.24, 0.22) 0.934  

SEb 0.082 0.084    

95% CIb -0.41, -0.09 -0.41, -0.08    

Ls Meanc -0.31 -0.27 -0.04 (-0.33, 0.25) 0.781  

SEc 0.104 0.104    

95% CIc -0.52, -0.11 -0.48, -0.07    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.38 0.23    

SD 0.731 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 39 36    

Mean -0.38 -0.25    

SD 0.963 0.874    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.17, 0.32)     

Ls Meanb -0.27 -0.34 0.07 (-0.16, 0.30) 0.552  

SEb 0.082 0.085    

95% CIb -0.43, -0.11 -0.51, -0.17    

Ls Meanc -0.30 -0.40 0.10 (-0.21, 0.40) 0.533  

SEc 0.108 0.112    

95% CIc -0.52, -0.09 -0.62, -0.18    

 

  Day 15 Actual n 39 32    

Mean 0.23 0.13    

SD 0.667 0.421    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.54 -0.31    

SD 0.950 0.604    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.22, 0.29)     

Ls Meanb -0.41 -0.45 0.04 (-0.21, 0.28) 0.773  

SEb 0.086 0.090    

95% CIb -0.58, -0.25 -0.63, -0.27    

Ls Meanc -0.44 -0.46 0.02 (-0.23, 0.28) 0.861  

SEc 0.086 0.094    

95% CIc -0.61, -0.26 -0.65, -0.27    

 

  Day 29 Actual n 33 29    

Mean 0.06 0.00    

SD 0.348 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 31 26    

Mean -0.61 -0.50    

SD 0.919 0.812    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.30, 0.20)     

Ls Meanb -0.54 -0.49 -0.05 (-0.29, 0.19) 0.691  

SEb 0.085 0.089    

95% CIb -0.70, -0.37 -0.66, -0.31    

Ls Meanc -0.53 -0.59 0.05 (-0.08, 0.19) 0.429  

SEc 0.045 0.049    

95% CIc -0.62, -0.44 -0.69, -0.49    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.46 -0.45 -0.01 (-0.07, 0.05) 0.796  

 

  Baseline Actual n 42 40    

Mean 0.50 0.65    

SD 0.672 0.770    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 3.00    

 

  Day 3 Actual n 43 41    

Mean 0.19 0.37    

SD 0.394 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 39 38    

Mean -0.36 -0.34    

SD 0.811 0.627    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.41, 0.03)     

Ls Meanb -0.40 -0.26 -0.13 (-0.29, 0.02) 0.094  

SEb 0.056 0.057    

95% CIb -0.51, -0.29 -0.37, -0.15    

Ls Meanc -0.43 -0.30 -0.13 (-0.35, 0.08) 0.223  

SEc 0.077 0.077    

95% CIc -0.58, -0.27 -0.45, -0.14    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.19 0.28    

SD 0.397 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 39 36    

Mean -0.31 -0.44    

SD 0.614 0.735    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.29, 0.15)     

Ls Meanb -0.39 -0.35 -0.05 (-0.21, 0.11) 0.549  

SEb 0.056 0.059    

95% CIb -0.51, -0.28 -0.46, -0.23    

Ls Meanc -0.38 -0.37 -0.01 (-0.22, 0.19) 0.898  

SEc 0.071 0.074    

95% CIc -0.53, -0.24 -0.52, -0.22    

 

  Day 15 Actual n 39 32    

Mean 0.08 0.09    

SD 0.270 0.296    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.51 -0.62    

SD 0.702 0.775    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.21, 0.26)     

Ls Meanb -0.52 -0.54 0.02 (-0.15, 0.19) 0.826  

SEb 0.060 0.063    

95% CIb -0.64, -0.41 -0.67, -0.42    

Ls Meanc -0.55 -0.55 0.00 (-0.13, 0.12) 0.960  

SEc 0.042 0.046    

95% CIc -0.64, -0.47 -0.64, -0.46    

 

  Day 29 Actual n 33 29    

Mean 0.12 0.17    

SD 0.331 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 31 26    

Mean -0.32 -0.46    

SD 0.599 0.582    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.10 (-0.34, 0.14)     

Ls Meanb -0.49 -0.41 -0.07 (-0.25, 0.10) 0.408  

SEb 0.060 0.064    

95% CIb -0.60, -0.37 -0.54, -0.29    

Ls Meanc -0.39 -0.38 -0.01 (-0.16, 0.15) 0.945  

SEc 0.051 0.055    

95% CIc -0.49, -0.29 -0.49, -0.27    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.00 (-0.09, 0.10)     

Ls Meanb -0.12 -0.13 0.00 (-0.05, 0.05) 0.949  

 

  Baseline Actual n 42 40    

Mean 0.17 0.20    

SD 0.490 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 43 41    

Mean 0.26 0.17    

SD 0.581 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 38    

Mean 0.05 0.00    

SD 0.560 0.465    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.14, 0.40)     

Ls Meanb 0.04 -0.03 0.07 (-0.07, 0.20) 0.347  

SEb 0.049 0.050    

95% CIb -0.06, 0.14 -0.13, 0.07    

Ls Meanc 0.04 -0.02 0.06 (-0.14, 0.26) 0.567  

SEc 0.072 0.073    

95% CIc -0.11, 0.18 -0.17, 0.12    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.10 0.23    

SD 0.370 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 39 36    

Mean -0.05 0.06    

SD 0.560 0.715    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.22 (-0.50, 0.06)     

Ls Meanb -0.08 0.03 -0.11 (-0.25, 0.03) 0.120  

SEb 0.049 0.052    

95% CIb -0.17, 0.02 -0.07, 0.13    

Ls Meanc -0.05 0.06 -0.12 (-0.37, 0.13) 0.355  

SEc 0.088 0.091    

95% CIc -0.23, 0.12 -0.12, 0.24    

 

  Day 15 Actual n 39 32    

Mean 0.05 0.00    

SD 0.223 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.14 -0.21    

SD 0.601 0.491    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.19, 0.40)     

Ls Meanb -0.14 -0.19 0.05 (-0.10, 0.20) 0.493  

SEb 0.052 0.056    

95% CIb -0.24, -0.03 -0.30, -0.08    

Ls Meanc -0.14 -0.20 0.06 (-0.03, 0.15) 0.199  

SEc 0.030 0.033    

95% CIc -0.20, -0.08 -0.27, -0.14    

 

  Day 29 Actual n 33 29    

Mean 0.06 0.00    

SD 0.242 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 31 26    

Mean -0.16 -0.15    

SD 0.583 0.464    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.30, 0.30)     

Ls Meanb -0.18 -0.18 0.00 (-0.15, 0.15) 0.988  

SEb 0.053 0.057    

95% CIb -0.28, -0.07 -0.29, -0.07    

Ls Meanc -0.14 -0.18 0.04 (-0.04, 0.11) 0.313  

SEc 0.024 0.026    

95% CIc -0.19, -0.09 -0.23, -0.12    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.08 (0.00, 0.16)     

Ls Meanb -0.46 -0.51 0.05 (0.00, 0.11) 0.059  

 

  Baseline Actual n 42 40    

Mean 0.67 0.43    

SD 0.721 0.636    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 43 41    

Mean 0.35 0.17    

SD 0.650 0.381    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 39 38    

Mean -0.33 -0.26    

SD 0.772 0.760    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.28 (0.07, 0.49)     

Ls Meanb -0.22 -0.40 0.19 (0.05, 0.33) 0.010  

SEb 0.051 0.052    

95% CIb -0.32, -0.12 -0.51, -0.30    

Ls Meanc -0.25 -0.39 0.15 (-0.10, 0.39) 0.237  

SEc 0.087 0.087    

95% CIc -0.42, -0.07 -0.57, -0.22    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.12 0.10    

SD 0.395 0.307    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 39 36    

Mean -0.51 -0.33    

SD 0.721 0.717    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.19, 0.24)     

Ls Meanb -0.46 -0.48 0.02 (-0.13, 0.16) 0.815  

SEb 0.051 0.053    

95% CIb -0.56, -0.36 -0.58, -0.38    

Ls Meanc -0.41 -0.44 0.03 (-0.14, 0.19) 0.738  

SEc 0.058 0.060    

95% CIc -0.53, -0.30 -0.56, -0.32    

 

  Day 15 Actual n 39 32    

Mean 0.10 0.00    

SD 0.307 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.57 -0.45    

SD 0.778 0.686    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.06, 0.39)     

Ls Meanb -0.44 -0.56 0.11 (-0.04, 0.27) 0.153  

SEb 0.054 0.057    

95% CIb -0.55, -0.34 -0.67, -0.44    

Ls Meanc -0.45 -0.57 0.12 (0.00, 0.24) 0.060  

SEc 0.041 0.045    

95% CIc -0.53, -0.37 -0.66, -0.48    

 

  Day 29 Actual n 33 29    

Mean 0.00 0.03    

SD 0.000 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 31 26    

Mean -0.71 -0.42    

SD 0.739 0.758    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.20 (-0.43, 0.03)     

Ls Meanb -0.62 -0.48 -0.14 (-0.29, 0.02) 0.085  

SEb 0.054 0.058    

95% CIb -0.72, -0.51 -0.59, -0.37    

Ls Meanc -0.59 -0.56 -0.03 (-0.10, 0.04) 0.372  

SEc 0.024 0.026    

95% CIc -0.64, -0.54 -0.61, -0.51    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.03)     

Ls Meanb -0.11 -0.11 0.00 (-0.01, 0.01) 0.717  

 

  Baseline Actual n 42 40    

Mean 0.17 0.03    

SD 0.537 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 43 41    

Mean 0.02 0.00    

SD 0.152 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 39 38    

Mean -0.15 -0.03    

SD 0.489 0.162    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.09 -0.11 0.02 (-0.02, 0.06) 0.328  

SEb 0.015 0.015    

95% CIb -0.12, -0.06 -0.14, -0.08    

Ls Meanc -0.09 -0.09 0.00 (-0.04, 0.05) 0.897  

SEc 0.016 0.016    

95% CIc -0.12, -0.06 -0.13, -0.06    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 42 39    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 39 36    

Mean -0.13 -0.03    

SD 0.469 0.167    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.11 -0.11 0.00 (-0.05, 0.04) 0.865  

SEb 0.015 0.015    

95% CIb -0.14, -0.08 -0.14, -0.08    

Ls Meanc -0.08 -0.08 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.08, -0.08 -0.08, -0.08    

 

  Day 15 Actual n 39 32    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 35 29    

Mean -0.20 -0.03    

SD 0.584 0.186    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.10)     

Ls Meanb -0.12 -0.11 -0.01 (-0.05, 0.04) 0.810  

SEb 0.016 0.017    

95% CIb -0.15, -0.09 -0.14, -0.08    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 29 Actual n 33 29    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 31 26    

Mean -0.19 -0.04    

SD 0.601 0.196    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -0.12 -0.11 -0.01 (-0.05, 0.04) 0.819  

SEb 0.016 0.018    

95% CIb -0.15, -0.08 -0.15, -0.07    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

High risk + time 

from symptom 

onset ≤ 5 days 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.10, 0.02)     

Ls Meanb -0.81 -0.77 -0.04 (-0.10, 0.02) 0.177  

 

  Baseline Actual n 167 173  NEd  

Mean 1.15 1.09    

SD 1.062 0.970    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 216 212    

Mean 0.61 0.72    

SD 0.855 0.899    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 152 160    

Mean -0.53 -0.34    

SD 1.103 0.997    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.30, -0.02)     

Ls Meanb -0.51 -0.35 -0.16 (-0.30, -0.02) 0.029  

SEb 0.052 0.051    

95% CIb -0.61, -0.41 -0.45, -0.25    

Ls Meanc -0.52 -0.35 -0.17 (-0.35, 0.01) 0.062  

SEc 0.066 0.064    

95% CIc -0.65, -0.39 -0.48, -0.23    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 1392 

Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.40 0.52    

SD 0.701 0.862    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 137    

Mean -0.72 -0.57    

SD 1.130 1.110    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.34, -0.05)     

Ls Meanb -0.74 -0.54 -0.20 (-0.35, -0.05) 0.008  

SEb 0.053 0.053    

95% CIb -0.84, -0.63 -0.64, -0.43    

Ls Meanc -0.72 -0.56 -0.16 (-0.34, 0.02) 0.078  

SEc 0.064 0.065    

95% CIc -0.85, -0.60 -0.69, -0.43    

 

  Day 15 Actual n 187 176    

Mean 0.20 0.20    

SD 0.550 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.89 -0.90    

SD 1.137 0.939    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.14, 0.17)     

Ls Meanb -0.91 -0.92 0.02 (-0.14, 0.17) 0.842  

SEb 0.055 0.055    

95% CIb -1.02, -0.80 -1.03, -0.81    

Ls Meanc -0.89 -0.91 0.02 (-0.12, 0.15) 0.811  

SEc 0.047 0.048    

95% CIc -0.98, -0.80 -1.00, -0.81    

 

  Day 29 Actual n 149 140    

Mean 0.15 0.14    

SD 0.503 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 114    

Mean -0.96 -0.91    

SD 1.162 1.044    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.15)     

Ls Meanb -0.92 -0.91 -0.01 (-0.16, 0.15) 0.919  

SEb 0.057 0.056    

95% CIb -1.03, -0.81 -1.02, -0.80    

Ls Meanc -0.93 -0.95 0.02 (-0.12, 0.15) 0.819  

SEc 0.048 0.048    

95% CIc -1.02, -0.84 -1.04, -0.85    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.69 -0.67 -0.02 (-0.05, 0.01) 0.170  

 

  Baseline Actual n 167 173  NEd  

Mean 0.87 0.75    

SD 0.991 0.922    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 215 212    

Mean 0.34 0.35    

SD 0.672 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.50 -0.39    

SD 0.992 0.869    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.40 -0.43 0.03 (-0.06, 0.12) 0.566  

SEb 0.033 0.032    

95% CIb -0.47, -0.34 -0.49, -0.37    

Ls Meanc -0.45 -0.43 -0.02 (-0.16, 0.13) 0.818  

SEc 0.052 0.050    

95% CIc -0.55, -0.35 -0.53, -0.33    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.10 0.26    

SD 0.382 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 141 137    

Mean -0.70 -0.49    

SD 0.971 1.051    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.24, -0.04)     

Ls Meanb -0.68 -0.54 -0.13 (-0.23, -0.04) 0.006  

SEb 0.034 0.034    

95% CIb -0.74, -0.61 -0.61, -0.47    

Ls Meanc -0.66 -0.53 -0.13 (-0.26, -0.01) 0.031  

SEc 0.043 0.044    

95% CIc -0.74, -0.57 -0.61, -0.44    

 

  Day 15 Actual n 187 176    

Mean 0.04 0.03    

SD 0.240 0.281    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.78 -0.66    

SD 1.010 0.920    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.77 -0.75 -0.02 (-0.12, 0.08) 0.686  

SEb 0.035 0.036    

95% CIb -0.83, -0.70 -0.82, -0.68    

Ls Meanc -0.73 -0.72 -0.01 (-0.08, 0.06) 0.735  

SEc 0.024 0.025    

95% CIc -0.78, -0.68 -0.76, -0.67    

 

  Day 29 Actual n 149 140    

Mean 0.03 0.03    

SD 0.244 0.206    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 114    

Mean -0.88 -0.75    

SD 1.075 0.958    

Min -4.00 -3.00    

Median -0.50 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.75 -0.77 0.02 (-0.08, 0.13) 0.673  

SEb 0.037 0.037    

95% CIb -0.83, -0.68 -0.85, -0.70    

Ls Meanc -0.81 -0.81 0.01 (-0.06, 0.08) 0.812  

SEc 0.024 0.024    

95% CIc -0.85, -0.76 -0.86, -0.77    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 7 of 1392 

Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.03)     

Ls Meanb -0.49 -0.47 -0.02 (-0.07, 0.02) 0.351  

 

  Baseline Actual n 167 173  NEd  

Mean 0.76 0.76    

SD 0.886 0.848    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.59 0.57    

SD 0.790 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean -0.14 -0.22    

SD 0.838 0.829    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.20)     

Ls Meanb -0.15 -0.21 0.06 (-0.06, 0.17) 0.359  

SEb 0.043 0.042    

95% CIb -0.24, -0.07 -0.29, -0.13    

Ls Meanc -0.15 -0.21 0.07 (-0.09, 0.22) 0.393  

SEc 0.055 0.054    

95% CIc -0.25, -0.04 -0.32, -0.11    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.39 0.45    

SD 0.654 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 137    

Mean -0.26 -0.34    

SD 0.832 0.934    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.30 -0.31 0.00 (-0.12, 0.13) 0.944  

SEb 0.044 0.044    

95% CIb -0.39, -0.22 -0.39, -0.22    

Ls Meanc -0.28 -0.31 0.02 (-0.13, 0.17) 0.790  

SEc 0.054 0.054    

95% CIc -0.39, -0.18 -0.41, -0.20    

 

  Day 15 Actual n 187 176    

Mean 0.16 0.17    

SD 0.435 0.433    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.53 -0.58    

SD 0.803 0.914    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.57 -0.55 -0.02 (-0.15, 0.10) 0.709  

SEb 0.045 0.046    

95% CIb -0.66, -0.48 -0.64, -0.46    

Ls Meanc -0.56 -0.55 -0.01 (-0.11, 0.09) 0.852  

SEc 0.037 0.037    

95% CIc -0.63, -0.49 -0.62, -0.48    

 

  Day 29 Actual n 149 140    

Mean 0.04 0.10    

SD 0.229 0.385    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 114    

Mean -0.58 -0.61    

SD 0.824 0.927    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.16)     

Ls Meanb -0.60 -0.62 0.01 (-0.12, 0.14) 0.842  

SEb 0.047 0.046    

95% CIb -0.69, -0.51 -0.71, -0.53    

Ls Meanc -0.62 -0.58 -0.04 (-0.12, 0.05) 0.356  

SEc 0.031 0.030    

95% CIc -0.68, -0.56 -0.64, -0.52    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.08 (-0.16, 0.00)     

Ls Meanb -0.65 -0.58 -0.07 (-0.13, 0.00) 0.047  

 

  Baseline Actual n 167 173  NEd  

Mean 1.16 1.13    

SD 0.799 0.804    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 1.00 1.07    

SD 0.762 0.829    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean -0.11 -0.04    

SD 0.715 0.838    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.29, 0.08)     

Ls Meanb -0.13 -0.05 -0.09 (-0.23, 0.06) 0.253  

SEb 0.053 0.052    

95% CIb -0.23, -0.03 -0.15, 0.06    

Ls Meanc -0.12 -0.03 -0.08 (-0.24, 0.07) 0.288  

SEc 0.056 0.054    

95% CIc -0.23, -0.01 -0.14, 0.07    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.76 0.95    

SD 0.791 0.915    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 141 137    

Mean -0.35 -0.18    

SD 0.821 1.021    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.34 (-0.53, -0.16)     

Ls Meanb -0.39 -0.12 -0.28 (-0.43, -0.13) <.001  

SEb 0.054 0.054    

95% CIb -0.50, -0.29 -0.22, -0.01    

Ls Meanc -0.37 -0.16 -0.21 (-0.40, -0.03) 0.025  

SEc 0.066 0.067    

95% CIc -0.50, -0.24 -0.29, -0.03    

 

  Day 15 Actual n 187 176    

Mean 0.34 0.39    

SD 0.587 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.77 -0.82    

SD 0.876 0.896    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.24, 0.14)     

Ls Meanb -0.81 -0.77 -0.04 (-0.19, 0.12) 0.613  

SEb 0.056 0.056    

95% CIb -0.91, -0.70 -0.88, -0.66    

Ls Meanc -0.80 -0.79 -0.02 (-0.16, 0.13) 0.808  

SEc 0.052 0.053    

95% CIc -0.91, -0.70 -0.89, -0.68    

 

  Day 29 Actual n 149 140    

Mean 0.21 0.20    

SD 0.487 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 114    

Mean -0.88 -0.96    

SD 0.931 0.906    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.13, 0.27)     

Ls Meanb -0.88 -0.93 0.06 (-0.10, 0.21) 0.489  

SEb 0.057 0.057    

95% CIb -0.99, -0.77 -1.05, -0.82    

Ls Meanc -0.89 -0.95 0.06 (-0.07, 0.19) 0.384  

SEc 0.048 0.048    

95% CIc -0.98, -0.79 -1.04, -0.85    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.28 -0.28 0.00 (-0.03, 0.03) 0.925  

 

  Baseline Actual n 167 173  NEd  

Mean 0.41 0.38    

SD 0.770 0.693    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 215 212    

Mean 0.33 0.32    

SD 0.655 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.05 -0.08    

SD 0.811 0.858    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.01 -0.09 0.07 (-0.02, 0.16) 0.115  

SEb 0.033 0.032    

95% CIb -0.08, 0.05 -0.15, -0.02    

Ls Meanc -0.04 -0.08 0.04 (-0.10, 0.18) 0.607  

SEc 0.051 0.049    

95% CIc -0.14, 0.06 -0.18, 0.02    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.19 0.19    

SD 0.497 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 141 137    

Mean -0.18 -0.22    

SD 0.881 0.802    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.19 -0.21 0.02 (-0.08, 0.11) 0.736  

SEb 0.034 0.034    

95% CIb -0.26, -0.12 -0.27, -0.14    

Ls Meanc -0.19 -0.20 0.01 (-0.11, 0.13) 0.843  

SEc 0.042 0.043    

95% CIc -0.28, -0.11 -0.29, -0.12    

 

  Day 15 Actual n 187 176    

Mean 0.07 0.10    

SD 0.294 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.32 -0.32    

SD 0.822 0.817    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.31 -0.28 -0.03 (-0.13, 0.07) 0.550  

SEb 0.035 0.035    

95% CIb -0.38, -0.24 -0.35, -0.21    

Ls Meanc -0.32 -0.31 -0.01 (-0.10, 0.08) 0.820  

SEc 0.030 0.031    

95% CIc -0.38, -0.26 -0.38, -0.25    

 

  Day 29 Actual n 149 140    

Mean 0.02 0.02    

SD 0.183 0.145    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 112 114    

Mean -0.34 -0.35    

SD 0.705 0.716    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.35 -0.35 0.00 (-0.10, 0.10) 0.970  

SEb 0.037 0.036    

95% CIb -0.42, -0.28 -0.42, -0.28    

Ls Meanc -0.34 -0.35 0.01 (-0.04, 0.05) 0.679  

SEc 0.016 0.016    

95% CIc -0.37, -0.31 -0.38, -0.32    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 16 of 1392 

Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.02)     

Ls Meanb -0.16 -0.13 -0.03 (-0.08, 0.01) 0.144  

 

  Baseline Actual n 167 173  NEd  

Mean 0.31 0.32    

SD 0.727 0.723    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.24 0.30    

SD 0.585 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 152 160    

Mean -0.03 -0.03    

SD 0.713 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.08)     

Ls Meanb -0.07 -0.02 -0.05 (-0.16, 0.06) 0.365  

SEb 0.039 0.039    

95% CIb -0.14, 0.01 -0.09, 0.06    

Ls Meanc -0.05 -0.01 -0.05 (-0.18, 0.09) 0.503  

SEc 0.049 0.048    

95% CIc -0.15, 0.04 -0.10, 0.09    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.16 0.31    

SD 0.469 0.747    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 141 137    

Mean -0.11 0.01    

SD 0.728 1.007    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.27 (-0.42, -0.12)     

Ls Meanb -0.13 0.06 -0.20 (-0.31, -0.08) 0.001  

SEb 0.040 0.040    

95% CIb -0.21, -0.05 -0.02, 0.14    

Ls Meanc -0.13 0.03 -0.15 (-0.31, 0.00) 0.049  

SEc 0.054 0.055    

95% CIc -0.23, -0.02 -0.08, 0.14    

 

  Day 15 Actual n 187 176    

Mean 0.11 0.15    

SD 0.406 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.14 -0.20    

SD 0.719 0.761    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -0.18 -0.18 0.00 (-0.11, 0.12) 0.969  

SEb 0.041 0.042    

95% CIb -0.26, -0.10 -0.26, -0.10    

Ls Meanc -0.17 -0.17 0.01 (-0.10, 0.12) 0.891  

SEc 0.039 0.040    

95% CIc -0.24, -0.09 -0.25, -0.10    

 

  Day 29 Actual n 149 140    

Mean 0.05 0.06    

SD 0.280 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 114    

Mean -0.25 -0.33    

SD 0.822 0.783    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.21)     

Ls Meanb -0.24 -0.27 0.03 (-0.08, 0.15) 0.573  

SEb 0.043 0.042    

95% CIb -0.32, -0.15 -0.35, -0.19    

Ls Meanc -0.29 -0.30 0.01 (-0.06, 0.09) 0.757  

SEc 0.027 0.027    

95% CIc -0.34, -0.23 -0.35, -0.25    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.08 (-0.15, -0.01)     

Ls Meanb -0.71 -0.63 -0.08 (-0.15, -0.01) 0.032  

 

  Baseline Actual n 167 173  NEd  

Mean 1.28 1.32    

SD 0.998 1.022    

Min 0.00 0.00    

Median 1.00 2.00    

Max 4.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.97 1.16    

SD 0.954 1.016    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 152 160    

Mean -0.21 -0.07    

SD 0.953 0.998    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.30, 0.03)     

Ls Meanb -0.22 -0.09 -0.14 (-0.30, 0.03) 0.108  

SEb 0.060 0.059    

95% CIb -0.34, -0.10 -0.20, 0.03    

Ls Meanc -0.22 -0.06 -0.15 (-0.34, 0.04) 0.110  

SEc 0.069 0.067    

95% CIc -0.35, -0.08 -0.19, 0.07    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.76 0.94    

SD 0.859 0.988    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 141 137    

Mean -0.40 -0.31    

SD 1.013 1.011    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.34, -0.01)     

Ls Meanb -0.43 -0.26 -0.18 (-0.35, -0.01) 0.042  

SEb 0.061 0.062    

95% CIb -0.56, -0.31 -0.38, -0.14    

Ls Meanc -0.41 -0.29 -0.12 (-0.31, 0.08) 0.246  

SEc 0.070 0.071    

95% CIc -0.55, -0.27 -0.43, -0.15    

 

  Day 15 Actual n 187 176    

Mean 0.40 0.46    

SD 0.642 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.87 -0.82    

SD 1.062 0.984    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.21, 0.14)     

Ls Meanb -0.86 -0.83 -0.04 (-0.21, 0.14) 0.675  

SEb 0.063 0.064    

95% CIb -0.99, -0.74 -0.95, -0.70    

Ls Meanc -0.87 -0.82 -0.05 (-0.21, 0.12) 0.560  

SEc 0.058 0.059    

95% CIc -0.99, -0.76 -0.94, -0.71    

 

  Day 29 Actual n 149 140    

Mean 0.30 0.36    

SD 0.598 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 114    

Mean -0.92 -1.03    

SD 1.067 1.101    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.18, 0.18)     

Ls Meanb -0.92 -0.92 0.00 (-0.18, 0.18) 0.987  

SEb 0.065 0.065    

95% CIb -1.05, -0.79 -1.05, -0.79    

Ls Meanc -0.97 -0.98 0.01 (-0.16, 0.17) 0.944  

SEc 0.058 0.058    

95% CIc -1.09, -0.86 -1.09, -0.86    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.78 -0.75 -0.03 (-0.08, 0.02) 0.228  

 

  Baseline Actual n 167 173  NEd  

Mean 1.14 1.05    

SD 1.006 0.897    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.64 0.65    

SD 0.846 0.821    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean -0.49 -0.45    

SD 1.036 0.903    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.16)     

Ls Meanb -0.46 -0.48 0.02 (-0.12, 0.15) 0.806  

SEb 0.049 0.048    

95% CIb -0.55, -0.36 -0.57, -0.38    

Ls Meanc -0.47 -0.47 0.00 (-0.17, 0.16) 0.955  

SEc 0.061 0.059    

95% CIc -0.59, -0.35 -0.58, -0.35    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.45 0.52    

SD 0.743 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 137    

Mean -0.67 -0.55    

SD 1.080 1.007    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.04)     

Ls Meanb -0.65 -0.55 -0.10 (-0.24, 0.04) 0.162  

SEb 0.050 0.050    

95% CIb -0.75, -0.55 -0.65, -0.45    

Ls Meanc -0.64 -0.58 -0.06 (-0.22, 0.10) 0.457  

SEc 0.057 0.058    

95% CIc -0.75, -0.53 -0.70, -0.47    

 

  Day 15 Actual n 187 176    

Mean 0.21 0.20    

SD 0.533 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.94 -0.85    

SD 1.006 0.907    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.09)     

Ls Meanb -0.93 -0.88 -0.05 (-0.20, 0.09) 0.463  

SEb 0.051 0.052    

95% CIb -1.03, -0.83 -0.98, -0.77    

Ls Meanc -0.93 -0.86 -0.07 (-0.18, 0.04) 0.219  

SEc 0.039 0.039    

95% CIc -1.01, -0.85 -0.94, -0.79    

 

  Day 29 Actual n 149 140    

Mean 0.09 0.17    

SD 0.306 0.479    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 112 114    

Mean -1.03 -0.90    

SD 1.086 0.912    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.06)     

Ls Meanb -0.97 -0.88 -0.09 (-0.24, 0.05) 0.211  

SEb 0.054 0.053    

95% CIb -1.08, -0.87 -0.98, -0.78    

Ls Meanc -1.02 -0.91 -0.11 (-0.22, 0.00) 0.041  

SEc 0.039 0.039    

95% CIc -1.10, -0.94 -0.99, -0.83    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.08 (-0.13, -0.02)     

Ls Meanb -0.86 -0.78 -0.08 (-0.14, -0.02) 0.008  

 

  Baseline Actual n 167 173  NEd  

Mean 1.16 1.12    

SD 1.037 1.007    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 216 212    

Mean 0.59 0.72    

SD 0.831 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean -0.58 -0.41    

SD 1.095 1.054    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.17 (-0.31, -0.04)     

Ls Meanb -0.57 -0.40 -0.18 (-0.32, -0.04) 0.014  

SEb 0.051 0.050    

95% CIb -0.67, -0.47 -0.50, -0.30    

Ls Meanc -0.59 -0.40 -0.18 (-0.36, 0.00) 0.048  

SEc 0.066 0.064    

95% CIc -0.72, -0.46 -0.53, -0.28    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.36 0.51    

SD 0.673 0.856    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 137    

Mean -0.72 -0.64    

SD 1.022 1.180    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.18 (-0.32, -0.04)     

Ls Meanb -0.76 -0.58 -0.18 (-0.33, -0.04) 0.013  

SEb 0.052 0.052    

95% CIb -0.87, -0.66 -0.68, -0.48    

Ls Meanc -0.75 -0.61 -0.14 (-0.32, 0.03) 0.113  

SEc 0.062 0.063    

95% CIc -0.88, -0.63 -0.74, -0.49    

 

  Day 15 Actual n 187 176    

Mean 0.18 0.20    

SD 0.518 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.93 -0.96    

SD 1.067 0.960    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.13)     

Ls Meanb -0.96 -0.95 -0.01 (-0.16, 0.14) 0.877  

SEb 0.053 0.054    

95% CIb -1.06, -0.86 -1.05, -0.84    

Ls Meanc -0.95 -0.94 -0.01 (-0.13, 0.11) 0.831  

SEc 0.043 0.044    

95% CIc -1.04, -0.87 -1.03, -0.85    

 

  Day 29 Actual n 149 140    

Mean 0.11 0.18    

SD 0.395 0.498    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 114    

Mean -1.03 -0.91    

SD 1.094 1.133    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.27, 0.03)     

Ls Meanb -1.00 -0.88 -0.12 (-0.27, 0.03) 0.122  

SEb 0.055 0.055    

95% CIb -1.11, -0.89 -0.98, -0.77    

Ls Meanc -1.01 -0.93 -0.08 (-0.20, 0.05) 0.220  

SEc 0.045 0.045    

95% CIc -1.10, -0.92 -1.02, -0.84    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.00)     

Ls Meanb -0.31 -0.28 -0.03 (-0.07, 0.00) 0.047  

 

  Baseline Actual n 167 173  NEd  

Mean 0.40 0.40    

SD 0.752 0.722    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.30 0.28    

SD 0.694 0.633    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean -0.08 -0.09    

SD 0.777 0.662    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.06 -0.09 0.03 (-0.06, 0.12) 0.488  

SEb 0.032 0.032    

95% CIb -0.13, 0.00 -0.16, -0.03    

Ls Meanc -0.08 -0.09 0.01 (-0.13, 0.14) 0.897  

SEc 0.049 0.048    

95% CIc -0.18, 0.01 -0.18, 0.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.15 0.26    

SD 0.434 0.611    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 141 137    

Mean -0.16 -0.16    

SD 0.720 0.779    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.22, 0.02)     

Ls Meanb -0.19 -0.12 -0.07 (-0.17, 0.02) 0.114  

SEb 0.033 0.033    

95% CIb -0.26, -0.13 -0.18, -0.05    

Ls Meanc -0.20 -0.12 -0.08 (-0.21, 0.05) 0.227  

SEc 0.045 0.046    

95% CIc -0.29, -0.11 -0.21, -0.03    

 

  Day 15 Actual n 187 176    

Mean 0.05 0.03    

SD 0.323 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.33 -0.38    

SD 0.715 0.750    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.15)     

Ls Meanb -0.34 -0.36 0.02 (-0.08, 0.11) 0.695  

SEb 0.034 0.034    

95% CIb -0.40, -0.27 -0.42, -0.29    

Ls Meanc -0.34 -0.36 0.02 (-0.06, 0.09) 0.640  

SEc 0.027 0.027    

95% CIc -0.40, -0.29 -0.42, -0.31    

 

  Day 29 Actual n 149 140    

Mean 0.01 0.04    

SD 0.082 0.291    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 112 114    

Mean -0.40 -0.44    

SD 0.776 0.787    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.40 -0.36 -0.04 (-0.13, 0.06) 0.479  

SEb 0.035 0.035    

95% CIb -0.47, -0.33 -0.43, -0.29    

Ls Meanc -0.44 -0.40 -0.04 (-0.10, 0.02) 0.220  

SEc 0.022 0.022    

95% CIc -0.48, -0.40 -0.44, -0.36    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.08)     

Ls Meanb -0.20 -0.19 -0.01 (-0.08, 0.07) 0.877  

 

  Baseline Actual n 167 173  NEd  

Mean 0.54 0.48    

SD 0.923 0.880    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.63 0.67    

SD 0.900 0.952    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean 0.10 0.19    

SD 1.028 1.031    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.24, 0.10)     

Ls Meanb 0.12 0.18 -0.07 (-0.22, 0.09) 0.396  

SEb 0.056 0.055    

95% CIb 0.01, 0.22 0.07, 0.29    

Ls Meanc 0.11 0.19 -0.08 (-0.27, 0.11) 0.421  

SEc 0.070 0.069    

95% CIc -0.03, 0.25 0.05, 0.32    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.53 0.60    

SD 0.874 0.899    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 137    

Mean 0.02 0.16    

SD 1.186 1.086    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.28, 0.06)     

Ls Meanb 0.02 0.12 -0.10 (-0.25, 0.06) 0.217  

SEb 0.056 0.056    

95% CIb -0.09, 0.13 0.01, 0.23    

Ls Meanc 0.03 0.15 -0.13 (-0.34, 0.08) 0.232  

SEc 0.074 0.075    

95% CIc -0.12, 0.17 0.01, 0.30    

 

  Day 15 Actual n 187 176    

Mean 0.22 0.24    

SD 0.625 0.558    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.28 -0.23    

SD 1.061 1.053    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.16)     

Ls Meanb -0.28 -0.26 -0.02 (-0.18, 0.15) 0.849  

SEb 0.058 0.058    

95% CIb -0.39, -0.17 -0.38, -0.15    

Ls Meanc -0.26 -0.25 -0.02 (-0.17, 0.14) 0.844  

SEc 0.054 0.054    

95% CIc -0.37, -0.16 -0.35, -0.14    

 

  Day 29 Actual n 149 140    

Mean 0.18 0.11    

SD 0.582 0.381    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 112 114    

Mean -0.37 -0.35    

SD 1.004 0.986    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.03, 0.33)     

Ls Meanb -0.28 -0.41 0.13 (-0.03, 0.29) 0.112  

SEb 0.059 0.058    

95% CIb -0.39, -0.16 -0.53, -0.30    

Ls Meanc -0.33 -0.38 0.05 (-0.08, 0.18) 0.425  

SEc 0.047 0.046    

95% CIc -0.42, -0.24 -0.48, -0.29    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.20 -0.19 -0.01 (-0.08, 0.06) 0.840  

 

  Baseline Actual n 167 173  NEd  

Mean 0.47 0.47    

SD 0.884 0.860    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.50 0.58    

SD 0.807 0.881    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean 0.05 0.13    

SD 0.817 0.916    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.08)     

Ls Meanb 0.05 0.13 -0.08 (-0.22, 0.07) 0.298  

SEb 0.052 0.051    

95% CIb -0.05, 0.15 0.03, 0.23    

Ls Meanc 0.04 0.13 -0.09 (-0.26, 0.08) 0.292  

SEc 0.061 0.059    

95% CIc -0.08, 0.16 0.01, 0.25    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.48 0.51    

SD 0.862 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 137    

Mean 0.03 0.06    

SD 1.102 1.090    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.11)     

Ls Meanb 0.01 0.06 -0.05 (-0.19, 0.10) 0.530  

SEb 0.053 0.053    

95% CIb -0.09, 0.11 -0.05, 0.16    

Ls Meanc 0.01 0.07 -0.06 (-0.26, 0.14) 0.556  

SEc 0.070 0.071    

95% CIc -0.12, 0.15 -0.07, 0.21    

 

  Day 15 Actual n 187 176    

Mean 0.19 0.19    

SD 0.551 0.521    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.26 -0.26    

SD 0.992 1.031    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.17, 0.18)     

Ls Meanb -0.26 -0.27 0.01 (-0.14, 0.16) 0.934  

SEb 0.054 0.055    

95% CIb -0.37, -0.15 -0.37, -0.16    

Ls Meanc -0.26 -0.27 0.01 (-0.13, 0.15) 0.885  

SEc 0.049 0.049    

95% CIc -0.35, -0.16 -0.36, -0.17    

 

  Day 29 Actual n 149 140    

Mean 0.15 0.08    

SD 0.498 0.319    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 112 114    

Mean -0.34 -0.35    

SD 0.973 0.912    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.09, 0.26)     

Ls Meanb -0.30 -0.37 0.07 (-0.08, 0.23) 0.347  

SEb 0.055 0.055    

95% CIb -0.41, -0.19 -0.48, -0.26    

Ls Meanc -0.31 -0.38 0.07 (-0.04, 0.18) 0.221  

SEc 0.041 0.041    

95% CIc -0.39, -0.23 -0.46, -0.30    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.47 -0.44 -0.02 (-0.06, 0.02) 0.274  

 

  Baseline Actual n 166 173  NEd  

Mean 0.67 0.64    

SD 0.766 0.754    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.49 0.39    

SD 0.722 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.11 -0.28    

SD 0.810 0.718    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (0.05, 0.32)     

Ls Meanb -0.13 -0.27 0.14 (0.04, 0.24) 0.007  

SEb 0.037 0.037    

95% CIb -0.20, -0.06 -0.34, -0.20    

Ls Meanc -0.12 -0.26 0.15 (0.01, 0.28) 0.040  

SEc 0.050 0.049    

95% CIc -0.22, -0.02 -0.36, -0.17    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.30 0.35    

SD 0.570 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 140 137    

Mean -0.36 -0.28    

SD 0.805 0.831    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.04)     

Ls Meanb -0.38 -0.30 -0.08 (-0.18, 0.03) 0.149  

SEb 0.038 0.038    

95% CIb -0.45, -0.31 -0.38, -0.23    

Ls Meanc -0.35 -0.29 -0.06 (-0.19, 0.08) 0.420  

SEc 0.049 0.049    

95% CIc -0.45, -0.25 -0.39, -0.20    

 

  Day 15 Actual n 187 176    

Mean 0.15 0.15    

SD 0.387 0.420    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.52 -0.49    

SD 0.767 0.729    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.51 -0.47 -0.03 (-0.14, 0.08) 0.551  

SEb 0.039 0.040    

95% CIb -0.58, -0.43 -0.55, -0.39    

Ls Meanc -0.51 -0.50 -0.01 (-0.11, 0.09) 0.799  

SEc 0.035 0.035    

95% CIc -0.58, -0.44 -0.57, -0.43    

 

  Day 29 Actual n 149 140    

Mean 0.09 0.08    

SD 0.374 0.295    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 111 114    

Mean -0.49 -0.54    

SD 0.749 0.742    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -0.54 -0.56 0.02 (-0.09, 0.13) 0.719  

SEb 0.041 0.040    

95% CIb -0.62, -0.46 -0.64, -0.48    

Ls Meanc -0.51 -0.52 0.01 (-0.08, 0.09) 0.871  

SEc 0.031 0.030    

95% CIc -0.57, -0.45 -0.58, -0.46    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.07)     

Ls Meanb -0.26 -0.27 0.01 (-0.04, 0.06) 0.706  

 

  Baseline Actual n 167 173  NEd  

Mean 0.45 0.46    

SD 0.833 0.803    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.33 0.32    

SD 0.688 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean -0.11 -0.12    

SD 0.742 0.772    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.13 -0.11 -0.03 (-0.14, 0.09) 0.650  

SEb 0.041 0.041    

95% CIb -0.21, -0.05 -0.18, -0.03    

Ls Meanc -0.13 -0.11 -0.02 (-0.15, 0.12) 0.779  

SEc 0.049 0.048    

95% CIc -0.22, -0.03 -0.20, -0.01    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.21 0.31    

SD 0.540 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 141 137    

Mean -0.17 -0.16    

SD 0.810 0.909    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.27, 0.01)     

Ls Meanb -0.20 -0.10 -0.11 (-0.22, 0.01) 0.073  

SEb 0.042 0.042    

95% CIb -0.29, -0.12 -0.18, -0.01    

Ls Meanc -0.19 -0.14 -0.04 (-0.19, 0.10) 0.552  

SEc 0.053 0.054    

95% CIc -0.29, -0.08 -0.25, -0.04    

 

  Day 15 Actual n 187 176    

Mean 0.17 0.11    

SD 0.486 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.20 -0.35    

SD 0.848 0.897    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.03, 0.27)     

Ls Meanb -0.26 -0.35 0.10 (-0.02, 0.22) 0.117  

SEb 0.043 0.044    

95% CIb -0.34, -0.17 -0.44, -0.27    

Ls Meanc -0.22 -0.33 0.10 (-0.02, 0.22) 0.103  

SEc 0.044 0.044    

95% CIc -0.31, -0.14 -0.41, -0.24    

 

  Day 29 Actual n 149 140    

Mean 0.11 0.09    

SD 0.377 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 114    

Mean -0.33 -0.41    

SD 0.943 0.870    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.25)     

Ls Meanb -0.30 -0.38 0.08 (-0.04, 0.21) 0.194  

SEb 0.045 0.045    

95% CIb -0.39, -0.21 -0.47, -0.30    

Ls Meanc -0.34 -0.40 0.06 (-0.03, 0.16) 0.169  

SEc 0.033 0.033    

95% CIc -0.40, -0.27 -0.47, -0.34    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 43 of 1392 

Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.45 -0.43 -0.02 (-0.06, 0.01) 0.217  

 

  Baseline Actual n 166 173  NEd  

Mean 0.60 0.64    

SD 0.786 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 216 212    

Mean 0.37 0.36    

SD 0.690 0.677    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.23 -0.30    

SD 0.844 0.830    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.14)     

Ls Meanb -0.23 -0.25 0.02 (-0.09, 0.12) 0.767  

SEb 0.037 0.036    

95% CIb -0.31, -0.16 -0.32, -0.18    

Ls Meanc -0.25 -0.28 0.03 (-0.11, 0.17) 0.657  

SEc 0.051 0.049    

95% CIc -0.35, -0.15 -0.38, -0.19    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.23 0.22    

SD 0.551 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 140 137    

Mean -0.36 -0.39    

SD 0.779 0.965    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.39 -0.36 -0.03 (-0.14, 0.07) 0.568  

SEb 0.038 0.038    

95% CIb -0.47, -0.32 -0.44, -0.29    

Ls Meanc -0.39 -0.37 -0.02 (-0.15, 0.11) 0.781  

SEc 0.046 0.046    

95% CIc -0.48, -0.30 -0.46, -0.28    

 

  Day 15 Actual n 187 176    

Mean 0.10 0.10    

SD 0.376 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 130    

Mean -0.47 -0.57    

SD 0.860 0.871    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.12)     

Ls Meanb -0.51 -0.50 -0.01 (-0.12, 0.10) 0.837  

SEb 0.039 0.040    

95% CIb -0.58, -0.43 -0.57, -0.42    

Ls Meanc -0.52 -0.52 0.00 (-0.09, 0.09) 0.961  

SEc 0.033 0.033    

95% CIc -0.59, -0.46 -0.58, -0.45    

 

  Day 29 Actual n 149 140    

Mean 0.06 0.10    

SD 0.333 0.324    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 111 114    

Mean -0.50 -0.48    

SD 0.873 0.790    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.09)     

Ls Meanb -0.52 -0.49 -0.04 (-0.15, 0.08) 0.519  

SEb 0.041 0.040    

95% CIb -0.60, -0.44 -0.57, -0.41    

Ls Meanc -0.51 -0.47 -0.04 (-0.14, 0.06) 0.410  

SEc 0.035 0.034    

95% CIc -0.58, -0.45 -0.54, -0.41    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.09 -0.08 -0.01 (-0.02, 0.00) 0.137  

 

  Baseline Actual n 167 173  NEd  

Mean 0.14 0.05    

SD 0.563 0.291    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 216 212    

Mean 0.06 0.03    

SD 0.300 0.256    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 160    

Mean -0.07 -0.02    

SD 0.503 0.237    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.04, 0.15)     

Ls Meanb -0.04 -0.06 0.02 (-0.02, 0.07) 0.293  

SEb 0.016 0.015    

95% CIb -0.07, -0.01 -0.09, -0.03    

Ls Meanc -0.05 -0.04 0.00 (-0.06, 0.06) 0.943  

SEc 0.022 0.021    

95% CIc -0.09, 0.00 -0.09, 0.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 192 188    

Mean 0.02 0.02    

SD 0.143 0.206    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 141 137    

Mean -0.08 -0.02    

SD 0.549 0.373    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.06 -0.06 0.00 (-0.05, 0.04) 0.907  

SEb 0.016 0.016    

95% CIb -0.09, -0.03 -0.09, -0.03    

Ls Meanc -0.05 -0.05 0.00 (-0.05, 0.05) 0.997  

SEc 0.017 0.018    

95% CIc -0.08, -0.02 -0.09, -0.02    

 

  Day 15 Actual n 187 176    

Mean 0.01 0.00    

SD 0.103 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 133 130    

Mean -0.14 -0.07    

SD 0.600 0.334    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.09 -0.10 0.00 (-0.04, 0.05) 0.837  

SEb 0.017 0.017    

95% CIb -0.12, -0.06 -0.13, -0.06    

Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.04) 0.190  

SEc 0.008 0.008    

95% CIc -0.11, -0.08 -0.12, -0.09    

 

  Day 29 Actual n 149 140    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 112 114    

Mean -0.19 -0.08    

SD 0.651 0.356    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.09)     

Ls Meanb -0.11 -0.11 -0.01 (-0.06, 0.04) 0.795  

SEb 0.018 0.018    

95% CIb -0.15, -0.08 -0.14, -0.07    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

High risk + time 

from symptom 

onset ≤ 3 days 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.11 (-0.21, 0.00)     

Ls Meanb -0.73 -0.62 -0.11 (-0.21, 0.00) 0.043  

 

  Baseline Actual n 57 59  NEd  

Mean 0.95 1.12    

SD 1.025 1.019    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.44 0.86    

SD 0.785 0.937    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

   Change n 51 56    

Mean -0.37 -0.21    

SD 1.113 1.074    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.27 (-0.51, -0.02)     

Ls Meanb -0.44 -0.16 -0.28 (-0.53, -0.03) 0.031  

SEb 0.092 0.089    

95% CIb -0.62, -0.26 -0.34, 0.01    

Ls Meanc -0.43 -0.16 -0.27 (-0.60, 0.06) 0.111  

SEc 0.120 0.114    

95% CIc -0.67, -0.19 -0.39, 0.06    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.33 0.74    

SD 0.676 0.950    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 50    

Mean -0.49 -0.34    

SD 1.058 1.255    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.43 (-0.68, -0.17)     

Ls Meanb -0.64 -0.21 -0.43 (-0.69, -0.18) 0.001  

SEb 0.095 0.091    

95% CIb -0.83, -0.46 -0.39, -0.03    

Ls Meanc -0.61 -0.23 -0.37 (-0.72, -0.03) 0.033  

SEc 0.125 0.118    

95% CIc -0.85, -0.36 -0.47, 0.00    

 

  Day 15 Actual n 61 60    

Mean 0.15 0.23    

SD 0.441 0.593    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.72 -0.91    

SD 1.141 0.936    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.23, 0.30)     

Ls Meanb -0.83 -0.86 0.04 (-0.23, 0.31) 0.783  

SEb 0.098 0.098    

95% CIb -1.02, -0.63 -1.06, -0.67    

Ls Meanc -0.80 -0.83 0.03 (-0.20, 0.26) 0.797  

SEc 0.083 0.082    

95% CIc -0.97, -0.64 -0.99, -0.67    

 

  Day 29 Actual n 48 44    

Mean 0.08 0.27    

SD 0.347 0.624    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 38    

Mean -0.80 -0.89    

SD 0.964 1.060    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.46, 0.08)     

Ls Meanb -0.88 -0.69 -0.19 (-0.47, 0.08) 0.171  

SEb 0.102 0.098    

95% CIb -1.08, -0.68 -0.88, -0.50    

Ls Meanc -0.92 -0.79 -0.13 (-0.38, 0.12) 0.293  

SEc 0.089 0.086    

95% CIc -1.10, -0.74 -0.96, -0.62    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.00)     

Ls Meanb -0.59 -0.55 -0.04 (-0.08, 0.00) 0.066  

 

  Baseline Actual n 57 59  NEd  

Mean 0.70 0.76    

SD 0.925 0.971    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.39 0.36    

SD 0.761 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean -0.25 -0.38    

SD 0.796 0.799    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.08, 0.25)     

Ls Meanb -0.22 -0.31 0.08 (-0.07, 0.24) 0.298  

SEb 0.057 0.055    

95% CIb -0.34, -0.11 -0.41, -0.20    

Ls Meanc -0.27 -0.36 0.09 (-0.15, 0.32) 0.466  

SEc 0.086 0.082    

95% CIc -0.44, -0.10 -0.52, -0.20    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.11 0.27    

SD 0.451 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 50    

Mean -0.51 -0.44    

SD 0.843 1.110    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.36, -0.02)     

Ls Meanb -0.57 -0.39 -0.18 (-0.34, -0.02) 0.030  

SEb 0.060 0.058    

95% CIb -0.69, -0.45 -0.50, -0.27    

Ls Meanc -0.56 -0.40 -0.16 (-0.39, 0.08) 0.196  

SEc 0.087 0.082    

95% CIc -0.73, -0.38 -0.56, -0.24    

 

  Day 15 Actual n 61 60    

Mean 0.05 0.00    

SD 0.284 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.56 -0.66    

SD 0.983 0.939    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.21)     

Ls Meanb -0.66 -0.68 0.02 (-0.15, 0.19) 0.787  

SEb 0.062 0.061    

95% CIb -0.78, -0.54 -0.80, -0.56    

Ls Meanc -0.60 -0.62 0.02 (-0.02, 0.07) 0.329  

SEc 0.016 0.016    

95% CIc -0.63, -0.57 -0.65, -0.59    

 

  Day 29 Actual n 48 44    

Mean 0.00 0.07    

SD 0.000 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 35 38    

Mean -0.69 -0.76    

SD 0.963 1.076    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.23, 0.16)     

Ls Meanb -0.67 -0.64 -0.03 (-0.21, 0.15) 0.742  

SEb 0.068 0.065    

95% CIb -0.80, -0.54 -0.77, -0.51    

Ls Meanc -0.77 -0.69 -0.08 (-0.20, 0.04) 0.208  

SEc 0.044 0.042    

95% CIc -0.85, -0.68 -0.77, -0.60    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.11 (-0.21, -0.01)     

Ls Meanb -0.49 -0.40 -0.09 (-0.18, 0.00) 0.039  

 

  Baseline Actual n 57 59  NEd  

Mean 0.75 0.80    

SD 0.892 0.805    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.69 0.60    

SD 0.866 0.858    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean 0.00 -0.21    

SD 0.800 0.847    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.24 (-0.02, 0.50)     

Ls Meanb 0.00 -0.20 0.21 (-0.01, 0.42) 0.065  

SEb 0.080 0.077    

95% CIb -0.15, 0.16 -0.35, -0.05    

Ls Meanc -0.01 -0.21 0.20 (-0.09, 0.48) 0.171  

SEc 0.103 0.099    

95% CIc -0.21, 0.20 -0.40, -0.01    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.41 0.53    

SD 0.716 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 45 50    

Mean -0.20 -0.26    

SD 0.842 0.876    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.36, 0.17)     

Ls Meanb -0.28 -0.21 -0.08 (-0.30, 0.15) 0.505  

SEb 0.083 0.080    

95% CIb -0.45, -0.12 -0.36, -0.05    

Ls Meanc -0.25 -0.21 -0.04 (-0.31, 0.23) 0.782  

SEc 0.099 0.094    

95% CIc -0.45, -0.05 -0.40, -0.03    

 

  Day 15 Actual n 61 60    

Mean 0.16 0.22    

SD 0.416 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.47 -0.57    

SD 0.797 0.900    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.35, 0.21)     

Ls Meanb -0.56 -0.50 -0.06 (-0.30, 0.17) 0.607  

SEb 0.085 0.086    

95% CIb -0.73, -0.40 -0.67, -0.33    

Ls Meanc -0.54 -0.50 -0.04 (-0.24, 0.16) 0.716  

SEc 0.071 0.070    

95% CIc -0.68, -0.39 -0.64, -0.36    

 

  Day 29 Actual n 48 44    

Mean 0.02 0.16    

SD 0.144 0.479    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 35 38    

Mean -0.51 -0.61    

SD 0.818 0.916    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.34, 0.23)     

Ls Meanb -0.64 -0.60 -0.05 (-0.29, 0.20) 0.708  

SEb 0.089 0.086    

95% CIb -0.82, -0.47 -0.77, -0.43    

Ls Meanc -0.63 -0.49 -0.14 (-0.32, 0.04) 0.129  

SEc 0.066 0.063    

95% CIc -0.77, -0.50 -0.62, -0.37    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.05)     

Ls Meanb -0.55 -0.48 -0.07 (-0.19, 0.04) 0.206  

 

  Baseline Actual n 57 59  NEd  

Mean 1.23 0.90    

SD 0.907 0.803    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.94 0.90    

SD 0.729 0.903    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean -0.22 0.00    

SD 0.808 0.874    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.37, 0.22)     

Ls Meanb -0.14 -0.07 -0.06 (-0.31, 0.19) 0.621  

SEb 0.092 0.088    

95% CIb -0.32, 0.04 -0.25, 0.10    

Ls Meanc -0.16 -0.05 -0.11 (-0.40, 0.17) 0.430  

SEc 0.104 0.099    

95% CIc -0.37, 0.04 -0.25, 0.15    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.75 0.73    

SD 0.767 0.851    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 45 50    

Mean -0.36 -0.12    

SD 0.857 0.961    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.48, 0.12)     

Ls Meanb -0.30 -0.15 -0.15 (-0.41, 0.11) 0.251  

SEb 0.094 0.091    

95% CIb -0.49, -0.12 -0.33, 0.03    

Ls Meanc -0.27 -0.20 -0.07 (-0.37, 0.22) 0.621  

SEc 0.107 0.102    

95% CIc -0.48, -0.06 -0.40, 0.01    

 

  Day 15 Actual n 61 60    

Mean 0.34 0.37    

SD 0.602 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.65 -0.59    

SD 0.897 0.871    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.31, 0.32)     

Ls Meanb -0.67 -0.67 0.00 (-0.27, 0.27) 0.991  

SEb 0.097 0.098    

95% CIb -0.86, -0.48 -0.86, -0.48    

Ls Meanc -0.58 -0.66 0.09 (-0.15, 0.32) 0.472  

SEc 0.084 0.083    

95% CIc -0.74, -0.41 -0.83, -0.50    

 

  Day 29 Actual n 48 44    

Mean 0.31 0.14    

SD 0.589 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 38    

Mean -0.74 -0.79    

SD 1.120 0.905    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.22, 0.42)     

Ls Meanb -0.71 -0.80 0.09 (-0.19, 0.36) 0.536  

SEb 0.100 0.097    

95% CIb -0.91, -0.51 -0.99, -0.61    

Ls Meanc -0.63 -0.89 0.26 (0.00, 0.53) 0.048  

SEc 0.094 0.090    

95% CIc -0.82, -0.44 -1.07, -0.71    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.05 (-0.02, 0.12)     

Ls Meanb -0.34 -0.38 0.04 (-0.02, 0.10) 0.185  

 

  Baseline Actual n 57 59  NEd  

Mean 0.42 0.49    

SD 0.755 0.838    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.39 0.27    

SD 0.662 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 51 56    

Mean 0.00 -0.21    

SD 0.600 0.909    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.19 (-0.02, 0.39)     

Ls Meanb -0.05 -0.20 0.15 (-0.02, 0.31) 0.075  

SEb 0.060 0.058    

95% CIb -0.17, 0.07 -0.31, -0.09    

Ls Meanc -0.04 -0.18 0.15 (-0.08, 0.37) 0.207  

SEc 0.083 0.079    

95% CIc -0.20, 0.13 -0.34, -0.02    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.21 0.30    

SD 0.551 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 50    

Mean -0.24 -0.26    

SD 0.933 0.986    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.24, 0.18)     

Ls Meanb -0.24 -0.21 -0.03 (-0.20, 0.14) 0.762  

SEb 0.062 0.060    

95% CIb -0.36, -0.11 -0.33, -0.09    

Ls Meanc -0.27 -0.24 -0.03 (-0.27, 0.21) 0.799  

SEc 0.088 0.083    

95% CIc -0.44, -0.09 -0.40, -0.07    

 

  Day 15 Actual n 61 60    

Mean 0.11 0.12    

SD 0.370 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 15 of 1056 

Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.30 -0.48    

SD 0.860 1.000    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.18, 0.26)     

Ls Meanb -0.33 -0.36 0.03 (-0.15, 0.21) 0.723  

SEb 0.064 0.064    

95% CIb -0.46, -0.20 -0.49, -0.24    

Ls Meanc -0.37 -0.41 0.03 (-0.16, 0.23) 0.728  

SEc 0.069 0.068    

95% CIc -0.51, -0.24 -0.54, -0.27    

 

  Day 29 Actual n 48 44    

Mean 0.06 0.00    

SD 0.320 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 35 38    

Mean -0.23 -0.53    

SD 0.490 0.893    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.13, 0.33)     

Ls Meanb -0.39 -0.47 0.08 (-0.10, 0.27) 0.380  

SEb 0.068 0.065    

95% CIb -0.52, -0.25 -0.60, -0.34    

Ls Meanc -0.32 -0.44 0.11 (0.00, 0.23) 0.045  

SEc 0.040 0.039    

95% CIc -0.40, -0.24 -0.52, -0.36    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.12 -0.09 -0.03 (-0.09, 0.04) 0.436  

 

  Baseline Actual n 57 59  NEd  

Mean 0.19 0.31    

SD 0.549 0.676    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.24 0.27    

SD 0.569 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 51 56    

Mean 0.06 -0.05    

SD 0.465 0.818    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.28, 0.27)     

Ls Meanb -0.01 -0.01 0.00 (-0.17, 0.16) 0.977  

SEb 0.062 0.059    

95% CIb -0.13, 0.11 -0.13, 0.10    

Ls Meanc 0.02 -0.02 0.04 (-0.19, 0.27) 0.750  

SEc 0.084 0.080    

95% CIc -0.15, 0.19 -0.18, 0.14    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.16 0.29    

SD 0.454 0.674    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 50    

Mean -0.04 -0.02    

SD 0.601 0.937    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.28 (-0.56, 0.00)     

Ls Meanb -0.07 0.11 -0.17 (-0.35, 0.00) 0.048  

SEb 0.063 0.061    

95% CIb -0.19, 0.06 -0.01, 0.23    

Ls Meanc -0.10 0.03 -0.13 (-0.37, 0.10) 0.267  

SEc 0.085 0.081    

95% CIc -0.27, 0.07 -0.13, 0.19    

 

  Day 15 Actual n 61 60    

Mean 0.07 0.18    

SD 0.250 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.09 -0.18    

SD 0.479 0.691    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.28, 0.31)     

Ls Meanb -0.14 -0.15 0.01 (-0.17, 0.19) 0.897  

SEb 0.065 0.066    

95% CIb -0.27, -0.01 -0.28, -0.02    

Ls Meanc -0.15 -0.13 -0.01 (-0.16, 0.13) 0.836  

SEc 0.051 0.050    

95% CIc -0.25, -0.04 -0.23, -0.03    

 

  Day 29 Actual n 48 44    

Mean 0.02 0.07    

SD 0.144 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 35 38    

Mean -0.17 -0.37    

SD 0.568 0.819    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.24, 0.36)     

Ls Meanb -0.19 -0.22 0.04 (-0.15, 0.22) 0.699  

SEb 0.068 0.066    

95% CIb -0.32, -0.05 -0.35, -0.09    

Ls Meanc -0.31 -0.24 -0.07 (-0.19, 0.06) 0.292  

SEc 0.044 0.042    

95% CIc -0.40, -0.22 -0.33, -0.16    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.11 (-0.22, 0.00)     

Ls Meanb -0.63 -0.51 -0.12 (-0.24, 0.00) 0.055  

 

  Baseline Actual n 57 59  NEd  

Mean 1.18 1.22    

SD 1.054 1.084    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.93 1.24    

SD 0.954 1.055    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean -0.10 0.07    

SD 0.855 1.006    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.37, 0.16)     

Ls Meanb -0.09 0.03 -0.11 (-0.39, 0.17) 0.435  

SEb 0.103 0.099    

95% CIb -0.29, 0.12 -0.17, 0.22    

Ls Meanc -0.10 0.07 -0.17 (-0.48, 0.15) 0.289  

SEc 0.115 0.109    

95% CIc -0.33, 0.13 -0.15, 0.29    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.69 1.05    

SD 0.886 1.014    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 45 50    

Mean -0.36 -0.12    

SD 1.026 1.062    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.29 (-0.56, -0.02)     

Ls Meanb -0.39 -0.08 -0.31 (-0.60, -0.02) 0.035  

SEb 0.106 0.103    

95% CIb -0.60, -0.18 -0.28, 0.12    

Ls Meanc -0.37 -0.11 -0.26 (-0.61, 0.09) 0.138  

SEc 0.127 0.120    

95% CIc -0.62, -0.12 -0.35, 0.13    

 

  Day 15 Actual n 61 60    

Mean 0.41 0.55    

SD 0.668 0.811    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.81 -0.61    

SD 1.075 0.920    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.39, 0.18)     

Ls Meanb -0.78 -0.66 -0.11 (-0.42, 0.19) 0.467  

SEb 0.110 0.110    

95% CIb -0.99, -0.56 -0.88, -0.45    

Ls Meanc -0.79 -0.64 -0.15 (-0.44, 0.14) 0.306  

SEc 0.103 0.102    

95% CIc -0.99, -0.58 -0.84, -0.44    

 

  Day 29 Actual n 48 44    

Mean 0.29 0.34    

SD 0.617 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 38    

Mean -0.80 -0.97    

SD 1.079 1.284    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.20, 0.38)     

Ls Meanb -0.79 -0.88 0.09 (-0.22, 0.41) 0.551  

SEb 0.114 0.110    

95% CIb -1.01, -0.57 -1.10, -0.67    

Ls Meanc -0.87 -0.91 0.04 (-0.26, 0.35) 0.777  

SEc 0.111 0.106    

95% CIc -1.09, -0.65 -1.12, -0.70    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.70 -0.72 0.02 (-0.07, 0.11) 0.615  

 

  Baseline Actual n 57 59  NEd  

Mean 0.93 1.19    

SD 0.884 0.900    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.74 0.77    

SD 0.919 0.854    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean -0.18 -0.52    

SD 0.865 0.991    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.10, 0.43)     

Ls Meanb -0.26 -0.42 0.15 (-0.09, 0.39) 0.213  

SEb 0.087 0.084    

95% CIb -0.44, -0.09 -0.58, -0.25    

Ls Meanc -0.25 -0.45 0.21 (-0.09, 0.51) 0.175  

SEc 0.110 0.105    

95% CIc -0.46, -0.03 -0.66, -0.25    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.44 0.56    

SD 0.742 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 45 50    

Mean -0.42 -0.60    

SD 0.917 1.010    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.41, 0.14)     

Ls Meanb -0.62 -0.49 -0.12 (-0.37, 0.12) 0.322  

SEb 0.090 0.087    

95% CIb -0.79, -0.44 -0.66, -0.32    

Ls Meanc -0.56 -0.47 -0.09 (-0.37, 0.19) 0.522  

SEc 0.102 0.097    

95% CIc -0.77, -0.36 -0.66, -0.28    

 

  Day 15 Actual n 61 60    

Mean 0.30 0.30    

SD 0.667 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 24 of 1056 

Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.63 -0.93    

SD 0.900 0.974    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.21, 0.37)     

Ls Meanb -0.75 -0.82 0.07 (-0.19, 0.33) 0.581  

SEb 0.093 0.093    

95% CIb -0.93, -0.57 -1.01, -0.64    

Ls Meanc -0.75 -0.81 0.06 (-0.18, 0.29) 0.626  

SEc 0.084 0.083    

95% CIc -0.92, -0.59 -0.98, -0.65    

 

  Day 29 Actual n 48 44    

Mean 0.06 0.23    

SD 0.245 0.522    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 35 38    

Mean -0.77 -1.05    

SD 0.942 0.928    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.42, 0.18)     

Ls Meanb -0.91 -0.80 -0.11 (-0.37, 0.16) 0.440  

SEb 0.098 0.095    

95% CIb -1.10, -0.72 -0.99, -0.62    

Ls Meanc -0.98 -0.86 -0.13 (-0.34, 0.08) 0.229  

SEc 0.075 0.072    

95% CIc -1.13, -0.83 -1.00, -0.71    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.15 (-0.25, -0.05)     

Ls Meanb -0.83 -0.67 -0.15 (-0.26, -0.05) 0.003  

 

  Baseline Actual n 57 59  NEd  

Mean 1.04 1.15    

SD 1.034 0.979    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.51 0.79    

SD 0.787 0.961    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

   Change n 51 56    

Mean -0.47 -0.29    

SD 1.155 1.171    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.27 (-0.52, -0.03)     

Ls Meanb -0.53 -0.25 -0.28 (-0.52, -0.03) 0.028  

SEb 0.090 0.087    

95% CIb -0.71, -0.35 -0.42, -0.08    

Ls Meanc -0.52 -0.24 -0.28 (-0.61, 0.06) 0.107  

SEc 0.123 0.117    

95% CIc -0.76, -0.27 -0.47, -0.01    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.30 0.68    

SD 0.641 0.979    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 50    

Mean -0.62 -0.46    

SD 0.984 1.328    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.42 (-0.67, -0.17)     

Ls Meanb -0.74 -0.32 -0.43 (-0.68, -0.17) 0.001  

SEb 0.093 0.090    

95% CIb -0.92, -0.56 -0.49, -0.14    

Ls Meanc -0.72 -0.37 -0.35 (-0.70, 0.00) 0.049  

SEc 0.126 0.120    

95% CIc -0.97, -0.47 -0.61, -0.13    

 

  Day 15 Actual n 61 60    

Mean 0.13 0.22    

SD 0.427 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.86 -0.95    

SD 1.082 0.834    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.29, 0.24)     

Ls Meanb -0.94 -0.91 -0.03 (-0.29, 0.24) 0.843  

SEb 0.096 0.096    

95% CIb -1.13, -0.75 -1.10, -0.73    

Ls Meanc -0.93 -0.89 -0.04 (-0.23, 0.15) 0.663  

SEc 0.068 0.067    

95% CIc -1.06, -0.79 -1.02, -0.75    

 

  Day 29 Actual n 48 44    

Mean 0.10 0.25    

SD 0.309 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 35 38    

Mean -0.91 -0.92    

SD 1.121 1.194    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.48, 0.07)     

Ls Meanb -0.97 -0.77 -0.21 (-0.48, 0.07) 0.139  

SEb 0.100 0.097    

95% CIb -1.17, -0.78 -0.96, -0.58    

Ls Meanc -0.98 -0.86 -0.12 (-0.37, 0.13) 0.342  

SEc 0.090 0.086    

95% CIc -1.16, -0.80 -1.03, -0.69    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.26 -0.25 -0.01 (-0.07, 0.05) 0.772  

 

  Baseline Actual n 57 59  NEd  

Mean 0.33 0.46    

SD 0.664 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.35 0.33    

SD 0.790 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean 0.04 -0.07    

SD 0.720 0.806    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.15, 0.34)     

Ls Meanb 0.03 -0.03 0.07 (-0.10, 0.23) 0.436  

SEb 0.061 0.059    

95% CIb -0.09, 0.16 -0.15, 0.08    

Ls Meanc 0.02 -0.05 0.07 (-0.20, 0.34) 0.609  

SEc 0.099 0.094    

95% CIc -0.18, 0.21 -0.24, 0.13    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.11 0.35    

SD 0.370 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 50    

Mean -0.09 -0.08    

SD 0.596 0.877    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.24 (-0.49, 0.01)     

Ls Meanb -0.16 0.00 -0.16 (-0.34, 0.01) 0.063  

SEb 0.063 0.061    

95% CIb -0.28, -0.04 -0.12, 0.12    

Ls Meanc -0.18 0.00 -0.19 (-0.43, 0.06) 0.132  

SEc 0.088 0.083    

95% CIc -0.36, -0.01 -0.16, 0.17    

 

  Day 15 Actual n 61 60    

Mean 0.15 0.03    

SD 0.543 0.181    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.19 -0.39    

SD 0.627 0.754    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.11, 0.42)     

Ls Meanb -0.23 -0.34 0.10 (-0.08, 0.29) 0.263  

SEb 0.065 0.065    

95% CIb -0.36, -0.10 -0.46, -0.21    

Ls Meanc -0.22 -0.35 0.14 (-0.04, 0.31) 0.122  

SEc 0.062 0.061    

95% CIc -0.34, -0.10 -0.48, -0.23    

 

  Day 29 Actual n 48 44    

Mean 0.02 0.00    

SD 0.144 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 35 38    

Mean -0.29 -0.58    

SD 0.622 0.793    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.23, 0.32)     

Ls Meanb -0.39 -0.41 0.03 (-0.16, 0.22) 0.764  

SEb 0.069 0.067    

95% CIb -0.52, -0.25 -0.55, -0.28    

Ls Meanc -0.41 -0.46 0.05 (0.00, 0.10) 0.074  

SEc 0.018 0.017    

95% CIc -0.45, -0.38 -0.50, -0.43    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.08 (-0.09, 0.25)     

Ls Meanb -0.09 -0.16 0.07 (-0.08, 0.22) 0.362  

 

  Baseline Actual n 57 59  NEd  

Mean 0.42 0.46    

SD 0.823 0.897    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.56 0.59    

SD 0.854 0.955    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean 0.14 0.23    

SD 0.895 1.009    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.38, 0.29)     

Ls Meanb 0.15 0.19 -0.04 (-0.32, 0.25) 0.808  

SEb 0.106 0.102    

95% CIb -0.05, 0.36 -0.01, 0.39    

Ls Meanc 0.14 0.23 -0.09 (-0.42, 0.24) 0.581  

SEc 0.120 0.114    

95% CIc -0.10, 0.38 0.00, 0.46    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.56 0.70    

SD 0.992 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 50    

Mean 0.18 0.32    

SD 1.267 1.186    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.49, 0.20)     

Ls Meanb 0.20 0.32 -0.13 (-0.42, 0.17) 0.404  

SEb 0.108 0.105    

95% CIb -0.02, 0.41 0.12, 0.53    

Ls Meanc 0.17 0.33 -0.15 (-0.57, 0.26) 0.459  

SEc 0.151 0.143    

95% CIc -0.13, 0.47 0.04, 0.61    

 

  Day 15 Actual n 61 60    

Mean 0.28 0.28    

SD 0.733 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.16 -0.30    

SD 1.067 1.091    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.34, 0.38)     

Ls Meanb -0.23 -0.25 0.02 (-0.29, 0.33) 0.901  

SEb 0.111 0.112    

95% CIb -0.44, -0.01 -0.46, -0.03    

Ls Meanc -0.21 -0.25 0.03 (-0.26, 0.32) 0.812  

SEc 0.104 0.102    

95% CIc -0.42, -0.01 -0.45, -0.04    

 

  Day 29 Actual n 48 44    

Mean 0.27 0.02    

SD 0.792 0.151    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 35 38    

Mean -0.17 -0.47    

SD 1.071 0.922    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.40 (0.04, 0.76)     

Ls Meanb -0.19 -0.53 0.34 (0.03, 0.65) 0.030  

SEb 0.113 0.110    

95% CIb -0.41, 0.03 -0.75, -0.32    

Ls Meanc -0.18 -0.47 0.29 (0.03, 0.54) 0.028  

SEc 0.092 0.088    

95% CIc -0.36, 0.00 -0.64, -0.29    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.00 (-0.15, 0.14)     

Ls Meanb -0.14 -0.13 0.00 (-0.12, 0.11) 0.957  

 

  Baseline Actual n 57 59  NEd  

Mean 0.39 0.37    

SD 0.818 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.40 0.46    

SD 0.725 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean 0.00 0.14    

SD 0.748 0.796    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.36, 0.23)     

Ls Meanb 0.06 0.11 -0.05 (-0.30, 0.19) 0.669  

SEb 0.090 0.087    

95% CIb -0.12, 0.23 -0.06, 0.28    

Ls Meanc 0.01 0.13 -0.12 (-0.38, 0.13) 0.331  

SEc 0.092 0.088    

95% CIc -0.17, 0.19 -0.04, 0.31    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.48 0.53    

SD 0.924 0.881    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 50    

Mean 0.07 0.20    

SD 1.176 1.069    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.33, 0.28)     

Ls Meanb 0.14 0.16 -0.02 (-0.27, 0.23) 0.873  

SEb 0.092 0.089    

95% CIb -0.04, 0.32 -0.01, 0.33    

Ls Meanc 0.10 0.17 -0.07 (-0.44, 0.31) 0.723  

SEc 0.136 0.129    

95% CIc -0.17, 0.37 -0.09, 0.43    

 

  Day 15 Actual n 61 60    

Mean 0.18 0.25    

SD 0.592 0.571    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.23 -0.23    

SD 0.922 0.961    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.37, 0.27)     

Ls Meanb -0.24 -0.20 -0.04 (-0.30, 0.22) 0.761  

SEb 0.095 0.095    

95% CIb -0.42, -0.05 -0.38, -0.01    

Ls Meanc -0.23 -0.23 0.00 (-0.24, 0.25) 0.977  

SEc 0.087 0.086    

95% CIc -0.40, -0.06 -0.40, -0.06    

 

  Day 29 Actual n 48 44    

Mean 0.23 0.02    

SD 0.660 0.151    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 35 38    

Mean -0.11 -0.34    

SD 0.932 0.781    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.07, 0.58)     

Ls Meanb -0.19 -0.40 0.21 (-0.05, 0.48) 0.118  

SEb 0.097 0.094    

95% CIb -0.38, 0.00 -0.58, -0.21    

Ls Meanc -0.10 -0.35 0.25 (0.03, 0.48) 0.027  

SEc 0.081 0.078    

95% CIc -0.26, 0.06 -0.51, -0.20    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.12 (-0.21, -0.03)     

Ls Meanb -0.52 -0.43 -0.09 (-0.16, -0.02) 0.012  

 

  Baseline Actual n 57 59  NEd  

Mean 0.70 0.66    

SD 0.778 0.734    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 72 70    

Mean 0.56 0.37    

SD 0.820 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 51 56    

Mean 0.02 -0.30    

SD 0.860 0.711    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.35 (0.11, 0.60)     

Ls Meanb -0.05 -0.32 0.27 (0.08, 0.46) 0.005  

SEb 0.069 0.066    

95% CIb -0.18, 0.09 -0.45, -0.19    

Ls Meanc 0.00 -0.29 0.29 (0.02, 0.55) 0.033  

SEc 0.096 0.092    

95% CIc -0.19, 0.19 -0.47, -0.10    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.31 0.47    

SD 0.564 0.728    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 50    

Mean -0.40 -0.08    

SD 0.889 0.804    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.36 (-0.62, -0.11)     

Ls Meanb -0.43 -0.16 -0.28 (-0.47, -0.08) 0.005  

SEb 0.071 0.069    

95% CIb -0.57, -0.29 -0.29, -0.02    

Ls Meanc -0.37 -0.11 -0.26 (-0.53, 0.01) 0.063  

SEc 0.099 0.094    

95% CIc -0.56, -0.17 -0.30, 0.08    

 

  Day 15 Actual n 61 60    

Mean 0.08 0.20    

SD 0.277 0.480    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.65 -0.48    

SD 0.783 0.698    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.46, 0.08)     

Ls Meanb -0.60 -0.46 -0.14 (-0.35, 0.06) 0.173  

SEb 0.073 0.074    

95% CIb -0.74, -0.45 -0.60, -0.31    

Ls Meanc -0.64 -0.49 -0.14 (-0.32, 0.03) 0.112  

SEc 0.063 0.062    

95% CIc -0.76, -0.51 -0.62, -0.37    

 

  Day 29 Actual n 48 44    

Mean 0.08 0.14    

SD 0.347 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 38    

Mean -0.54 -0.50    

SD 0.886 0.726    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.47, 0.09)     

Ls Meanb -0.67 -0.53 -0.14 (-0.35, 0.07) 0.183  

SEb 0.077 0.075    

95% CIb -0.82, -0.52 -0.67, -0.38    

Ls Meanc -0.54 -0.50 -0.04 (-0.24, 0.15) 0.662  

SEc 0.072 0.069    

95% CIc -0.69, -0.40 -0.64, -0.36    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.28 -0.27 0.00 (-0.07, 0.07) 0.973  

 

  Baseline Actual n 57 59  NEd  

Mean 0.47 0.41    

SD 0.758 0.790    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.36 0.31    

SD 0.698 0.713    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 51 56    

Mean -0.14 -0.09    

SD 0.664 0.837    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.28, 0.19)     

Ls Meanb -0.14 -0.10 -0.04 (-0.22, 0.15) 0.703  

SEb 0.067 0.064    

95% CIb -0.27, -0.01 -0.23, 0.02    

Ls Meanc -0.12 -0.10 -0.02 (-0.26, 0.21) 0.841  

SEc 0.087 0.083    

95% CIc -0.30, 0.05 -0.26, 0.06    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.20 0.24    

SD 0.477 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 50    

Mean -0.24 -0.16    

SD 0.679 0.976    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.35, 0.13)     

Ls Meanb -0.20 -0.12 -0.08 (-0.27, 0.10) 0.381  

SEb 0.069 0.067    

95% CIb -0.34, -0.07 -0.25, 0.01    

Ls Meanc -0.21 -0.19 -0.01 (-0.25, 0.22) 0.916  

SEc 0.085 0.081    

95% CIc -0.38, -0.04 -0.35, -0.03    

 

  Day 15 Actual n 61 60    

Mean 0.15 0.07    

SD 0.401 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.28 -0.32    

SD 0.797 0.829    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.14, 0.38)     

Ls Meanb -0.28 -0.38 0.09 (-0.11, 0.29) 0.358  

SEb 0.072 0.072    

95% CIb -0.43, -0.14 -0.52, -0.24    

Ls Meanc -0.25 -0.34 0.09 (-0.08, 0.26) 0.302  

SEc 0.062 0.061    

95% CIc -0.38, -0.13 -0.46, -0.22    

 

  Day 29 Actual n 48 44    

Mean 0.10 0.09    

SD 0.309 0.291    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 35 38    

Mean -0.46 -0.39    

SD 0.852 0.946    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.22, 0.31)     

Ls Meanb -0.35 -0.39 0.04 (-0.17, 0.24) 0.735  

SEb 0.075 0.073    

95% CIb -0.50, -0.20 -0.53, -0.24    

Ls Meanc -0.42 -0.43 0.01 (-0.14, 0.16) 0.928  

SEc 0.054 0.052    

95% CIc -0.53, -0.31 -0.53, -0.33    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.00 (-0.10, 0.11)     

Ls Meanb -0.33 -0.33 0.00 (-0.08, 0.08) 0.956  

 

  Baseline Actual n 57 59  NEd  

Mean 0.56 0.61    

SD 0.682 0.851    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 72 70    

Mean 0.43 0.44    

SD 0.766 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 51 56    

Mean -0.06 -0.23    

SD 0.925 0.914    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.11, 0.40)     

Ls Meanb -0.04 -0.15 0.11 (-0.09, 0.31) 0.277  

SEb 0.073 0.070    

95% CIb -0.18, 0.10 -0.29, -0.01    

Ls Meanc -0.09 -0.21 0.12 (-0.16, 0.40) 0.398  

SEc 0.103 0.099    

95% CIc -0.29, 0.12 -0.40, -0.01    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.33 0.29    

SD 0.625 0.627    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 50    

Mean -0.20 -0.34    

SD 0.661 1.022    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.14, 0.39)     

Ls Meanb -0.20 -0.30 0.10 (-0.11, 0.30) 0.344  

SEb 0.075 0.073    

95% CIb -0.35, -0.05 -0.44, -0.16    

Ls Meanc -0.23 -0.32 0.09 (-0.16, 0.34) 0.481  

SEc 0.092 0.088    

95% CIc -0.41, -0.04 -0.49, -0.14    

 

  Day 15 Actual n 61 60    

Mean 0.15 0.10    

SD 0.477 0.303    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.30 -0.50    

SD 0.860 0.849    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.18, 0.38)     

Ls Meanb -0.36 -0.44 0.08 (-0.14, 0.29) 0.490  

SEb 0.078 0.078    

95% CIb -0.51, -0.21 -0.59, -0.28    

Ls Meanc -0.35 -0.45 0.11 (-0.09, 0.30) 0.279  

SEc 0.069 0.068    

95% CIc -0.49, -0.21 -0.59, -0.32    

 

  Day 29 Actual n 48 44    

Mean 0.13 0.14    

SD 0.531 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 35 38    

Mean -0.34 -0.34    

SD 0.873 0.669    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.24, 0.34)     

Ls Meanb -0.39 -0.43 0.04 (-0.18, 0.26) 0.729  

SEb 0.081 0.078    

95% CIb -0.55, -0.24 -0.59, -0.28    

Ls Meanc -0.34 -0.35 0.01 (-0.23, 0.25) 0.931  

SEc 0.086 0.082    

95% CIc -0.51, -0.17 -0.51, -0.18    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.07 -0.08 0.00 (-0.02, 0.03) 0.764  

 

  Baseline Actual n 57 59  NEd  

Mean 0.14 0.05    

SD 0.581 0.289    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 72 70    

Mean 0.07 0.00    

SD 0.387 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 51 56    

Mean -0.06 -0.05    

SD 0.420 0.297    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.02, 0.32)     

Ls Meanb -0.02 -0.09 0.07 (-0.01, 0.15) 0.083  

SEb 0.029 0.028    

95% CIb -0.08, 0.03 -0.15, -0.04    

Ls Meanc -0.03 -0.08 0.04 (-0.05, 0.13) 0.341  

SEc 0.033 0.032    

95% CIc -0.10, 0.03 -0.14, -0.01    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 61 66    

Mean 0.00 0.06    

SD 0.000 0.345    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 45 50    

Mean -0.07 0.02    

SD 0.447 0.515    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.28, 0.08)     

Ls Meanb -0.05 -0.01 -0.05 (-0.13, 0.04) 0.270  

SEb 0.030 0.029    

95% CIb -0.11, 0.00 -0.06, 0.05    

Ls Meanc -0.06 0.02 -0.08 (-0.20, 0.04) 0.182  

SEc 0.043 0.041    

95% CIc -0.15, 0.02 -0.06, 0.10    

 

  Day 15 Actual n 61 60    

Mean 0.03 0.00    

SD 0.180 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 44    

Mean -0.12 -0.07    

SD 0.662 0.334    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.12, 0.25)     

Ls Meanb -0.06 -0.09 0.03 (-0.06, 0.12) 0.496  

SEb 0.031 0.031    

95% CIb -0.12, 0.00 -0.15, -0.03    

Ls Meanc -0.07 -0.11 0.04 (-0.02, 0.11) 0.179  

SEc 0.023 0.023    

95% CIc -0.12, -0.02 -0.16, -0.07    

 

  Day 29 Actual n 48 44    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 35 38    

Mean -0.20 -0.08    

SD 0.719 0.359    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.26, 0.14)     

Ls Meanb -0.12 -0.09 -0.03 (-0.12, 0.07) 0.579  

SEb 0.034 0.032    

95% CIb -0.19, -0.05 -0.16, -0.03    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

No co-morbidity Body Aches Overall  Effect Size (95% 

CI)a 

0.05 (-0.03, 0.14)     

Ls Meanb -0.48 -0.54 0.05 (-0.04, 0.15) 0.249  

 

  Baseline Actual n 44 46  <.001d  

Mean 0.95 0.87    

SD 1.140 1.002    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 46 46    

Mean 0.59 0.46    

SD 0.933 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 40 43    

Mean -0.48 -0.42    

SD 0.960 0.932    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.16, 0.27)     

Ls Meanb -0.20 -0.26 0.06 (-0.17, 0.29) 0.596  

SEb 0.093 0.089    

95% CIb -0.38, -0.02 -0.44, -0.09    

Ls Meanc -0.28 -0.33 0.04 (-0.27, 0.36) 0.779  

SEc 0.183 0.159    

95% CIc -0.65, 0.08 -0.64, -0.01    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.36 0.16    

SD 0.802 0.485    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 41 40    

Mean -0.56 -0.63    

SD 1.001 0.868    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.07, 0.37)     

Ls Meanb -0.38 -0.55 0.16 (-0.07, 0.40) 0.176  

SEb 0.093 0.091    

95% CIb -0.57, -0.20 -0.72, -0.37    

Ls Meanc -0.19 -0.36 0.17 (-0.09, 0.42) 0.192  

SEc 0.143 0.134    

95% CIc -0.48, 0.09 -0.63, -0.10    

 

  Day 15 Actual n 41 36    

Mean 0.20 0.08    

SD 0.601 0.280    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.83 -0.67    

SD 1.082 0.890    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.11, 0.35)     

Ls Meanb -0.52 -0.65 0.13 (-0.12, 0.38) 0.312  

SEb 0.098 0.097    

95% CIb -0.71, -0.33 -0.84, -0.46    

Ls Meanc -0.36 -0.52 0.16 (-0.05, 0.37) 0.128  

SEc 0.119 0.106    

95% CIc -0.60, -0.12 -0.74, -0.31    

 

  Day 29 Actual n 34 31    

Mean 0.15 0.13    

SD 0.500 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 32 28    

Mean -0.97 -0.89    

SD 1.121 1.066    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.27, 0.21)     

Ls Meanb -0.62 -0.58 -0.03 (-0.29, 0.22) 0.806  

SEb 0.098 0.099    

95% CIb -0.81, -0.42 -0.78, -0.39    

Ls Meanc -0.85 -0.82 -0.04 (-0.23, 0.16) 0.705  

SEc 0.125 0.119    

95% CIc -1.10, -0.60 -1.06, -0.58    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 1056 

Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.00)     

Ls Meanb -0.54 -0.51 -0.02 (-0.05, 0.00) 0.085  

 

  Baseline Actual n 44 46  0.659d  

Mean 0.61 0.57    

SD 0.920 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 46 46    

Mean 0.22 0.28    

SD 0.554 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 40 43    

Mean -0.45 -0.33    

SD 0.783 0.715    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.35 -0.32 -0.03 (-0.15, 0.08) 0.595  

SEb 0.044 0.042    

95% CIb -0.44, -0.26 -0.40, -0.24    

Ls Meanc -0.35 -0.30 -0.05 (-0.27, 0.17) 0.651  

SEc 0.128 0.112    

95% CIc -0.61, -0.10 -0.53, -0.08    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.02 0.09    

SD 0.149 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 41 40    

Mean -0.56 -0.43    

SD 0.950 0.675    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.08)     

Ls Meanb -0.55 -0.50 -0.05 (-0.17, 0.06) 0.380  

SEb 0.043 0.043    

95% CIb -0.63, -0.46 -0.58, -0.41    

Ls Meanc -0.55 -0.49 -0.06 (-0.15, 0.04) 0.253  

SEc 0.054 0.051    

95% CIc -0.65, -0.44 -0.59, -0.39    

 

  Day 15 Actual n 41 36    

Mean 0.02 0.06    

SD 0.156 0.232    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.67 -0.52    

SD 0.956 0.755    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.12)     

Ls Meanb -0.57 -0.54 -0.03 (-0.15, 0.10) 0.644  

SEb 0.046 0.047    

95% CIb -0.66, -0.48 -0.63, -0.45    

Ls Meanc -0.63 -0.59 -0.03 (-0.09, 0.03) 0.300  

SEc 0.034 0.031    

95% CIc -0.69, -0.56 -0.66, -0.53    

 

  Day 29 Actual n 34 31    

Mean 0.03 0.03    

SD 0.171 0.180    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 32 28    

Mean -0.66 -0.54    

SD 0.902 0.693    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.17)     

Ls Meanb -0.57 -0.58 0.01 (-0.13, 0.14) 0.929  

SEb 0.048 0.051    

95% CIb -0.67, -0.48 -0.68, -0.48    

Ls Meanc -0.60 -0.60 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.60, -0.60 -0.60, -0.60    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.05 (-0.13, 0.02)     

Ls Meanb -0.44 -0.40 -0.04 (-0.09, 0.02) 0.155  

 

  Baseline Actual n 44 46  0.187d  

Mean 0.55 0.52    

SD 0.663 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 46 46    

Mean 0.39 0.33    

SD 0.577 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 40 43    

Mean -0.23 -0.23    

SD 0.768 0.718    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.16, 0.25)     

Ls Meanb -0.21 -0.24 0.03 (-0.12, 0.18) 0.688  

SEb 0.061 0.058    

95% CIb -0.33, -0.09 -0.35, -0.13    

Ls Meanc -0.24 -0.26 0.02 (-0.22, 0.26) 0.854  

SEc 0.140 0.122    

95% CIc -0.51, 0.04 -0.50, -0.01    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.20 0.35    

SD 0.405 0.686    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 41 40    

Mean -0.34 -0.25    

SD 0.656 0.776    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.37, 0.04)     

Ls Meanb -0.36 -0.24 -0.12 (-0.28, 0.03) 0.123  

SEb 0.060 0.060    

95% CIb -0.48, -0.24 -0.36, -0.12    

Ls Meanc -0.45 -0.32 -0.13 (-0.35, 0.09) 0.231  

SEc 0.121 0.113    

95% CIc -0.69, -0.21 -0.55, -0.09    

 

  Day 15 Actual n 41 36    

Mean 0.02 0.06    

SD 0.156 0.232    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.61 -0.48    

SD 0.645 0.755    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.30, 0.15)     

Ls Meanb -0.54 -0.48 -0.06 (-0.22, 0.11) 0.501  

SEb 0.064 0.064    

95% CIb -0.66, -0.41 -0.60, -0.35    

Ls Meanc -0.59 -0.55 -0.05 (-0.14, 0.04) 0.297  

SEc 0.051 0.046    

95% CIc -0.69, -0.49 -0.64, -0.45    

 

  Day 29 Actual n 34 31    

Mean 0.09 0.06    

SD 0.288 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 32 28    

Mean -0.50 -0.39    

SD 0.672 0.685    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.32, 0.14)     

Ls Meanb -0.49 -0.42 -0.07 (-0.24, 0.10) 0.451  

SEb 0.065 0.066    

95% CIb -0.61, -0.36 -0.55, -0.29    

Ls Meanc -0.50 -0.50 0.00 (-0.14, 0.14) 1.000  

SEc 0.086 0.082    

95% CIc -0.67, -0.32 -0.66, -0.33    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.02 (-0.09, 0.14)     

Ls Meanb -0.48 -0.50 0.02 (-0.07, 0.11) 0.685  

 

  Baseline Actual n 44 46  0.362d  

Mean 0.95 0.83    

SD 0.806 0.709    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 46 46    

Mean 0.89 0.76    

SD 0.823 0.822    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 40 43    

Mean -0.18 -0.09    

SD 0.549 0.750    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.22, 0.36)     

Ls Meanb -0.02 -0.08 0.05 (-0.17, 0.27) 0.643  

SEb 0.089 0.085    

95% CIb -0.20, 0.15 -0.24, 0.09    

Ls Meanc -0.01 -0.01 0.00 (-0.28, 0.29) 0.983  

SEc 0.167 0.143    

95% CIc -0.34, 0.32 -0.30, 0.27    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.69 0.53    

SD 0.701 0.702    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 3.00    

 

   Change n 41 40    

Mean -0.27 -0.23    

SD 0.633 0.733    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.25, 0.33)     

Ls Meanb -0.19 -0.22 0.03 (-0.19, 0.25) 0.790  

SEb 0.089 0.087    

95% CIb -0.36, -0.01 -0.39, -0.05    

Ls Meanc -0.19 -0.24 0.05 (-0.22, 0.32) 0.730  

SEc 0.151 0.140    

95% CIc -0.49, 0.11 -0.51, 0.04    

 

  Day 15 Actual n 41 36    

Mean 0.37 0.19    

SD 0.698 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.64 -0.48    

SD 0.762 0.667    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.29, 0.34)     

Ls Meanb -0.55 -0.57 0.02 (-0.22, 0.25) 0.896  

SEb 0.094 0.092    

95% CIb -0.74, -0.37 -0.75, -0.39    

Ls Meanc -0.33 -0.42 0.09 (-0.17, 0.35) 0.486  

SEc 0.146 0.128    

95% CIc -0.62, -0.03 -0.67, -0.16    

 

  Day 29 Actual n 34 31    

Mean 0.12 0.03    

SD 0.478 0.180    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 32 28    

Mean -0.94 -0.68    

SD 0.759 0.819    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.35, 0.29)     

Ls Meanb -0.73 -0.71 -0.02 (-0.26, 0.22) 0.848  

SEb 0.094 0.094    

95% CIb -0.92, -0.55 -0.90, -0.53    

Ls Meanc -0.86 -0.90 0.04 (-0.16, 0.24) 0.689  

SEc 0.127 0.119    

95% CIc -1.11, -0.60 -1.13, -0.66    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.07)     

Ls Meanb -0.18 -0.19 0.01 (-0.03, 0.04) 0.778  

 

  Baseline Actual n 44 46  0.816d  

Mean 0.32 0.26    

SD 0.674 0.535    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 46 46    

Mean 0.28 0.13    

SD 0.584 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 40 43    

Mean -0.08 -0.09    

SD 0.616 0.610    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.06, 0.37)     

Ls Meanb -0.01 -0.11 0.09 (-0.04, 0.22) 0.155  

SEb 0.050 0.047    

95% CIb -0.11, 0.08 -0.20, -0.01    

Ls Meanc 0.12 0.00 0.11 (-0.08, 0.30) 0.238  

SEc 0.111 0.096    

95% CIc -0.10, 0.34 -0.19, 0.20    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.16 0.09    

SD 0.424 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -0.17 -0.13    

SD 0.667 0.516    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.16, 0.26)     

Ls Meanb -0.10 -0.13 0.03 (-0.10, 0.16) 0.650  

SEb 0.049 0.049    

95% CIb -0.20, 0.00 -0.23, -0.03    

Ls Meanc -0.06 -0.10 0.04 (-0.14, 0.23) 0.643  

SEc 0.102 0.095    

95% CIc -0.26, 0.15 -0.29, 0.09    

 

  Day 15 Actual n 41 36    

Mean 0.02 0.03    

SD 0.156 0.167    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.31 -0.30    

SD 0.668 0.585    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.24)     

Ls Meanb -0.25 -0.26 0.01 (-0.13, 0.15) 0.917  

SEb 0.052 0.053    

95% CIb -0.36, -0.15 -0.36, -0.16    

Ls Meanc -0.30 -0.30 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.30, -0.30 -0.30, -0.30    

 

  Day 29 Actual n 34 31    

Mean 0.00 0.03    

SD 0.000 0.180    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 32 28    

Mean -0.28 -0.32    

SD 0.634 0.612    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.26, 0.23)     

Ls Meanb -0.25 -0.24 -0.01 (-0.16, 0.14) 0.916  

SEb 0.054 0.057    

95% CIb -0.35, -0.14 -0.35, -0.13    

Ls Meanc -0.32 -0.29 -0.03 (-0.10, 0.04) 0.360  

SEc 0.043 0.041    

95% CIc -0.41, -0.24 -0.37, -0.21    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.01 -0.02 0.01 (-0.04, 0.06) 0.671  

 

  Baseline Actual n 44 46  0.728d  

Mean 0.14 0.17    

SD 0.462 0.529    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 46 46    

Mean 0.26 0.13    

SD 0.575 0.400    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 40 43    

Mean 0.05 -0.05    

SD 0.597 0.375    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.27 (-0.02, 0.56)     

Ls Meanb 0.12 -0.01 0.14 (-0.01, 0.28) 0.067  

SEb 0.057 0.055    

95% CIb 0.01, 0.24 -0.12, 0.09    

Ls Meanc -0.01 -0.11 0.10 (-0.07, 0.27) 0.237  

SEc 0.098 0.085    

95% CIc -0.20, 0.19 -0.28, 0.06    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.13 0.12    

SD 0.405 0.498    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 41 40    

Mean -0.02 -0.03    

SD 0.570 0.620    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.21, 0.38)     

Ls Meanb 0.05 0.01 0.04 (-0.10, 0.19) 0.568  

SEb 0.057 0.056    

95% CIb -0.06, 0.17 -0.10, 0.12    

Ls Meanc 0.00 -0.02 0.02 (-0.18, 0.22) 0.839  

SEc 0.113 0.106    

95% CIc -0.23, 0.22 -0.23, 0.19    

 

  Day 15 Actual n 41 36    

Mean 0.07 0.03    

SD 0.469 0.167    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.06 -0.12    

SD 0.715 0.545    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.18, 0.45)     

Ls Meanb 0.01 -0.05 0.07 (-0.09, 0.22) 0.404  

SEb 0.061 0.060    

95% CIb -0.11, 0.13 -0.17, 0.06    

Ls Meanc 0.35 0.21 0.13 (-0.02, 0.29) 0.085  

SEc 0.088 0.079    

95% CIc 0.17, 0.52 0.05, 0.37    

 

  Day 29 Actual n 34 31    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 32 28    

Mean -0.13 -0.18    

SD 0.492 0.548    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.36, 0.29)     

Ls Meanb -0.10 -0.08 -0.02 (-0.18, 0.15) 0.850  

SEb 0.061 0.063    

95% CIb -0.22, 0.02 -0.21, 0.04    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.62 -0.60 -0.01 (-0.11, 0.09) 0.805  

 

  Baseline Actual n 44 46  <.001d  

Mean 1.39 1.30    

SD 1.039 0.986    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 46 46    

Mean 0.98 0.85    

SD 0.977 0.894    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 40 43    

Mean -0.53 -0.40    

SD 0.933 0.877    

Min -3.00 -2.00    

Median -0.50 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.18, 0.37)     

Ls Meanb -0.09 -0.19 0.10 (-0.18, 0.37) 0.487  

SEb 0.109 0.104    

95% CIb -0.30, 0.12 -0.39, 0.02    

Ls Meanc -0.29 -0.31 0.02 (-0.33, 0.37) 0.908  

SEc 0.202 0.176    

95% CIc -0.69, 0.12 -0.66, 0.05    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.64 0.60    

SD 0.933 0.849    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 41 40    

Mean -0.71 -0.63    

SD 0.814 1.125    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.26, 0.29)     

Ls Meanb -0.37 -0.39 0.01 (-0.26, 0.29) 0.919  

SEb 0.108 0.107    

95% CIb -0.59, -0.16 -0.60, -0.18    

Ls Meanc -0.24 -0.30 0.06 (-0.29, 0.41) 0.725  

SEc 0.193 0.181    

95% CIc -0.62, 0.15 -0.66, 0.06    

 

  Day 15 Actual n 41 36    

Mean 0.27 0.28    

SD 0.633 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -1.17 -0.97    

SD 0.971 1.015    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.29, 0.30)     

Ls Meanb -0.71 -0.72 0.00 (-0.29, 0.30) 0.977  

SEb 0.115 0.114    

95% CIb -0.94, -0.49 -0.94, -0.49    

Ls Meanc -0.54 -0.59 0.05 (-0.21, 0.31) 0.697  

SEc 0.150 0.134    

95% CIc -0.84, -0.24 -0.86, -0.32    

 

  Day 29 Actual n 34 31    

Mean 0.15 0.19    

SD 0.500 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 32 28    

Mean -1.38 -1.07    

SD 0.942 1.052    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.40, 0.21)     

Ls Meanb -0.92 -0.83 -0.10 (-0.40, 0.21) 0.537  

SEb 0.116 0.118    

95% CIb -1.15, -0.70 -1.06, -0.59    

Ls Meanc -0.90 -0.80 -0.10 (-0.33, 0.13) 0.393  

SEc 0.148 0.141    

95% CIc -1.19, -0.60 -1.08, -0.51    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.07)     

Ls Meanb -0.88 -0.88 -0.01 (-0.09, 0.07) 0.862  

 

  Baseline Actual n 44 46  0.603d  

Mean 1.20 0.98    

SD 0.978 1.064    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 46 46    

Mean 0.50 0.33    

SD 0.691 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 40 43    

Mean -0.70 -0.70    

SD 0.939 1.186    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.06, 0.40)     

Ls Meanb -0.60 -0.78 0.17 (-0.06, 0.41) 0.144  

SEb 0.091 0.087    

95% CIb -0.78, -0.42 -0.95, -0.60    

Ls Meanc -0.58 -0.77 0.19 (-0.09, 0.47) 0.179  

SEc 0.163 0.143    

95% CIc -0.90, -0.25 -1.05, -0.48    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.33 0.40    

SD 0.674 0.695    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 40    

Mean -0.80 -0.68    

SD 0.980 1.141    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.23, 0.23)     

Ls Meanb -0.79 -0.79 0.00 (-0.24, 0.23) 0.982  

SEb 0.091 0.090    

95% CIb -0.97, -0.62 -0.97, -0.61    

Ls Meanc -0.80 -0.81 0.01 (-0.27, 0.29) 0.964  

SEc 0.155 0.146    

95% CIc -1.11, -0.49 -1.10, -0.51    

 

  Day 15 Actual n 41 36    

Mean 0.20 0.14    

SD 0.511 0.487    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -1.03 -0.88    

SD 1.108 1.244    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.19, 0.30)     

Ls Meanb -0.92 -0.97 0.05 (-0.20, 0.31) 0.677  

SEb 0.096 0.096    

95% CIb -1.11, -0.73 -1.16, -0.78    

Ls Meanc -0.93 -0.98 0.05 (-0.21, 0.31) 0.697  

SEc 0.145 0.131    

95% CIc -1.22, -0.64 -1.24, -0.72    

 

  Day 29 Actual n 34 31    

Mean 0.15 0.06    

SD 0.436 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 32 28    

Mean -1.16 -1.14    

SD 0.954 1.113    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.31, 0.20)     

Ls Meanb -1.09 -1.03 -0.06 (-0.32, 0.20) 0.654  

SEb 0.098 0.100    

95% CIb -1.28, -0.90 -1.23, -0.84    

Ls Meanc -1.02 -1.06 0.03 (-0.14, 0.21) 0.712  

SEc 0.112 0.107    

95% CIc -1.25, -0.80 -1.27, -0.84    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.59 -0.63 0.04 (-0.06, 0.14) 0.405  

 

  Baseline Actual n 44 46  <.001d  

Mean 1.02 1.02    

SD 1.151 1.000    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 46 46    

Mean 0.63 0.50    

SD 0.928 0.782    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 40 43    

Mean -0.50 -0.56    

SD 0.961 0.908    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.12, 0.34)     

Ls Meanb -0.29 -0.41 0.11 (-0.13, 0.36) 0.370  

SEb 0.100 0.095    

95% CIb -0.49, -0.10 -0.59, -0.22    

Ls Meanc -0.33 -0.43 0.10 (-0.22, 0.42) 0.544  

SEc 0.187 0.163    

95% CIc -0.70, 0.04 -0.75, -0.10    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.42 0.35    

SD 0.892 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 41 40    

Mean -0.56 -0.65    

SD 1.050 0.949    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.14, 0.33)     

Ls Meanb -0.46 -0.56 0.10 (-0.15, 0.35) 0.423  

SEb 0.099 0.097    

95% CIb -0.65, -0.26 -0.75, -0.37    

Ls Meanc -0.30 -0.42 0.12 (-0.19, 0.43) 0.453  

SEc 0.174 0.164    

95% CIc -0.64, 0.05 -0.74, -0.09    

 

  Day 15 Actual n 41 36    

Mean 0.22 0.19    

SD 0.613 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.83 -0.76    

SD 1.082 1.119    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.19, 0.30)     

Ls Meanb -0.60 -0.66 0.06 (-0.21, 0.33) 0.666  

SEb 0.105 0.103    

95% CIb -0.80, -0.39 -0.86, -0.45    

Ls Meanc -0.53 -0.59 0.06 (-0.22, 0.35) 0.660  

SEc 0.162 0.145    

95% CIc -0.85, -0.20 -0.88, -0.30    

 

  Day 29 Actual n 34 31    

Mean 0.18 0.16    

SD 0.521 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 32 28    

Mean -0.91 -1.00    

SD 1.058 1.122    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.26, 0.24)     

Ls Meanb -0.72 -0.71 -0.01 (-0.28, 0.26) 0.952  

SEb 0.105 0.106    

95% CIb -0.93, -0.52 -0.92, -0.51    

Ls Meanc -0.90 -0.84 -0.06 (-0.28, 0.17) 0.628  

SEc 0.144 0.138    

95% CIc -1.18, -0.61 -1.12, -0.56    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.07)     

Ls Meanb -0.26 -0.27 0.01 (-0.03, 0.04) 0.667  

 

  Baseline Actual n 44 46  0.359d  

Mean 0.43 0.26    

SD 0.759 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 46 46    

Mean 0.33 0.09    

SD 0.732 0.285    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 40 43    

Mean -0.18 -0.19    

SD 1.130 0.500    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.35 (0.16, 0.53)     

Ls Meanb -0.02 -0.24 0.22 (0.10, 0.34) <.001  

SEb 0.045 0.043    

95% CIb -0.11, 0.07 -0.33, -0.16    

Ls Meanc 0.14 -0.14 0.28 (0.03, 0.53) 0.028  

SEc 0.144 0.125    

95% CIc -0.15, 0.42 -0.39, 0.10    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.09 0.09    

SD 0.358 0.366    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -0.24 -0.18    

SD 0.624 0.446    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.22, 0.15)     

Ls Meanb -0.22 -0.20 -0.02 (-0.14, 0.10) 0.731  

SEb 0.045 0.045    

95% CIb -0.31, -0.13 -0.29, -0.11    

Ls Meanc 0.06 0.03 0.03 (-0.10, 0.17) 0.636  

SEc 0.076 0.071    

95% CIc -0.09, 0.21 -0.12, 0.17    

 

  Day 15 Actual n 41 36    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.47 -0.27    

SD 0.810 0.517    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.21, 0.19)     

Ls Meanb -0.31 -0.31 0.00 (-0.13, 0.12) 0.941  

SEb 0.048 0.048    

95% CIb -0.41, -0.22 -0.40, -0.22    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    

 

  Day 29 Actual n 34 31    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 32 28    

Mean -0.47 -0.32    

SD 0.803 0.548    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.21, 0.20)     

Ls Meanb -0.30 -0.30 0.00 (-0.14, 0.13) 0.949  

SEb 0.049 0.051    

95% CIb -0.40, -0.21 -0.40, -0.20    

Ls Meanc -0.40 -0.40 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.40, -0.40 -0.40, -0.40    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb -0.53 -0.57 0.04 (-0.06, 0.15) 0.415  

 

  Baseline Actual n 44 46  0.593d  

Mean 0.77 0.65    

SD 1.097 0.924    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 46 46    

Mean 0.43 0.41    

SD 0.807 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 40 43    

Mean -0.40 -0.28    

SD 0.955 0.826    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.24, 0.20)     

Ls Meanb -0.34 -0.32 -0.02 (-0.24, 0.20) 0.841  

SEb 0.093 0.088    

95% CIb -0.52, -0.16 -0.49, -0.15    

Ls Meanc -0.43 -0.37 -0.05 (-0.35, 0.24) 0.725  

SEc 0.175 0.150    

95% CIc -0.77, -0.08 -0.67, -0.07    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.33 0.37    

SD 0.707 0.787    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 40    

Mean -0.41 -0.30    

SD 1.024 0.939    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.25, 0.19)     

Ls Meanb -0.41 -0.38 -0.03 (-0.25, 0.19) 0.792  

SEb 0.092 0.089    

95% CIb -0.59, -0.23 -0.56, -0.21    

Ls Meanc -0.23 -0.21 -0.01 (-0.32, 0.29) 0.929  

SEc 0.171 0.159    

95% CIc -0.57, 0.11 -0.53, 0.10    

 

  Day 15 Actual n 41 36    

Mean 0.17 0.11    

SD 0.543 0.398    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.61 -0.61    

SD 0.934 0.827    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.17, 0.30)     

Ls Meanb -0.58 -0.65 0.06 (-0.17, 0.30) 0.597  

SEb 0.097 0.093    

95% CIb -0.77, -0.39 -0.83, -0.47    

Ls Meanc -0.64 -0.69 0.06 (-0.15, 0.26) 0.586  

SEc 0.121 0.107    

95% CIc -0.88, -0.40 -0.91, -0.48    

 

  Day 29 Actual n 34 31    

Mean 0.06 0.03    

SD 0.343 0.180    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 32 28    

Mean -0.59 -0.64    

SD 0.911 0.951    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.21, 0.26)     

Ls Meanb -0.62 -0.64 0.02 (-0.21, 0.26) 0.854  

SEb 0.096 0.094    

95% CIb -0.80, -0.43 -0.82, -0.45    

Ls Meanc -0.45 -0.51 0.05 (-0.09, 0.19) 0.472  

SEc 0.090 0.086    

95% CIc -0.64, -0.27 -0.68, -0.33    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.10)     

Ls Meanb -0.44 -0.42 -0.02 (-0.14, 0.10) 0.737  

 

  Baseline Actual n 44 46  0.700d  

Mean 0.82 0.50    

SD 1.105 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 46 46    

Mean 0.43 0.33    

SD 0.750 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 40 43    

Mean -0.48 -0.19    

SD 0.933 0.824    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.27, 0.21)     

Ls Meanb -0.29 -0.25 -0.03 (-0.26, 0.20) 0.789  

SEb 0.098 0.092    

95% CIb -0.48, -0.09 -0.43, -0.07    

Ls Meanc -0.47 -0.39 -0.08 (-0.37, 0.21) 0.587  

SEc 0.169 0.144    

95% CIc -0.81, -0.13 -0.68, -0.10    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.36 0.28    

SD 0.712 0.766    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 40    

Mean -0.44 -0.20    

SD 1.026 0.853    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.23, 0.25)     

Ls Meanb -0.30 -0.31 0.01 (-0.22, 0.24) 0.936  

SEb 0.097 0.093    

95% CIb -0.49, -0.11 -0.50, -0.13    

Ls Meanc -0.25 -0.27 0.02 (-0.29, 0.32) 0.905  

SEc 0.168 0.156    

95% CIc -0.58, 0.09 -0.58, 0.04    

 

  Day 15 Actual n 41 36    

Mean 0.22 0.17    

SD 0.652 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.61 -0.27    

SD 1.022 0.574    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.27, 0.24)     

Ls Meanb -0.45 -0.43 -0.01 (-0.26, 0.23) 0.911  

SEb 0.102 0.097    

95% CIb -0.65, -0.25 -0.62, -0.24    

Ls Meanc -0.42 -0.39 -0.03 (-0.29, 0.23) 0.812  

SEc 0.145 0.127    

95% CIc -0.71, -0.13 -0.64, -0.13    

 

  Day 29 Actual n 34 31    

Mean 0.06 0.06    

SD 0.343 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 32 28    

Mean -0.59 -0.46    

SD 0.911 0.838    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.34, 0.16)     

Ls Meanb -0.56 -0.47 -0.09 (-0.33, 0.16) 0.482  

SEb 0.100 0.097    

95% CIb -0.76, -0.36 -0.66, -0.28    

Ls Meanc -0.23 -0.24 0.02 (-0.15, 0.19) 0.823  

SEc 0.106 0.101    

95% CIc -0.44, -0.01 -0.45, -0.04    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.06)     

Ls Meanb -0.50 -0.49 -0.01 (-0.07, 0.04) 0.688  

 

  Baseline Actual n 44 46  0.194d  

Mean 0.52 0.61    

SD 0.664 0.774    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 46 46    

Mean 0.22 0.33    

SD 0.467 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 40 43    

Mean -0.38 -0.35    

SD 0.807 0.650    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.37, 0.04)     

Ls Meanb -0.45 -0.33 -0.12 (-0.27, 0.03) 0.122  

SEb 0.060 0.057    

95% CIb -0.57, -0.33 -0.44, -0.22    

Ls Meanc -0.54 -0.41 -0.13 (-0.34, 0.07) 0.194  

SEc 0.118 0.103    

95% CIc -0.78, -0.31 -0.61, -0.20    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.20 0.28    

SD 0.405 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 40    

Mean -0.34 -0.43    

SD 0.617 0.712    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.30, 0.12)     

Ls Meanb -0.45 -0.38 -0.07 (-0.22, 0.08) 0.385  

SEb 0.059 0.058    

95% CIb -0.57, -0.33 -0.50, -0.27    

Ls Meanc -0.43 -0.40 -0.04 (-0.23, 0.15) 0.702  

SEc 0.106 0.100    

95% CIc -0.64, -0.22 -0.60, -0.20    

 

  Day 15 Actual n 41 36    

Mean 0.07 0.08    

SD 0.264 0.280    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.53 -0.61    

SD 0.696 0.788    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.21, 0.24)     

Ls Meanb -0.57 -0.58 0.01 (-0.15, 0.17) 0.918  

SEb 0.063 0.062    

95% CIb -0.70, -0.45 -0.70, -0.46    

Ls Meanc -0.60 -0.60 -0.01 (-0.12, 0.11) 0.923  

SEc 0.066 0.059    

95% CIc -0.73, -0.47 -0.72, -0.48    

 

  Day 29 Actual n 34 31    

Mean 0.12 0.16    

SD 0.327 0.374    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 32 28    

Mean -0.34 -0.50    

SD 0.602 0.638    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.32, 0.14)     

Ls Meanb -0.54 -0.47 -0.07 (-0.23, 0.10) 0.429  

SEb 0.063 0.064    

95% CIb -0.66, -0.41 -0.60, -0.34    

Ls Meanc -0.53 -0.52 -0.01 (-0.16, 0.14) 0.900  

SEc 0.094 0.090    

95% CIc -0.72, -0.35 -0.70, -0.34    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.09 (-0.01, 0.18)     

Ls Meanb 0.00 -0.04 0.05 (0.00, 0.10) 0.074  

 

  Baseline Actual n 44 46  0.082d  

Mean 0.16 0.24    

SD 0.479 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 46 46    

Mean 0.28 0.20    

SD 0.621 0.453    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 40 43    

Mean 0.05 0.00    

SD 0.552 0.488    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.21, 0.41)     

Ls Meanb 0.13 0.07 0.05 (-0.11, 0.22) 0.521  

SEb 0.063 0.060    

95% CIb 0.00, 0.25 -0.05, 0.19    

Ls Meanc 0.10 0.05 0.05 (-0.15, 0.24) 0.628  

SEc 0.115 0.100    

95% CIc -0.13, 0.33 -0.15, 0.25    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.20 0.26    

SD 0.694 0.693    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 41 40    

Mean 0.05 0.05    

SD 0.835 0.677    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.37, 0.25)     

Ls Meanb 0.11 0.14 -0.03 (-0.20, 0.13) 0.699  

SEb 0.063 0.062    

95% CIb -0.01, 0.23 0.02, 0.26    

Ls Meanc 0.38 0.38 0.00 (-0.30, 0.30) 0.984  

SEc 0.166 0.157    

95% CIc 0.05, 0.72 0.07, 0.69    

 

  Day 15 Actual n 41 36    

Mean 0.12 0.03    

SD 0.510 0.167    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.06 -0.21    

SD 0.791 0.600    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.26 (-0.08, 0.60)     

Ls Meanb 0.05 -0.09 0.14 (-0.04, 0.31) 0.130  

SEb 0.067 0.067    

95% CIb -0.08, 0.18 -0.22, 0.04    

Ls Meanc 0.32 0.13 0.19 (0.01, 0.36) 0.035  

SEc 0.098 0.089    

95% CIc 0.12, 0.51 -0.05, 0.31    

 

  Day 29 Actual n 34 31    

Mean 0.06 0.00    

SD 0.239 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 32 28    

Mean -0.16 -0.21    

SD 0.574 0.568    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.28, 0.42)     

Ls Meanb -0.08 -0.12 0.04 (-0.15, 0.22) 0.691  

SEb 0.068 0.071    

95% CIb -0.21, 0.06 -0.25, 0.02    

Ls Meanc -0.17 -0.20 0.03 (-0.03, 0.10) 0.314  

SEc 0.044 0.042    

95% CIc -0.25, -0.08 -0.28, -0.12    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.15)     

Ls Meanb -0.44 -0.49 0.05 (0.00, 0.10) 0.065  

 

  Baseline Actual n 44 46  0.348d  

Mean 0.66 0.37    

SD 0.713 0.610    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 46 46    

Mean 0.37 0.15    

SD 0.679 0.363    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 40 43    

Mean -0.33 -0.23    

SD 0.764 0.718    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.30 (0.10, 0.50)     

Ls Meanb -0.20 -0.40 0.20 (0.07, 0.33) 0.003  

SEb 0.053 0.051    

95% CIb -0.30, -0.09 -0.50, -0.30    

Ls Meanc -0.23 -0.38 0.14 (-0.09, 0.37) 0.227  

SEc 0.132 0.118    

95% CIc -0.50, 0.03 -0.61, -0.14    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.13 0.09    

SD 0.405 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 41 40    

Mean -0.51 -0.30    

SD 0.711 0.687    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.18, 0.22)     

Ls Meanb -0.45 -0.46 0.01 (-0.12, 0.15) 0.836  

SEb 0.052 0.052    

95% CIb -0.55, -0.35 -0.57, -0.36    

Ls Meanc -0.43 -0.45 0.02 (-0.13, 0.18) 0.758  

SEc 0.085 0.081    

95% CIc -0.60, -0.26 -0.61, -0.29    

 

  Day 15 Actual n 41 36    

Mean 0.10 0.00    

SD 0.300 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.56 -0.39    

SD 0.773 0.659    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.06, 0.37)     

Ls Meanb -0.43 -0.53 0.10 (-0.04, 0.25) 0.155  

SEb 0.056 0.055    

95% CIb -0.54, -0.32 -0.64, -0.42    

Ls Meanc -0.44 -0.55 0.11 (-0.01, 0.22) 0.062  

SEc 0.065 0.060    

95% CIc -0.57, -0.31 -0.67, -0.43    

 

  Day 29 Actual n 34 31    

Mean 0.00 0.03    

SD 0.000 0.180    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 32 28    

Mean -0.72 -0.39    

SD 0.729 0.737    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.21 (-0.43, 0.01)     

Ls Meanb -0.61 -0.47 -0.14 (-0.28, 0.01) 0.062  

SEb 0.056 0.057    

95% CIb -0.71, -0.50 -0.58, -0.36    

Ls Meanc -0.59 -0.56 -0.03 (-0.10, 0.04) 0.391  

SEc 0.044 0.042    

95% CIc -0.68, -0.50 -0.64, -0.48    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.05 -0.07 0.02 (0.00, 0.04) 0.059  

 

  Baseline Actual n 44 46  0.003d  

Mean 0.16 0.02    

SD 0.526 0.147    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 46 46    

Mean 0.07 0.00    

SD 0.327 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 40 43    

Mean -0.10 -0.02    

SD 0.591 0.152    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.19 (0.04, 0.35)     

Ls Meanb 0.00 -0.07 0.07 (0.01, 0.13) 0.017  

SEb 0.024 0.023    

95% CIb -0.04, 0.05 -0.12, -0.03    

Ls Meanc 0.14 0.05 0.09 (-0.01, 0.19) 0.082  

SEc 0.058 0.051    

95% CIc 0.03, 0.26 -0.05, 0.15    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 45 43    

Mean 0.04 0.00    

SD 0.298 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 41 40    

Mean -0.07 -0.03    

SD 0.565 0.158    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.03, 0.29)     

Ls Meanb -0.02 -0.07 0.05 (-0.01, 0.11) 0.113  

SEb 0.023 0.023    

95% CIb -0.07, 0.02 -0.12, -0.03    

Ls Meanc 0.13 0.06 0.07 (-0.02, 0.16) 0.142  

SEc 0.051 0.048    

95% CIc 0.03, 0.23 -0.03, 0.16    

 

  Day 15 Actual n 41 36    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 36 33    

Mean -0.19 -0.03    

SD 0.577 0.174    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -0.07 -0.07 0.00 (-0.06, 0.07) 0.900  

SEb 0.025 0.025    

95% CIb -0.12, -0.02 -0.12, -0.02    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    

 

  Day 29 Actual n 34 31    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 32 28    

Mean -0.19 -0.04    

SD 0.592 0.189    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.13, 0.23)     

Ls Meanb -0.05 -0.07 0.02 (-0.05, 0.09) 0.589  

SEb 0.025 0.026    

95% CIb -0.10, 0.00 -0.12, -0.02    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

At least one co-

morbidity 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.02)     

Ls Meanb -0.79 -0.77 -0.03 (-0.07, 0.02) 0.229  

 

  Baseline Actual n 304 308    

Mean 1.11 1.03    

SD 1.043 0.958    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 353 357    

Mean 0.61 0.67    

SD 0.875 0.888    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 275 282    

Mean -0.48 -0.33    

SD 1.019 0.996    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.21, -0.01)     

Ls Meanb -0.46 -0.35 -0.11 (-0.21, -0.01) 0.035  

SEb 0.037 0.037    

95% CIb -0.54, -0.39 -0.43, -0.28    

Ls Meanc -0.46 -0.35 -0.12 (-0.25, 0.02) 0.083  

SEc 0.048 0.048    

95% CIc -0.56, -0.37 -0.44, -0.25    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 317    

Mean 0.40 0.45    

SD 0.742 0.812    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 243    

Mean -0.68 -0.58    

SD 1.068 1.043    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.01)     

Ls Meanb -0.68 -0.59 -0.09 (-0.20, 0.01) 0.091  

SEb 0.038 0.038    

95% CIb -0.75, -0.60 -0.66, -0.51    

Ls Meanc -0.67 -0.59 -0.08 (-0.21, 0.05) 0.245  

SEc 0.046 0.047    

95% CIc -0.76, -0.58 -0.69, -0.50    

 

  Day 15 Actual n 297 288    

Mean 0.19 0.17    

SD 0.537 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.88 -0.86    

SD 1.110 0.974    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.89 -0.90 0.01 (-0.10, 0.12) 0.853  

SEb 0.040 0.040    

95% CIb -0.97, -0.81 -0.98, -0.82    

Ls Meanc -0.87 -0.88 0.01 (-0.08, 0.11) 0.774  

SEc 0.034 0.034    

95% CIc -0.94, -0.81 -0.95, -0.82    

 

  Day 29 Actual n 249 237    

Mean 0.14 0.12    

SD 0.464 0.439    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 201 198    

Mean -0.93 -0.92    

SD 1.116 1.014    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.11)     

Ls Meanb -0.91 -0.91 0.00 (-0.12, 0.11) 0.962  

SEb 0.040 0.041    

95% CIb -0.99, -0.83 -0.99, -0.83    

Ls Meanc -0.92 -0.94 0.02 (-0.07, 0.11) 0.616  

SEc 0.032 0.032    

95% CIc -0.98, -0.86 -1.00, -0.88    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.02)     

Ls Meanb -0.69 -0.69 0.00 (-0.02, 0.02) 0.980  

 

  Baseline Actual n 304 308    

Mean 0.83 0.80    

SD 0.988 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 352 357    

Mean 0.36 0.32    

SD 0.730 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 274 282    

Mean -0.42 -0.47    

SD 0.985 0.897    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (0.01, 0.15)     

Ls Meanb -0.39 -0.47 0.08 (0.01, 0.15) 0.024  

SEb 0.025 0.024    

95% CIb -0.44, -0.35 -0.52, -0.42    

Ls Meanc -0.42 -0.48 0.06 (-0.05, 0.17) 0.268  

SEc 0.040 0.039    

95% CIc -0.49, -0.34 -0.55, -0.40    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.12 0.21    

SD 0.429 0.571    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 244    

Mean -0.68 -0.59    

SD 0.985 1.005    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.18, -0.04)     

Ls Meanb -0.68 -0.58 -0.11 (-0.18, -0.04) 0.003  

SEb 0.025 0.026    

95% CIb -0.73, -0.63 -0.63, -0.53    

Ls Meanc -0.68 -0.58 -0.10 (-0.18, -0.01) 0.024  

SEc 0.031 0.031    

95% CIc -0.74, -0.62 -0.65, -0.52    

 

  Day 15 Actual n 297 288    

Mean 0.04 0.03    

SD 0.237 0.255    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.74 -0.74    

SD 1.016 0.948    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.08)     

Ls Meanb -0.75 -0.76 0.00 (-0.07, 0.08) 0.905  

SEb 0.027 0.027    

95% CIb -0.81, -0.70 -0.81, -0.70    

Ls Meanc -0.74 -0.74 -0.01 (-0.05, 0.04) 0.818  

SEc 0.017 0.018    

95% CIc -0.78, -0.71 -0.77, -0.70    

 

  Day 29 Actual n 249 237    

Mean 0.02 0.02    

SD 0.189 0.171    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 201 198    

Mean -0.84 -0.77    

SD 1.056 0.968    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.10)     

Ls Meanb -0.77 -0.79 0.02 (-0.06, 0.10) 0.623  

SEb 0.028 0.028    

95% CIb -0.82, -0.71 -0.84, -0.73    

Ls Meanc -0.81 -0.81 0.00 (-0.04, 0.04) 1.000  

SEc 0.014 0.014    

95% CIc -0.84, -0.78 -0.84, -0.78    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.48 -0.51 0.03 (-0.01, 0.06) 0.096  

 

  Baseline Actual n 304 308    

Mean 0.78 0.75    

SD 0.883 0.877    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 353 357    

Mean 0.54 0.52    

SD 0.761 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 282    

Mean -0.20 -0.26    

SD 0.819 0.814    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.17)     

Ls Meanb -0.19 -0.25 0.06 (-0.02, 0.15) 0.141  

SEb 0.031 0.031    

95% CIb -0.25, -0.13 -0.32, -0.19    

Ls Meanc -0.21 -0.27 0.06 (-0.05, 0.17) 0.272  

SEc 0.039 0.039    

95% CIc -0.28, -0.13 -0.34, -0.19    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.41 0.38    

SD 0.687 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 244    

Mean -0.28 -0.38    

SD 0.892 0.859    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.19)     

Ls Meanb -0.30 -0.38 0.08 (-0.01, 0.17) 0.077  

SEb 0.032 0.032    

95% CIb -0.37, -0.24 -0.45, -0.32    

Ls Meanc -0.29 -0.38 0.10 (-0.01, 0.21) 0.083  

SEc 0.039 0.040    

95% CIc -0.36, -0.21 -0.46, -0.30    

 

  Day 15 Actual n 297 288    

Mean 0.18 0.14    

SD 0.463 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.52 -0.59    

SD 0.822 0.864    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.55 -0.60 0.05 (-0.04, 0.14) 0.281  

SEb 0.033 0.034    

95% CIb -0.61, -0.48 -0.66, -0.53    

Ls Meanc -0.52 -0.59 0.07 (-0.01, 0.14) 0.089  

SEc 0.028 0.028    

95% CIc -0.58, -0.47 -0.65, -0.53    

 

  Day 29 Actual n 249 237    

Mean 0.07 0.08    

SD 0.297 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 201 198    

Mean -0.58 -0.64    

SD 0.863 0.889    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.17)     

Ls Meanb -0.61 -0.66 0.05 (-0.04, 0.15) 0.262  

SEb 0.034 0.034    

95% CIb -0.67, -0.54 -0.73, -0.59    

Ls Meanc -0.60 -0.62 0.02 (-0.04, 0.08) 0.601  

SEc 0.022 0.022    

95% CIc -0.64, -0.56 -0.66, -0.57    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, -0.01)     

Ls Meanb -0.64 -0.59 -0.05 (-0.10, 0.00) 0.033  

 

  Baseline Actual n 304 308    

Mean 1.15 1.14    

SD 0.858 0.783    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 353 357    

Mean 1.01 1.07    

SD 0.824 0.842    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 275 282    

Mean -0.11 -0.06    

SD 0.761 0.850    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.21, 0.05)     

Ls Meanb -0.12 -0.06 -0.06 (-0.17, 0.04) 0.250  

SEb 0.039 0.039    

95% CIb -0.20, -0.05 -0.14, 0.02    

Ls Meanc -0.12 -0.06 -0.06 (-0.18, 0.06) 0.325  

SEc 0.043 0.043    

95% CIc -0.20, -0.03 -0.14, 0.03    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.81 0.95    

SD 0.850 0.885    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 257 244    

Mean -0.33 -0.20    

SD 0.895 0.926    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.38, -0.10)     

Ls Meanb -0.35 -0.15 -0.20 (-0.31, -0.09) 0.001  

SEb 0.040 0.040    

95% CIb -0.42, -0.27 -0.23, -0.07    

Ls Meanc -0.34 -0.19 -0.15 (-0.28, -0.01) 0.036  

SEc 0.049 0.050    

95% CIc -0.43, -0.24 -0.29, -0.09    

 

  Day 15 Actual n 297 288    

Mean 0.38 0.41    

SD 0.637 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.72 -0.77    

SD 0.955 0.868    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.76 -0.72 -0.04 (-0.16, 0.08) 0.486  

SEb 0.042 0.043    

95% CIb -0.85, -0.68 -0.81, -0.64    

Ls Meanc -0.75 -0.73 -0.02 (-0.13, 0.09) 0.729  

SEc 0.041 0.042    

95% CIc -0.83, -0.67 -0.81, -0.65    

 

  Day 29 Actual n 249 237    

Mean 0.24 0.20    

SD 0.512 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 201 198    

Mean -0.88 -0.95    

SD 0.941 0.853    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.88 -0.94 0.06 (-0.06, 0.18) 0.327  

SEb 0.042 0.043    

95% CIb -0.96, -0.79 -1.02, -0.85    

Ls Meanc -0.89 -0.95 0.06 (-0.03, 0.16) 0.194  

SEc 0.034 0.035    

95% CIc -0.95, -0.82 -1.02, -0.88    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.02)     

Ls Meanb -0.29 -0.29 0.00 (-0.03, 0.02) 0.709  

 

  Baseline Actual n 304 308    

Mean 0.43 0.40    

SD 0.772 0.722    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 352 357    

Mean 0.28 0.32    

SD 0.622 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 274 282    

Mean -0.11 -0.09    

SD 0.788 0.809    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.07)     

Ls Meanb -0.09 -0.08 -0.01 (-0.08, 0.05) 0.738  

SEb 0.024 0.024    

95% CIb -0.14, -0.05 -0.13, -0.03    

Ls Meanc -0.12 -0.09 -0.03 (-0.12, 0.07) 0.599  

SEc 0.036 0.035    

95% CIc -0.19, -0.05 -0.16, -0.02    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.20 0.20    

SD 0.545 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 244    

Mean -0.21 -0.23    

SD 0.803 0.744    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.21 -0.22 0.02 (-0.05, 0.08) 0.643  

SEb 0.024 0.025    

95% CIb -0.26, -0.16 -0.27, -0.17    

Ls Meanc -0.21 -0.23 0.01 (-0.07, 0.10) 0.742  

SEc 0.030 0.031    

95% CIc -0.27, -0.16 -0.29, -0.17    

 

  Day 15 Actual n 297 288    

Mean 0.08 0.08    

SD 0.353 0.325    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.32 -0.29    

SD 0.791 0.761    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.31 -0.31 -0.01 (-0.08, 0.06) 0.837  

SEb 0.026 0.026    

95% CIb -0.36, -0.26 -0.36, -0.25    

Ls Meanc -0.30 -0.32 0.02 (-0.05, 0.08) 0.611  

SEc 0.023 0.023    

95% CIc -0.34, -0.25 -0.36, -0.27    

 

  Day 29 Actual n 249 237    

Mean 0.02 0.02    

SD 0.189 0.129    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 201 198    

Mean -0.33 -0.34    

SD 0.657 0.693    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.08)     

Ls Meanb -0.36 -0.35 -0.01 (-0.09, 0.06) 0.754  

SEb 0.027 0.027    

95% CIb -0.41, -0.30 -0.40, -0.29    

Ls Meanc -0.33 -0.34 0.01 (-0.02, 0.04) 0.539  

SEc 0.012 0.012    

95% CIc -0.35, -0.31 -0.36, -0.32    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.15 -0.17 0.02 (-0.01, 0.06) 0.208  

 

  Baseline Actual n 304 308    

Mean 0.37 0.35    

SD 0.768 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 353 357    

Mean 0.31 0.31    

SD 0.670 0.716    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 275 282    

Mean -0.01 -0.02    

SD 0.764 0.766    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.01 -0.03 0.02 (-0.06, 0.10) 0.623  

SEb 0.030 0.030    

95% CIb -0.07, 0.05 -0.09, 0.03    

Ls Meanc 0.00 -0.02 0.02 (-0.09, 0.12) 0.744  

SEc 0.038 0.038    

95% CIc -0.08, 0.07 -0.10, 0.05    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.25 0.30    

SD 0.642 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 257 244    

Mean -0.11 -0.03    

SD 0.839 0.938    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.12 (-0.24, -0.01)     

Ls Meanb -0.09 0.00 -0.09 (-0.18, -0.01) 0.037  

SEb 0.031 0.031    

95% CIb -0.15, -0.03 -0.06, 0.06    

Ls Meanc -0.10 -0.04 -0.06 (-0.18, 0.06) 0.326  

SEc 0.042 0.043    

95% CIc -0.18, -0.01 -0.12, 0.05    

 

  Day 15 Actual n 297 288    

Mean 0.14 0.12    

SD 0.470 0.445    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.12 -0.22    

SD 0.693 0.715    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.21)     

Ls Meanb -0.16 -0.23 0.07 (-0.02, 0.16) 0.153  

SEb 0.032 0.033    

95% CIb -0.22, -0.10 -0.29, -0.16    

Ls Meanc -0.14 -0.21 0.07 (-0.01, 0.15) 0.084  

SEc 0.029 0.029    

95% CIc -0.20, -0.08 -0.27, -0.15    

 

  Day 29 Actual n 249 237    

Mean 0.07 0.05    

SD 0.340 0.278    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 201 198    

Mean -0.22 -0.29    

SD 0.790 0.757    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.21)     

Ls Meanb -0.21 -0.28 0.07 (-0.02, 0.16) 0.151  

SEb 0.033 0.033    

95% CIb -0.28, -0.15 -0.34, -0.22    

Ls Meanc -0.24 -0.27 0.04 (-0.03, 0.10) 0.269  

SEc 0.023 0.023    

95% CIc -0.28, -0.19 -0.32, -0.23    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.04)     

Ls Meanb -0.78 -0.76 -0.02 (-0.07, 0.04) 0.548  

 

  Baseline Actual n 304 308    

Mean 1.36 1.37    

SD 1.037 1.027    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 353 357    

Mean 1.01 1.11    

SD 0.984 0.997    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 275 282    

Mean -0.28 -0.19    

SD 0.955 1.029    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.04)     

Ls Meanb -0.29 -0.21 -0.08 (-0.20, 0.04) 0.203  

SEb 0.045 0.044    

95% CIb -0.37, -0.20 -0.29, -0.12    

Ls Meanc -0.29 -0.20 -0.09 (-0.23, 0.05) 0.220  

SEc 0.051 0.051    

95% CIc -0.39, -0.19 -0.30, -0.10    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.80 0.87    

SD 0.923 0.959    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 257 244    

Mean -0.50 -0.45    

SD 1.046 1.051    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.51 -0.45 -0.06 (-0.19, 0.07) 0.354  

SEb 0.045 0.046    

95% CIb -0.60, -0.42 -0.54, -0.36    

Ls Meanc -0.50 -0.47 -0.03 (-0.18, 0.11) 0.657  

SEc 0.052 0.054    

95% CIc -0.61, -0.40 -0.58, -0.37    

 

  Day 15 Actual n 297 288    

Mean 0.39 0.39    

SD 0.680 0.685    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.93 -0.95    

SD 1.091 1.041    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.94 -0.94 0.00 (-0.13, 0.14) 0.959  

SEb 0.047 0.048    

95% CIb -1.03, -0.85 -1.04, -0.85    

Ls Meanc -0.94 -0.96 0.01 (-0.11, 0.13) 0.853  

SEc 0.043 0.044    

95% CIc -1.03, -0.86 -1.04, -0.87    

 

  Day 29 Actual n 249 237    

Mean 0.27 0.31    

SD 0.580 0.598    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 201 198    

Mean -1.01 -1.08    

SD 1.082 1.077    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -1.00 -1.04 0.04 (-0.10, 0.17) 0.593  

SEb 0.048 0.049    

95% CIb -1.10, -0.91 -1.13, -0.94    

Ls Meanc -1.05 -1.06 0.01 (-0.10, 0.12) 0.890  

SEc 0.040 0.040    

95% CIc -1.13, -0.97 -1.14, -0.98    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.73 -0.74 0.01 (-0.02, 0.05) 0.522  

 

  Baseline Actual n 304 308    

Mean 1.05 1.07    

SD 0.987 0.971    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 353 357    

Mean 0.60 0.62    

SD 0.823 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 282    

Mean -0.41 -0.46    

SD 0.986 0.966    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.42 -0.44 0.02 (-0.08, 0.12) 0.727  

SEb 0.036 0.036    

95% CIb -0.49, -0.35 -0.51, -0.37    

Ls Meanc -0.43 -0.45 0.02 (-0.10, 0.14) 0.746  

SEc 0.045 0.045    

95% CIc -0.51, -0.34 -0.53, -0.36    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.45 0.47    

SD 0.787 0.713    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 244    

Mean -0.58 -0.59    

SD 1.062 0.987    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.08)     

Ls Meanb -0.60 -0.57 -0.02 (-0.13, 0.08) 0.634  

SEb 0.037 0.037    

95% CIb -0.67, -0.52 -0.64, -0.50    

Ls Meanc -0.58 -0.59 0.02 (-0.10, 0.14) 0.805  

SEc 0.043 0.044    

95% CIc -0.66, -0.50 -0.68, -0.51    

 

  Day 15 Actual n 297 288    

Mean 0.22 0.24    

SD 0.572 0.547    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.82 -0.80    

SD 1.008 0.941    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.83 -0.81 -0.01 (-0.12, 0.09) 0.789  

SEb 0.039 0.039    

95% CIb -0.91, -0.75 -0.89, -0.74    

Ls Meanc -0.82 -0.78 -0.04 (-0.13, 0.05) 0.388  

SEc 0.033 0.033    

95% CIc -0.88, -0.76 -0.85, -0.72    

 

  Day 29 Actual n 249 237    

Mean 0.10 0.16    

SD 0.355 0.469    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 201 198    

Mean -0.91 -0.88    

SD 1.045 0.915    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.08)     

Ls Meanb -0.92 -0.88 -0.04 (-0.15, 0.07) 0.518  

SEb 0.040 0.040    

95% CIb -0.99, -0.84 -0.96, -0.80    

Ls Meanc -0.93 -0.86 -0.07 (-0.15, 0.01) 0.077  

SEc 0.027 0.028    

95% CIc -0.98, -0.88 -0.92, -0.81    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.09, -0.01)     

Ls Meanb -0.85 -0.80 -0.05 (-0.09, -0.01) 0.013  

 

  Baseline Actual n 304 308    

Mean 1.10 1.12    

SD 1.014 1.001    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 353 357    

Mean 0.59 0.66    

SD 0.839 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 282    

Mean -0.51 -0.47    

SD 1.005 1.020    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.19, 0.01)     

Ls Meanb -0.52 -0.43 -0.09 (-0.19, 0.01) 0.064  

SEb 0.036 0.036    

95% CIb -0.59, -0.45 -0.50, -0.36    

Ls Meanc -0.54 -0.45 -0.09 (-0.22, 0.04) 0.196  

SEc 0.047 0.047    

95% CIc -0.63, -0.44 -0.54, -0.36    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.38 0.44    

SD 0.713 0.811    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 244    

Mean -0.69 -0.69    

SD 0.978 1.100    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.03)     

Ls Meanb -0.72 -0.65 -0.07 (-0.17, 0.03) 0.183  

SEb 0.037 0.037    

95% CIb -0.80, -0.65 -0.73, -0.58    

Ls Meanc -0.72 -0.67 -0.05 (-0.17, 0.08) 0.458  

SEc 0.044 0.046    

95% CIc -0.80, -0.63 -0.76, -0.58    

 

  Day 15 Actual n 297 288    

Mean 0.15 0.20    

SD 0.489 0.520    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.93 -0.94    

SD 1.045 1.012    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.07)     

Ls Meanb -0.97 -0.93 -0.04 (-0.14, 0.07) 0.514  

SEb 0.039 0.039    

95% CIb -1.04, -0.89 -1.01, -0.85    

Ls Meanc -0.96 -0.92 -0.05 (-0.13, 0.04) 0.274  

SEc 0.031 0.031    

95% CIc -1.03, -0.90 -0.98, -0.85    

 

  Day 29 Actual n 249 237    

Mean 0.10 0.16    

SD 0.357 0.460    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 201 198    

Mean -1.00 -0.94    

SD 1.065 1.072    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.22, 0.00)     

Ls Meanb -1.01 -0.90 -0.11 (-0.22, 0.00) 0.054  

SEb 0.039 0.040    

95% CIb -1.09, -0.93 -0.98, -0.82    

Ls Meanc -1.01 -0.94 -0.07 (-0.16, 0.01) 0.076  

SEc 0.030 0.030    

95% CIc -1.07, -0.95 -1.00, -0.88    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.02)     

Ls Meanb -0.31 -0.30 -0.01 (-0.03, 0.01) 0.391  

 

  Baseline Actual n 304 308    

Mean 0.41 0.41    

SD 0.757 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 353 357    

Mean 0.30 0.29    

SD 0.678 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 282    

Mean -0.07 -0.11    

SD 0.739 0.674    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.03, 0.14)     

Ls Meanb -0.07 -0.11 0.04 (-0.03, 0.10) 0.233  

SEb 0.023 0.023    

95% CIb -0.11, -0.02 -0.15, -0.06    

Ls Meanc -0.08 -0.11 0.03 (-0.07, 0.13) 0.535  

SEc 0.036 0.035    

95% CIc -0.15, -0.01 -0.18, -0.04    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.18 0.25    

SD 0.515 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 244    

Mean -0.19 -0.20    

SD 0.770 0.778    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.05)     

Ls Meanb -0.20 -0.17 -0.03 (-0.10, 0.04) 0.378  

SEb 0.024 0.024    

95% CIb -0.24, -0.15 -0.21, -0.12    

Ls Meanc -0.21 -0.18 -0.03 (-0.12, 0.07) 0.583  

SEc 0.034 0.035    

95% CIc -0.28, -0.14 -0.25, -0.11    

 

  Day 15 Actual n 297 288    

Mean 0.05 0.05    

SD 0.320 0.297    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.33 -0.37    

SD 0.759 0.713    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.34 -0.36 0.02 (-0.05, 0.09) 0.565  

SEb 0.025 0.025    

95% CIb -0.39, -0.30 -0.41, -0.31    

Ls Meanc -0.34 -0.36 0.02 (-0.03, 0.08) 0.416  

SEc 0.020 0.020    

95% CIc -0.38, -0.30 -0.40, -0.32    

 

  Day 29 Actual n 249 237    

Mean 0.01 0.03    

SD 0.109 0.233    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 201 198    

Mean -0.39 -0.40    

SD 0.793 0.739    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.38 -0.38 0.00 (-0.08, 0.07) 0.903  

SEb 0.026 0.026    

95% CIb -0.44, -0.33 -0.43, -0.33    

Ls Meanc -0.41 -0.39 -0.02 (-0.06, 0.02) 0.345  

SEc 0.014 0.014    

95% CIc -0.43, -0.38 -0.41, -0.36    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.07)     

Ls Meanb -0.38 -0.39 0.01 (-0.04, 0.07) 0.574  

 

  Baseline Actual n 304 308    

Mean 0.64 0.68    

SD 0.982 1.007    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 353 357    

Mean 0.56 0.65    

SD 0.878 0.952    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 282    

Mean -0.08 -0.04    

SD 1.028 1.071    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.03)     

Ls Meanb -0.09 -0.02 -0.07 (-0.18, 0.03) 0.175  

SEb 0.038 0.038    

95% CIb -0.16, -0.01 -0.09, 0.06    

Ls Meanc -0.10 -0.04 -0.06 (-0.20, 0.07) 0.361  

SEc 0.050 0.049    

95% CIc -0.20, -0.01 -0.14, 0.06    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.44 0.49    

SD 0.814 0.847    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 244    

Mean -0.19 -0.18    

SD 1.136 1.151    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.21 -0.17 -0.04 (-0.15, 0.07) 0.475  

SEb 0.038 0.039    

95% CIb -0.29, -0.14 -0.25, -0.10    

Ls Meanc -0.23 -0.18 -0.05 (-0.18, 0.09) 0.511  

SEc 0.049 0.050    

95% CIc -0.32, -0.13 -0.28, -0.08    

 

  Day 15 Actual n 297 288    

Mean 0.21 0.18    

SD 0.588 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.40 -0.46    

SD 1.040 1.136    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.45 -0.48 0.03 (-0.08, 0.14) 0.624  

SEb 0.040 0.041    

95% CIb -0.53, -0.37 -0.56, -0.40    

Ls Meanc -0.43 -0.46 0.03 (-0.07, 0.13) 0.593  

SEc 0.036 0.037    

95% CIc -0.50, -0.36 -0.53, -0.38    

 

  Day 29 Actual n 249 237    

Mean 0.15 0.07    

SD 0.532 0.304    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 201 198    

Mean -0.44 -0.55    

SD 0.942 1.055    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.03, 0.25)     

Ls Meanb -0.47 -0.60 0.14 (0.03, 0.25) 0.016  

SEb 0.040 0.041    

95% CIb -0.55, -0.39 -0.68, -0.52    

Ls Meanc -0.47 -0.54 0.07 (-0.01, 0.15) 0.096  

SEc 0.029 0.029    

95% CIc -0.52, -0.41 -0.59, -0.48    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.07)     

Ls Meanb -0.37 -0.39 0.03 (-0.02, 0.07) 0.277  

 

  Baseline Actual n 304 308    

Mean 0.57 0.65    

SD 0.924 0.988    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 353 357    

Mean 0.47 0.54    

SD 0.815 0.872    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 282    

Mean -0.07 -0.13    

SD 0.887 1.018    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.10 -0.09 -0.01 (-0.11, 0.08) 0.809  

SEb 0.035 0.035    

95% CIb -0.17, -0.03 -0.15, -0.02    

Ls Meanc -0.12 -0.11 -0.01 (-0.13, 0.12) 0.933  

SEc 0.045 0.045    

95% CIc -0.20, -0.03 -0.20, -0.02    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 83 of 1056 

Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.40 0.44    

SD 0.794 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 244    

Mean -0.16 -0.23    

SD 1.066 1.142    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.19 -0.18 -0.01 (-0.11, 0.08) 0.771  

SEb 0.035 0.036    

95% CIb -0.26, -0.12 -0.25, -0.11    

Ls Meanc -0.22 -0.20 -0.02 (-0.15, 0.12) 0.800  

SEc 0.047 0.049    

95% CIc -0.31, -0.12 -0.30, -0.10    

 

  Day 15 Actual n 297 288    

Mean 0.17 0.14    

SD 0.519 0.443    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.38 -0.50    

SD 0.985 1.121    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.43 -0.48 0.05 (-0.05, 0.16) 0.306  

SEb 0.037 0.038    

95% CIb -0.50, -0.36 -0.56, -0.41    

Ls Meanc -0.43 -0.47 0.04 (-0.05, 0.13) 0.349  

SEc 0.032 0.032    

95% CIc -0.49, -0.37 -0.53, -0.41    

 

  Day 29 Actual n 249 237    

Mean 0.11 0.05    

SD 0.422 0.255    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 201 198    

Mean -0.42 -0.56    

SD 0.930 1.035    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.21)     

Ls Meanb -0.46 -0.55 0.09 (-0.01, 0.20) 0.076  

SEb 0.037 0.038    

95% CIb -0.53, -0.39 -0.63, -0.48    

Ls Meanc -0.46 -0.52 0.06 (-0.01, 0.13) 0.076  

SEc 0.025 0.025    

95% CIc -0.51, -0.41 -0.57, -0.47    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.43 -0.44 0.01 (-0.02, 0.04) 0.503  

 

  Baseline Actual n 303 308    

Mean 0.63 0.61    

SD 0.786 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 353 357    

Mean 0.46 0.39    

SD 0.694 0.624    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 274 282    

Mean -0.14 -0.26    

SD 0.775 0.732    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.04, 0.24)     

Ls Meanb -0.14 -0.25 0.11 (0.03, 0.18) 0.004  

SEb 0.027 0.027    

95% CIb -0.20, -0.09 -0.30, -0.20    

Ls Meanc -0.15 -0.26 0.11 (0.01, 0.21) 0.029  

SEc 0.036 0.036    

95% CIc -0.22, -0.07 -0.33, -0.19    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.30 0.30    

SD 0.574 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 256 244    

Mean -0.32 -0.31    

SD 0.805 0.743    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.34 -0.34 -0.01 (-0.08, 0.07) 0.878  

SEb 0.027 0.028    

95% CIb -0.40, -0.29 -0.39, -0.28    

Ls Meanc -0.31 -0.32 0.01 (-0.08, 0.11) 0.802  

SEc 0.034 0.035    

95% CIc -0.38, -0.24 -0.39, -0.25    

 

  Day 15 Actual n 297 288    

Mean 0.16 0.13    

SD 0.417 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 220    

Mean -0.46 -0.51    

SD 0.760 0.743    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.47 -0.49 0.02 (-0.06, 0.10) 0.571  

SEb 0.029 0.029    

95% CIb -0.52, -0.41 -0.55, -0.43    

Ls Meanc -0.46 -0.51 0.04 (-0.03, 0.12) 0.243  

SEc 0.026 0.026    

95% CIc -0.52, -0.41 -0.56, -0.46    

 

  Day 29 Actual n 249 237    

Mean 0.08 0.08    

SD 0.331 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 200 198    

Mean -0.45 -0.55    

SD 0.755 0.764    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.52 -0.54 0.02 (-0.06, 0.11) 0.574  

SEb 0.029 0.030    

95% CIb -0.58, -0.46 -0.60, -0.49    

Ls Meanc -0.49 -0.50 0.01 (-0.05, 0.07) 0.733  

SEc 0.021 0.021    

95% CIc -0.53, -0.45 -0.54, -0.46    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.09)     

Ls Meanb -0.27 -0.31 0.04 (0.00, 0.07) 0.055  

 

  Baseline Actual n 304 308    

Mean 0.50 0.48    

SD 0.840 0.829    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 353 357    

Mean 0.36 0.34    

SD 0.738 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 275 282    

Mean -0.13 -0.12    

SD 0.781 0.780    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.11 -0.13 0.01 (-0.07, 0.10) 0.765  

SEb 0.032 0.032    

95% CIb -0.18, -0.05 -0.19, -0.07    

Ls Meanc -0.13 -0.12 -0.01 (-0.11, 0.10) 0.920  

SEc 0.039 0.038    

95% CIc -0.20, -0.05 -0.20, -0.05    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.26 0.30    

SD 0.653 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 257 244    

Mean -0.22 -0.21    

SD 0.835 0.903    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.21 -0.17 -0.04 (-0.13, 0.05) 0.388  

SEb 0.032 0.033    

95% CIb -0.27, -0.14 -0.23, -0.10    

Ls Meanc -0.22 -0.21 -0.01 (-0.12, 0.10) 0.881  

SEc 0.040 0.041    

95% CIc -0.30, -0.14 -0.29, -0.13    

 

  Day 15 Actual n 297 288    

Mean 0.16 0.09    

SD 0.516 0.386    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.24 -0.37    

SD 0.808 0.847    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (0.01, 0.24)     

Ls Meanb -0.29 -0.39 0.10 (0.01, 0.20) 0.033  

SEb 0.034 0.034    

95% CIb -0.35, -0.22 -0.46, -0.32    

Ls Meanc -0.26 -0.36 0.10 (0.02, 0.19) 0.018  

SEc 0.030 0.031    

95% CIc -0.32, -0.20 -0.42, -0.30    

 

  Day 29 Actual n 249 237    

Mean 0.10 0.09    

SD 0.369 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 201 198    

Mean -0.33 -0.39    

SD 0.844 0.840    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.19)     

Ls Meanb -0.33 -0.40 0.07 (-0.03, 0.16) 0.181  

SEb 0.034 0.034    

95% CIb -0.40, -0.26 -0.46, -0.33    

Ls Meanc -0.34 -0.38 0.04 (-0.03, 0.11) 0.303  

SEc 0.025 0.025    

95% CIc -0.39, -0.29 -0.43, -0.33    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.45 -0.46 0.01 (-0.02, 0.04) 0.473  

 

  Baseline Actual n 303 308    

Mean 0.59 0.66    

SD 0.812 0.853    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 353 357    

Mean 0.36 0.34    

SD 0.673 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 274 282    

Mean -0.19 -0.34    

SD 0.812 0.821    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.04, 0.14)     

Ls Meanb -0.24 -0.28 0.04 (-0.03, 0.12) 0.258  

SEb 0.028 0.028    

95% CIb -0.29, -0.18 -0.33, -0.23    

Ls Meanc -0.23 -0.30 0.07 (-0.03, 0.17) 0.158  

SEc 0.037 0.036    

95% CIc -0.30, -0.16 -0.38, -0.23    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.25 0.21    

SD 0.616 0.534    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 256 244    

Mean -0.34 -0.47    

SD 0.834 0.927    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.38 -0.41 0.02 (-0.06, 0.10) 0.570  

SEb 0.028 0.029    

95% CIb -0.44, -0.33 -0.46, -0.35    

Ls Meanc -0.38 -0.42 0.04 (-0.06, 0.13) 0.451  

SEc 0.034 0.035    

95% CIc -0.45, -0.32 -0.49, -0.35    

 

  Day 15 Actual n 297 288    

Mean 0.10 0.10    

SD 0.410 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 220    

Mean -0.45 -0.57    

SD 0.859 0.865    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.51 -0.52 0.01 (-0.07, 0.09) 0.801  

SEb 0.030 0.030    

95% CIb -0.57, -0.45 -0.58, -0.46    

Ls Meanc -0.51 -0.52 0.01 (-0.06, 0.08) 0.798  

SEc 0.025 0.026    

95% CIc -0.56, -0.46 -0.57, -0.47    

 

  Day 29 Actual n 249 237    

Mean 0.06 0.11    

SD 0.306 0.363    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 200 198    

Mean -0.49 -0.53    

SD 0.845 0.810    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.06)     

Ls Meanb -0.54 -0.51 -0.03 (-0.12, 0.05) 0.462  

SEb 0.030 0.031    

95% CIb -0.60, -0.48 -0.57, -0.45    

Ls Meanc -0.53 -0.49 -0.03 (-0.10, 0.03) 0.299  

SEc 0.024 0.024    

95% CIc -0.57, -0.48 -0.54, -0.45    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.09 -0.09 -0.01 (-0.02, 0.00) 0.276  

 

  Baseline Actual n 304 308    

Mean 0.14 0.09    

SD 0.536 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 353 357    

Mean 0.05 0.04    

SD 0.287 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 282    

Mean -0.08 -0.04    

SD 0.484 0.385    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.05 -0.05 0.00 (-0.03, 0.03) 0.968  

SEb 0.011 0.011    

95% CIb -0.08, -0.03 -0.07, -0.03    

Ls Meanc -0.06 -0.05 -0.01 (-0.05, 0.04) 0.812  

SEc 0.017 0.016    

95% CIc -0.09, -0.03 -0.09, -0.02    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 324 318    

Mean 0.03 0.03    

SD 0.214 0.255    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 257 244    

Mean -0.10 -0.04    

SD 0.543 0.474    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.04)     

Ls Meanb -0.07 -0.06 -0.01 (-0.05, 0.02) 0.381  

SEb 0.012 0.012    

95% CIb -0.10, -0.05 -0.08, -0.03    

Ls Meanc -0.08 -0.06 -0.02 (-0.06, 0.03) 0.493  

SEc 0.016 0.017    

95% CIc -0.11, -0.04 -0.09, -0.03    

 

  Day 15 Actual n 297 288    

Mean 0.01 0.01    

SD 0.142 0.118    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 227 220    

Mean -0.13 -0.07    

SD 0.565 0.331    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.10 -0.10 0.00 (-0.03, 0.04) 0.806  

SEb 0.012 0.013    

95% CIb -0.12, -0.07 -0.13, -0.08    

Ls Meanc -0.09 -0.11 0.01 (-0.01, 0.04) 0.196  

SEc 0.008 0.008    

95% CIc -0.11, -0.08 -0.12, -0.09    

 

  Day 29 Actual n 249 237    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 201 198    

Mean -0.16 -0.08    

SD 0.595 0.348    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.06)     

Ls Meanb -0.12 -0.11 -0.01 (-0.04, 0.03) 0.730  

SEb 0.013 0.013    

95% CIb -0.14, -0.09 -0.14, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Baseline Vitamin 

D < 30 ng/mL 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.04)     

Ls Meanb -0.77 -0.77 -0.01 (-0.05, 0.04) 0.736  

 

  Baseline Actual n 233 242  0.174d  

Mean 1.01 0.96    

SD 1.048 0.983    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 273 272    

Mean 0.57 0.59    

SD 0.859 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 212 221    

Mean -0.42 -0.36    

SD 0.992 0.975    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.45 -0.39 -0.06 (-0.17, 0.05) 0.303  

SEb 0.042 0.041    

95% CIb -0.53, -0.37 -0.47, -0.31    

Ls Meanc -0.47 -0.40 -0.06 (-0.21, 0.08) 0.381  

SEc 0.064 0.063    

95% CIc -0.60, -0.34 -0.53, -0.28    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 239    

Mean 0.40 0.35    

SD 0.759 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 190    

Mean -0.60 -0.61    

SD 1.040 0.979    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.65 -0.63 -0.02 (-0.14, 0.09) 0.688  

SEb 0.042 0.043    

95% CIb -0.73, -0.57 -0.71, -0.55    

Ls Meanc -0.66 -0.66 0.01 (-0.13, 0.14) 0.939  

SEc 0.059 0.059    

95% CIc -0.77, -0.54 -0.78, -0.55    

 

  Day 15 Actual n 235 219    

Mean 0.15 0.13    

SD 0.491 0.390    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.84 -0.83    

SD 1.047 0.955    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.14)     

Ls Meanb -0.88 -0.91 0.03 (-0.09, 0.15) 0.660  

SEb 0.044 0.044    

95% CIb -0.97, -0.80 -1.00, -0.82    

Ls Meanc -0.86 -0.88 0.02 (-0.07, 0.11) 0.620  

SEc 0.037 0.039    

95% CIc -0.93, -0.79 -0.96, -0.80    

 

  Day 29 Actual n 199 193    

Mean 0.14 0.11    

SD 0.472 0.392    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 162 161    

Mean -0.82 -0.87    

SD 1.091 1.025    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.87 -0.87 0.00 (-0.12, 0.12) 0.979  

SEb 0.044 0.044    

95% CIb -0.96, -0.79 -0.96, -0.79    

Ls Meanc -0.86 -0.87 0.01 (-0.08, 0.11) 0.823  

SEc 0.042 0.042    

95% CIc -0.94, -0.78 -0.95, -0.79    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.02)     

Ls Meanb -0.63 -0.63 0.00 (-0.03, 0.02) 0.696  

 

  Baseline Actual n 233 242  0.002d  

Mean 0.73 0.71    

SD 0.969 0.902    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 272 272    

Mean 0.31 0.30    

SD 0.683 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 211 221    

Mean -0.39 -0.42    

SD 0.905 0.852    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.03, 0.13)     

Ls Meanb -0.38 -0.43 0.05 (-0.02, 0.12) 0.191  

SEb 0.028 0.027    

95% CIb -0.43, -0.32 -0.48, -0.37    

Ls Meanc -0.42 -0.45 0.03 (-0.08, 0.15) 0.559  

SEc 0.051 0.050    

95% CIc -0.52, -0.32 -0.55, -0.35    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.12 0.20    

SD 0.439 0.519    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 191    

Mean -0.61 -0.51    

SD 0.985 0.928    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.21, -0.04)     

Ls Meanb -0.63 -0.52 -0.12 (-0.19, -0.04) 0.004  

SEb 0.028 0.029    

95% CIb -0.69, -0.58 -0.57, -0.46    

Ls Meanc -0.64 -0.54 -0.10 (-0.19, -0.01) 0.034  

SEc 0.040 0.040    

95% CIc -0.72, -0.56 -0.62, -0.46    

 

  Day 15 Actual n 235 219    

Mean 0.04 0.04    

SD 0.258 0.268    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.64 -0.66    

SD 0.989 0.925    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.69 -0.69 0.00 (-0.08, 0.08) 0.973  

SEb 0.030 0.030    

95% CIb -0.75, -0.63 -0.75, -0.63    

Ls Meanc -0.66 -0.66 -0.01 (-0.06, 0.05) 0.832  

SEc 0.024 0.024    

95% CIc -0.71, -0.62 -0.71, -0.61    

 

  Day 29 Actual n 199 193    

Mean 0.03 0.02    

SD 0.223 0.143    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 162 161    

Mean -0.73 -0.68    

SD 1.028 0.926    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.69 -0.71 0.02 (-0.07, 0.10) 0.684  

SEb 0.031 0.031    

95% CIb -0.75, -0.63 -0.77, -0.65    

Ls Meanc -0.71 -0.72 0.01 (-0.03, 0.06) 0.532  

SEc 0.018 0.019    

95% CIc -0.74, -0.67 -0.76, -0.68    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.05)     

Ls Meanb -0.51 -0.51 0.00 (-0.03, 0.04) 0.841  

 

  Baseline Actual n 233 242  0.253d  

Mean 0.69 0.74    

SD 0.860 0.893    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 273 272    

Mean 0.43 0.52    

SD 0.694 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 212 221    

Mean -0.24 -0.25    

SD 0.792 0.820    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.28 -0.25 -0.04 (-0.13, 0.06) 0.470  

SEb 0.036 0.036    

95% CIb -0.35, -0.21 -0.32, -0.18    

Ls Meanc -0.30 -0.26 -0.03 (-0.15, 0.09) 0.597  

SEc 0.053 0.052    

95% CIc -0.40, -0.19 -0.37, -0.16    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.36 0.38    

SD 0.649 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 191    

Mean -0.26 -0.37    

SD 0.857 0.878    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.34 -0.35 0.01 (-0.09, 0.11) 0.798  

SEb 0.037 0.037    

95% CIb -0.41, -0.27 -0.43, -0.28    

Ls Meanc -0.33 -0.36 0.04 (-0.09, 0.16) 0.564  

SEc 0.053 0.053    

95% CIc -0.43, -0.22 -0.47, -0.26    

 

  Day 15 Actual n 235 219    

Mean 0.14 0.12    

SD 0.449 0.364    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.48 -0.62    

SD 0.766 0.887    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.56 -0.60 0.03 (-0.07, 0.14) 0.514  

SEb 0.038 0.039    

95% CIb -0.64, -0.49 -0.67, -0.52    

Ls Meanc -0.56 -0.60 0.04 (-0.04, 0.12) 0.313  

SEc 0.035 0.036    

95% CIc -0.63, -0.49 -0.68, -0.53    

 

  Day 29 Actual n 199 193    

Mean 0.08 0.08    

SD 0.323 0.321    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 162 161    

Mean -0.47 -0.64    

SD 0.797 0.905    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.59 -0.65 0.05 (-0.05, 0.16) 0.299  

SEb 0.039 0.039    

95% CIb -0.67, -0.52 -0.72, -0.57    

Ls Meanc -0.53 -0.56 0.03 (-0.04, 0.10) 0.434  

SEc 0.031 0.032    

95% CIc -0.59, -0.47 -0.62, -0.50    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, 0.00)     

Ls Meanb -0.65 -0.60 -0.05 (-0.11, 0.00) 0.049  

 

  Baseline Actual n 233 242  0.144d  

Mean 1.02 1.09    

SD 0.851 0.787    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 273 272    

Mean 0.93 0.97    

SD 0.801 0.859    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 212 221    

Mean -0.09 -0.11    

SD 0.689 0.877    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.10)     

Ls Meanb -0.18 -0.14 -0.04 (-0.16, 0.08) 0.547  

SEb 0.046 0.045    

95% CIb -0.27, -0.09 -0.23, -0.05    

Ls Meanc -0.18 -0.15 -0.02 (-0.16, 0.11) 0.722  

SEc 0.060 0.059    

95% CIc -0.29, -0.06 -0.27, -0.04    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 11 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.75 0.86    

SD 0.846 0.851    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 201 191    

Mean -0.28 -0.23    

SD 0.867 0.921    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.37, -0.06)     

Ls Meanb -0.38 -0.20 -0.18 (-0.30, -0.05) 0.005  

SEb 0.046 0.047    

95% CIb -0.47, -0.29 -0.30, -0.11    

Ls Meanc -0.36 -0.25 -0.10 (-0.26, 0.05) 0.180  

SEc 0.066 0.066    

95% CIc -0.49, -0.23 -0.38, -0.12    

 

  Day 15 Actual n 235 219    

Mean 0.35 0.37    

SD 0.633 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.64 -0.72    

SD 0.932 0.867    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.10)     

Ls Meanb -0.76 -0.72 -0.04 (-0.17, 0.08) 0.499  

SEb 0.048 0.048    

95% CIb -0.86, -0.67 -0.81, -0.62    

Ls Meanc -0.74 -0.73 -0.02 (-0.14, 0.11) 0.777  

SEc 0.054 0.055    

95% CIc -0.85, -0.64 -0.83, -0.62    

 

  Day 29 Actual n 199 193    

Mean 0.22 0.20    

SD 0.491 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 162 161    

Mean -0.79 -0.89    

SD 0.902 0.866    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.18)     

Ls Meanb -0.87 -0.90 0.02 (-0.11, 0.15) 0.731  

SEb 0.048 0.048    

95% CIb -0.97, -0.78 -0.99, -0.80    

Ls Meanc -0.88 -0.91 0.04 (-0.06, 0.14) 0.456  

SEc 0.045 0.046    

95% CIc -0.96, -0.79 -1.00, -0.83    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.27 -0.27 0.00 (-0.02, 0.02) 0.994  

 

  Baseline Actual n 233 242  0.100d  

Mean 0.36 0.39    

SD 0.731 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 272 272    

Mean 0.25 0.31    

SD 0.587 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 211 221    

Mean -0.08 -0.09    

SD 0.716 0.793    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.10 -0.08 -0.02 (-0.09, 0.05) 0.602  

SEb 0.027 0.026    

95% CIb -0.15, -0.04 -0.13, -0.03    

Ls Meanc -0.14 -0.12 -0.02 (-0.13, 0.09) 0.714  

SEc 0.048 0.047    

95% CIc -0.23, -0.04 -0.21, -0.02    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.18 0.16    

SD 0.524 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 201 191    

Mean -0.19 -0.23    

SD 0.740 0.725    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.21 -0.23 0.02 (-0.06, 0.09) 0.643  

SEb 0.027 0.028    

95% CIb -0.27, -0.16 -0.28, -0.18    

Ls Meanc -0.22 -0.23 0.02 (-0.07, 0.11) 0.708  

SEc 0.039 0.039    

95% CIc -0.29, -0.14 -0.31, -0.16    

 

  Day 15 Actual n 235 219    

Mean 0.07 0.05    

SD 0.344 0.239    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.27 -0.30    

SD 0.675 0.700    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.30 -0.30 0.01 (-0.07, 0.08) 0.894  

SEb 0.028 0.029    

95% CIb -0.35, -0.24 -0.36, -0.25    

Ls Meanc -0.30 -0.32 0.02 (-0.04, 0.09) 0.494  

SEc 0.027 0.028    

95% CIc -0.35, -0.24 -0.37, -0.26    

 

  Day 29 Actual n 199 193    

Mean 0.03 0.03    

SD 0.212 0.159    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 162 161    

Mean -0.29 -0.35    

SD 0.617 0.684    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.34 -0.34 0.00 (-0.08, 0.08) 0.983  

SEb 0.029 0.029    

95% CIb -0.39, -0.28 -0.39, -0.28    

Ls Meanc -0.31 -0.33 0.01 (-0.03, 0.05) 0.576  

SEc 0.018 0.018    

95% CIc -0.35, -0.28 -0.36, -0.29    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.02, 0.09)     

Ls Meanb -0.15 -0.18 0.03 (-0.02, 0.07) 0.226  

 

  Baseline Actual n 233 242  0.003d  

Mean 0.31 0.36    

SD 0.712 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 273 272    

Mean 0.28 0.28    

SD 0.615 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 212 221    

Mean 0.01 -0.06    

SD 0.760 0.736    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.04 -0.08 0.04 (-0.05, 0.14) 0.393  

SEb 0.036 0.035    

95% CIb -0.11, 0.03 -0.15, -0.01    

Ls Meanc -0.05 -0.09 0.04 (-0.07, 0.16) 0.482  

SEc 0.051 0.050    

95% CIc -0.15, 0.05 -0.19, 0.01    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.25 0.25    

SD 0.661 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 201 191    

Mean -0.06 -0.06    

SD 0.835 0.886    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.09 -0.05 -0.04 (-0.13, 0.06) 0.463  

SEb 0.036 0.037    

95% CIb -0.16, -0.02 -0.12, 0.02    

Ls Meanc -0.11 -0.10 -0.01 (-0.14, 0.12) 0.868  

SEc 0.055 0.055    

95% CIc -0.22, 0.00 -0.21, 0.01    

 

  Day 15 Actual n 235 219    

Mean 0.12 0.10    

SD 0.450 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.11 -0.21    

SD 0.664 0.677    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.05, 0.22)     

Ls Meanb -0.18 -0.24 0.06 (-0.04, 0.16) 0.224  

SEb 0.038 0.038    

95% CIb -0.25, -0.10 -0.31, -0.17    

Ls Meanc -0.16 -0.23 0.07 (-0.02, 0.16) 0.124  

SEc 0.037 0.038    

95% CIc -0.23, -0.09 -0.30, -0.15    

 

  Day 29 Actual n 199 193    

Mean 0.07 0.04    

SD 0.341 0.247    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 162 161    

Mean -0.17 -0.29    

SD 0.736 0.702    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.24)     

Ls Meanb -0.21 -0.28 0.07 (-0.03, 0.17) 0.157  

SEb 0.038 0.038    

95% CIb -0.28, -0.14 -0.36, -0.21    

Ls Meanc -0.22 -0.27 0.05 (-0.01, 0.12) 0.120  

SEc 0.029 0.029    

95% CIc -0.28, -0.16 -0.33, -0.22    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.06 (-0.11, 0.00)     

Ls Meanb -0.86 -0.80 -0.06 (-0.12, 0.00) 0.054  

 

  Baseline Actual n 233 242  <.001d  

Mean 1.33 1.36    

SD 1.036 1.025    

Min 0.00 0.00    

Median 1.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 273 272    

Mean 1.01 1.11    

SD 0.966 1.009    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 212 221    

Mean -0.27 -0.19    

SD 0.929 1.026    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.36 -0.29 -0.07 (-0.21, 0.07) 0.307  

SEb 0.052 0.052    

95% CIb -0.46, -0.26 -0.39, -0.19    

Ls Meanc -0.38 -0.30 -0.08 (-0.24, 0.08) 0.304  

SEc 0.070 0.070    

95% CIc -0.52, -0.24 -0.43, -0.16    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.79 0.88    

SD 0.920 0.973    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 4.00    

 

   Change n 201 191    

Mean -0.47 -0.38    

SD 1.044 1.039    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.25, 0.02)     

Ls Meanb -0.61 -0.49 -0.12 (-0.26, 0.02) 0.102  

SEb 0.053 0.053    

95% CIb -0.71, -0.50 -0.59, -0.38    

Ls Meanc -0.60 -0.51 -0.09 (-0.25, 0.08) 0.304  

SEc 0.071 0.072    

95% CIc -0.74, -0.46 -0.65, -0.37    

 

  Day 15 Actual n 235 219    

Mean 0.36 0.37    

SD 0.674 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.93 -0.90    

SD 1.107 1.024    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -1.04 -0.99 -0.04 (-0.19, 0.11) 0.571  

SEb 0.055 0.056    

95% CIb -1.14, -0.93 -1.10, -0.89    

Ls Meanc -1.03 -1.00 -0.03 (-0.17, 0.10) 0.650  

SEc 0.057 0.059    

95% CIc -1.14, -0.91 -1.11, -0.88    

 

  Day 29 Actual n 199 193    

Mean 0.27 0.33    

SD 0.581 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 162 161    

Mean -0.98 -0.99    

SD 1.054 1.066    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -1.09 -1.05 -0.03 (-0.18, 0.12) 0.683  

SEb 0.055 0.055    

95% CIb -1.19, -0.98 -1.16, -0.95    

Ls Meanc -1.10 -1.05 -0.05 (-0.17, 0.08) 0.452  

SEc 0.054 0.055    

95% CIc -1.21, -0.99 -1.16, -0.95    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.76 -0.78 0.02 (-0.02, 0.06) 0.375  

 

  Baseline Actual n 233 242  0.001d  

Mean 1.08 1.04    

SD 1.016 0.989    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 273 272    

Mean 0.58 0.56    

SD 0.810 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 212 221    

Mean -0.48 -0.50    

SD 1.000 1.025    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.16)     

Ls Meanb -0.49 -0.53 0.04 (-0.07, 0.16) 0.482  

SEb 0.043 0.042    

95% CIb -0.57, -0.40 -0.61, -0.45    

Ls Meanc -0.54 -0.57 0.04 (-0.10, 0.18) 0.608  

SEc 0.063 0.062    

95% CIc -0.66, -0.41 -0.70, -0.45    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 23 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.45 0.45    

SD 0.784 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 191    

Mean -0.61 -0.57    

SD 1.081 1.013    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.64 -0.61 -0.03 (-0.15, 0.09) 0.589  

SEb 0.044 0.044    

95% CIb -0.72, -0.55 -0.69, -0.52    

Ls Meanc -0.63 -0.63 0.01 (-0.13, 0.14) 0.920  

SEc 0.059 0.059    

95% CIc -0.74, -0.51 -0.75, -0.52    

 

  Day 15 Actual n 235 219    

Mean 0.25 0.21    

SD 0.607 0.487    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.84 -0.77    

SD 1.061 0.986    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.14)     

Ls Meanb -0.85 -0.86 0.01 (-0.11, 0.14) 0.827  

SEb 0.045 0.046    

95% CIb -0.94, -0.76 -0.95, -0.77    

Ls Meanc -0.84 -0.82 -0.01 (-0.12, 0.09) 0.787  

SEc 0.046 0.047    

95% CIc -0.93, -0.75 -0.92, -0.73    

 

  Day 29 Actual n 199 193    

Mean 0.12 0.14    

SD 0.378 0.440    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 162 161    

Mean -0.98 -0.90    

SD 1.075 0.963    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.06)     

Ls Meanb -0.97 -0.91 -0.06 (-0.19, 0.06) 0.339  

SEb 0.046 0.046    

95% CIb -1.06, -0.88 -1.00, -0.82    

Ls Meanc -1.01 -0.94 -0.07 (-0.16, 0.01) 0.090  

SEc 0.038 0.038    

95% CIc -1.09, -0.94 -1.01, -0.86    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.03)     

Ls Meanb -0.77 -0.76 -0.01 (-0.06, 0.03) 0.550  

 

  Baseline Actual n 233 242  0.002d  

Mean 0.99 1.05    

SD 1.028 1.015    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 273 272    

Mean 0.53 0.58    

SD 0.809 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 212 221    

Mean -0.44 -0.48    

SD 0.960 0.984    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.49 -0.45 -0.04 (-0.15, 0.07) 0.484  

SEb 0.042 0.041    

95% CIb -0.57, -0.41 -0.53, -0.37    

Ls Meanc -0.50 -0.47 -0.03 (-0.17, 0.11) 0.673  

SEc 0.062 0.061    

95% CIc -0.62, -0.38 -0.59, -0.35    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.39 0.38    

SD 0.752 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 191    

Mean -0.56 -0.67    

SD 0.968 1.021    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.64 -0.64 -0.01 (-0.12, 0.11) 0.899  

SEb 0.042 0.043    

95% CIb -0.73, -0.56 -0.72, -0.55    

Ls Meanc -0.62 -0.64 0.03 (-0.11, 0.16) 0.681  

SEc 0.058 0.058    

95% CIc -0.73, -0.50 -0.76, -0.53    

 

  Day 15 Actual n 235 219    

Mean 0.17 0.18    

SD 0.500 0.492    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.81 -0.87    

SD 1.014 1.043    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.88 -0.86 -0.02 (-0.14, 0.10) 0.718  

SEb 0.044 0.045    

95% CIb -0.97, -0.80 -0.95, -0.77    

Ls Meanc -0.85 -0.81 -0.04 (-0.14, 0.05) 0.379  

SEc 0.040 0.042    

95% CIc -0.93, -0.77 -0.89, -0.73    

 

  Day 29 Actual n 199 193    

Mean 0.12 0.15    

SD 0.396 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 162 161    

Mean -0.83 -0.88    

SD 1.037 1.063    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.05)     

Ls Meanb -0.91 -0.84 -0.07 (-0.19, 0.05) 0.255  

SEb 0.045 0.045    

95% CIb -1.00, -0.83 -0.93, -0.76    

Ls Meanc -0.90 -0.84 -0.06 (-0.15, 0.03) 0.186  

SEc 0.039 0.040    

95% CIc -0.98, -0.82 -0.92, -0.76    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.27 -0.27 -0.01 (-0.04, 0.02) 0.547  

 

  Baseline Actual n 233 242  0.016d  

Mean 0.34 0.36    

SD 0.702 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 273 272    

Mean 0.27 0.21    

SD 0.663 0.542    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 212 221    

Mean -0.04 -0.14    

SD 0.772 0.575    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.01, 0.21)     

Ls Meanb -0.07 -0.14 0.08 (0.01, 0.15) 0.032  

SEb 0.026 0.026    

95% CIb -0.12, -0.01 -0.19, -0.09    

Ls Meanc -0.08 -0.16 0.08 (-0.03, 0.18) 0.156  

SEc 0.047 0.046    

95% CIc -0.17, 0.01 -0.25, -0.07    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.16 0.20    

SD 0.506 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 191    

Mean -0.14 -0.18    

SD 0.681 0.698    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.07)     

Ls Meanb -0.18 -0.15 -0.02 (-0.10, 0.05) 0.504  

SEb 0.027 0.027    

95% CIb -0.23, -0.13 -0.21, -0.10    

Ls Meanc -0.21 -0.20 -0.01 (-0.11, 0.09) 0.865  

SEc 0.043 0.043    

95% CIc -0.30, -0.13 -0.29, -0.12    

 

  Day 15 Actual n 235 219    

Mean 0.05 0.03    

SD 0.323 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.26 -0.33    

SD 0.727 0.657    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.30 -0.32 0.02 (-0.05, 0.10) 0.588  

SEb 0.028 0.028    

95% CIb -0.36, -0.25 -0.38, -0.27    

Ls Meanc -0.30 -0.32 0.01 (-0.05, 0.08) 0.656  

SEc 0.027 0.028    

95% CIc -0.36, -0.25 -0.37, -0.26    

 

  Day 29 Actual n 199 193    

Mean 0.01 0.04    

SD 0.100 0.258    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 162 161    

Mean -0.30 -0.34    

SD 0.740 0.662    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.34 -0.33 -0.01 (-0.09, 0.07) 0.783  

SEb 0.028 0.028    

95% CIb -0.39, -0.28 -0.38, -0.27    

Ls Meanc -0.35 -0.32 -0.03 (-0.07, 0.02) 0.254  

SEc 0.020 0.020    

95% CIc -0.39, -0.31 -0.36, -0.28    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.08)     

Ls Meanb -0.41 -0.44 0.02 (-0.04, 0.08) 0.450  

 

  Baseline Actual n 233 242  0.694d  

Mean 0.70 0.68    

SD 1.002 0.991    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 273 272    

Mean 0.55 0.58    

SD 0.873 0.918    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 212 221    

Mean -0.15 -0.10    

SD 0.986 1.064    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.13 -0.10 -0.03 (-0.15, 0.09) 0.633  

SEb 0.045 0.045    

95% CIb -0.22, -0.04 -0.19, -0.01    

Ls Meanc -0.23 -0.19 -0.04 (-0.19, 0.12) 0.640  

SEc 0.068 0.067    

95% CIc -0.36, -0.09 -0.32, -0.06    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.47 0.47    

SD 0.839 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 191    

Mean -0.28 -0.17    

SD 1.132 1.097    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.25 -0.23 -0.03 (-0.15, 0.09) 0.653  

SEb 0.046 0.046    

95% CIb -0.34, -0.16 -0.32, -0.14    

Ls Meanc -0.30 -0.26 -0.04 (-0.20, 0.11) 0.575  

SEc 0.067 0.068    

95% CIc -0.43, -0.17 -0.39, -0.12    

 

  Day 15 Actual n 235 219    

Mean 0.20 0.16    

SD 0.578 0.466    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.48 -0.51    

SD 1.005 1.090    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.16)     

Ls Meanb -0.49 -0.53 0.04 (-0.08, 0.16) 0.533  

SEb 0.047 0.047    

95% CIb -0.58, -0.40 -0.62, -0.44    

Ls Meanc -0.49 -0.54 0.05 (-0.06, 0.15) 0.387  

SEc 0.045 0.047    

95% CIc -0.58, -0.40 -0.63, -0.45    

 

  Day 29 Actual n 199 193    

Mean 0.15 0.06    

SD 0.535 0.282    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 162 161    

Mean -0.48 -0.55    

SD 0.934 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.23)     

Ls Meanb -0.52 -0.62 0.10 (-0.02, 0.23) 0.104  

SEb 0.047 0.047    

95% CIb -0.61, -0.43 -0.72, -0.53    

Ls Meanc -0.52 -0.57 0.05 (-0.03, 0.14) 0.214  

SEc 0.037 0.038    

95% CIc -0.59, -0.44 -0.64, -0.50    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.04 (-0.02, 0.09)     

Ls Meanb -0.35 -0.39 0.03 (-0.02, 0.09) 0.202  

 

  Baseline Actual n 233 242  0.077d  

Mean 0.62 0.61    

SD 0.958 0.933    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 273 272    

Mean 0.50 0.46    

SD 0.841 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 212 221    

Mean -0.12 -0.13    

SD 0.913 0.966    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.18)     

Ls Meanb -0.07 -0.13 0.06 (-0.05, 0.17) 0.258  

SEb 0.042 0.041    

95% CIb -0.15, 0.01 -0.21, -0.05    

Ls Meanc -0.17 -0.20 0.03 (-0.11, 0.17) 0.665  

SEc 0.063 0.062    

95% CIc -0.30, -0.05 -0.33, -0.08    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.46 0.42    

SD 0.839 0.798    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 201 191    

Mean -0.20 -0.16    

SD 1.054 1.061    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.15 -0.19 0.04 (-0.07, 0.15) 0.451  

SEb 0.042 0.043    

95% CIb -0.23, -0.07 -0.28, -0.11    

Ls Meanc -0.22 -0.25 0.02 (-0.13, 0.17) 0.773  

SEc 0.065 0.066    

95% CIc -0.35, -0.10 -0.37, -0.12    

 

  Day 15 Actual n 235 219    

Mean 0.19 0.15    

SD 0.546 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.42 -0.42    

SD 0.933 0.997    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.17)     

Ls Meanb -0.41 -0.46 0.04 (-0.07, 0.16) 0.487  

SEb 0.044 0.044    

95% CIb -0.50, -0.33 -0.54, -0.37    

Ls Meanc -0.39 -0.43 0.04 (-0.06, 0.14) 0.411  

SEc 0.043 0.044    

95% CIc -0.48, -0.31 -0.52, -0.35    

 

  Day 29 Actual n 199 193    

Mean 0.12 0.06    

SD 0.440 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 162 161    

Mean -0.43 -0.49    

SD 0.904 0.982    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.20)     

Ls Meanb -0.44 -0.52 0.08 (-0.04, 0.19) 0.202  

SEb 0.044 0.044    

95% CIb -0.53, -0.36 -0.61, -0.43    

Ls Meanc -0.46 -0.51 0.05 (-0.03, 0.14) 0.213  

SEc 0.037 0.037    

95% CIc -0.53, -0.38 -0.58, -0.44    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.47 -0.47 0.01 (-0.03, 0.04) 0.735  

 

  Baseline Actual n 232 242  0.086d  

Mean 0.57 0.66    

SD 0.741 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 273 272    

Mean 0.39 0.41    

SD 0.667 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 211 221    

Mean -0.17 -0.29    

SD 0.768 0.729    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.23 -0.25 0.03 (-0.06, 0.11) 0.519  

SEb 0.031 0.031    

95% CIb -0.29, -0.17 -0.31, -0.19    

Ls Meanc -0.27 -0.32 0.04 (-0.07, 0.15) 0.442  

SEc 0.049 0.049    

95% CIc -0.37, -0.18 -0.41, -0.22    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.29 0.29    

SD 0.563 0.530    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 200 191    

Mean -0.28 -0.36    

SD 0.771 0.739    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.37 -0.37 0.00 (-0.09, 0.08) 0.977  

SEb 0.032 0.032    

95% CIb -0.43, -0.31 -0.43, -0.30    

Ls Meanc -0.34 -0.36 0.01 (-0.09, 0.12) 0.774  

SEc 0.044 0.044    

95% CIc -0.43, -0.26 -0.45, -0.27    

 

  Day 15 Actual n 235 219    

Mean 0.13 0.11    

SD 0.408 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 179 172    

Mean -0.46 -0.58    

SD 0.713 0.779    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.52 -0.54 0.02 (-0.07, 0.11) 0.605  

SEb 0.033 0.033    

95% CIb -0.59, -0.46 -0.61, -0.48    

Ls Meanc -0.52 -0.56 0.04 (-0.04, 0.11) 0.300  

SEc 0.032 0.033    

95% CIc -0.59, -0.46 -0.63, -0.50    

 

  Day 29 Actual n 199 193    

Mean 0.09 0.08    

SD 0.351 0.276    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 161 161    

Mean -0.39 -0.60    

SD 0.700 0.778    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.54 -0.56 0.03 (-0.06, 0.12) 0.570  

SEb 0.034 0.034    

95% CIb -0.60, -0.47 -0.63, -0.50    

Ls Meanc -0.47 -0.48 0.01 (-0.06, 0.07) 0.814  

SEc 0.028 0.028    

95% CIc -0.53, -0.42 -0.53, -0.42    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.09)     

Ls Meanb -0.27 -0.30 0.03 (-0.02, 0.07) 0.226  

 

  Baseline Actual n 233 242  0.080d  

Mean 0.44 0.48    

SD 0.797 0.831    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 273 272    

Mean 0.34 0.32    

SD 0.715 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 212 221    

Mean -0.11 -0.13    

SD 0.737 0.758    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.12 -0.14 0.02 (-0.07, 0.12) 0.641  

SEb 0.037 0.036    

95% CIb -0.19, -0.05 -0.21, -0.07    

Ls Meanc -0.13 -0.13 0.00 (-0.11, 0.12) 0.964  

SEc 0.052 0.051    

95% CIc -0.23, -0.03 -0.23, -0.03    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.25 0.26    

SD 0.652 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 201 191    

Mean -0.17 -0.20    

SD 0.833 0.907    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -0.19 -0.18 -0.01 (-0.11, 0.09) 0.886  

SEb 0.037 0.038    

95% CIb -0.26, -0.11 -0.25, -0.11    

Ls Meanc -0.19 -0.21 0.01 (-0.11, 0.14) 0.838  

SEc 0.055 0.055    

95% CIc -0.30, -0.09 -0.32, -0.10    

 

  Day 15 Actual n 235 219    

Mean 0.14 0.07    

SD 0.499 0.337    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 42 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.22 -0.34    

SD 0.781 0.798    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.24)     

Ls Meanb -0.29 -0.38 0.09 (-0.02, 0.19) 0.094  

SEb 0.039 0.039    

95% CIb -0.37, -0.21 -0.46, -0.30    

Ls Meanc -0.27 -0.35 0.09 (0.00, 0.18) 0.059  

SEc 0.039 0.040    

95% CIc -0.34, -0.19 -0.43, -0.27    

 

  Day 29 Actual n 199 193    

Mean 0.08 0.07    

SD 0.339 0.290    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 162 161    

Mean -0.32 -0.37    

SD 0.816 0.820    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.20)     

Ls Meanb -0.33 -0.40 0.06 (-0.04, 0.17) 0.245  

SEb 0.039 0.039    

95% CIb -0.41, -0.26 -0.47, -0.32    

Ls Meanc -0.35 -0.38 0.03 (-0.04, 0.10) 0.467  

SEc 0.031 0.031    

95% CIc -0.41, -0.29 -0.44, -0.32    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.46 -0.47 0.01 (-0.02, 0.04) 0.558  

 

  Baseline Actual n 232 242  <.001d  

Mean 0.61 0.62    

SD 0.809 0.812    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 273 272    

Mean 0.33 0.33    

SD 0.648 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 211 221    

Mean -0.25 -0.31    

SD 0.784 0.785    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.28 -0.30 0.02 (-0.06, 0.11) 0.591  

SEb 0.032 0.032    

95% CIb -0.34, -0.22 -0.37, -0.24    

Ls Meanc -0.28 -0.32 0.03 (-0.08, 0.14) 0.563  

SEc 0.049 0.048    

95% CIc -0.38, -0.19 -0.41, -0.22    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.28 0.20    

SD 0.664 0.511    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 200 191    

Mean -0.35 -0.43    

SD 0.842 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.38 -0.42 0.03 (-0.05, 0.12) 0.453  

SEb 0.033 0.033    

95% CIb -0.45, -0.32 -0.48, -0.35    

Ls Meanc -0.39 -0.45 0.06 (-0.05, 0.17) 0.316  

SEc 0.047 0.048    

95% CIc -0.49, -0.30 -0.54, -0.36    

 

  Day 15 Actual n 235 219    

Mean 0.11 0.08    

SD 0.413 0.307    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 179 172    

Mean -0.42 -0.53    

SD 0.813 0.819    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.15)     

Ls Meanb -0.51 -0.54 0.03 (-0.07, 0.12) 0.569  

SEb 0.034 0.035    

95% CIb -0.58, -0.44 -0.60, -0.47    

Ls Meanc -0.47 -0.51 0.03 (-0.04, 0.11) 0.409  

SEc 0.032 0.033    

95% CIc -0.54, -0.41 -0.57, -0.44    

 

  Day 29 Actual n 199 193    

Mean 0.07 0.10    

SD 0.341 0.338    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 161 161    

Mean -0.49 -0.48    

SD 0.845 0.807    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.02)     

Ls Meanb -0.57 -0.49 -0.08 (-0.17, 0.02) 0.103  

SEb 0.035 0.035    

95% CIb -0.64, -0.50 -0.56, -0.42    

Ls Meanc -0.54 -0.50 -0.04 (-0.12, 0.04) 0.349  

SEc 0.035 0.035    

95% CIc -0.61, -0.47 -0.57, -0.43    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 46 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.07 -0.07 0.00 (-0.01, 0.01) 0.998  

 

  Baseline Actual n 233 242  0.850d  

Mean 0.11 0.09    

SD 0.456 0.382    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 273 272    

Mean 0.04 0.03    

SD 0.240 0.241    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 212 221    

Mean -0.06 -0.05    

SD 0.432 0.384    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.09)     

Ls Meanb -0.04 -0.05 0.01 (-0.03, 0.04) 0.688  

SEb 0.012 0.012    

95% CIb -0.07, -0.02 -0.07, -0.03    

Ls Meanc -0.06 -0.07 0.01 (-0.04, 0.05) 0.786  

SEc 0.021 0.021    

95% CIc -0.10, -0.02 -0.11, -0.03    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 47 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 252 240    

Mean 0.02 0.02    

SD 0.217 0.193    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 201 191    

Mean -0.08 -0.05    

SD 0.462 0.414    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.05)     

Ls Meanb -0.06 -0.05 -0.01 (-0.04, 0.02) 0.525  

SEb 0.012 0.012    

95% CIb -0.09, -0.04 -0.08, -0.03    

Ls Meanc -0.07 -0.07 0.00 (-0.05, 0.04) 0.833  

SEc 0.019 0.019    

95% CIc -0.11, -0.04 -0.11, -0.03    

 

  Day 15 Actual n 235 219    

Mean 0.01 0.00    

SD 0.130 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 180 172    

Mean -0.11 -0.06    

SD 0.479 0.300    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.10)     

Ls Meanb -0.08 -0.09 0.01 (-0.03, 0.04) 0.717  

SEb 0.013 0.013    

95% CIb -0.11, -0.06 -0.11, -0.06    

Ls Meanc -0.08 -0.09 0.01 (-0.01, 0.03) 0.520  

SEc 0.009 0.010    

95% CIc -0.10, -0.06 -0.11, -0.07    

 

  Day 29 Actual n 199 193    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 162 161    

Mean -0.11 -0.06    

SD 0.498 0.310    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.09)     

Ls Meanb -0.09 -0.09 0.00 (-0.03, 0.04) 0.905  

SEb 0.013 0.013    

95% CIb -0.12, -0.07 -0.12, -0.07    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Baseline Vitamin 

D ≥ 30 ng/mL 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.81 -0.80 -0.01 (-0.11, 0.08) 0.791  

 

  Baseline Actual n 64 55    

Mean 1.22 1.00    

SD 1.133 0.943    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.55 0.57    

SD 0.867 0.766    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 53    

Mean -0.71 -0.40    

SD 1.076 0.947    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.38, 0.04)     

Ls Meanb -0.64 -0.46 -0.18 (-0.40, 0.05) 0.122  

SEb 0.085 0.089    

95% CIb -0.81, -0.47 -0.64, -0.29    

Ls Meanc -0.57 -0.37 -0.20 (-0.47, 0.07) 0.143  

SEc 0.131 0.132    

95% CIc -0.83, -0.31 -0.63, -0.11    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.31 0.34    

SD 0.738 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 58 46    

Mean -0.90 -0.59    

SD 1.135 0.956    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.25, 0.18)     

Ls Meanb -0.77 -0.74 -0.03 (-0.26, 0.19) 0.768  

SEb 0.085 0.092    

95% CIb -0.94, -0.61 -0.92, -0.56    

Ls Meanc -0.80 -0.75 -0.05 (-0.32, 0.22) 0.731  

SEc 0.128 0.136    

95% CIc -1.05, -0.54 -1.02, -0.48    

 

  Day 15 Actual n 58 57    

Mean 0.29 0.11    

SD 0.701 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.96 -0.80    

SD 1.233 0.966    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.16, 0.31)     

Ls Meanb -0.83 -0.91 0.08 (-0.16, 0.33) 0.517  

SEb 0.091 0.098    

95% CIb -1.01, -0.65 -1.10, -0.72    

Ls Meanc -0.75 -0.92 0.17 (-0.08, 0.42) 0.180  

SEc 0.128 0.132    

95% CIc -1.01, -0.50 -1.19, -0.66    

 

  Day 29 Actual n 48 39    

Mean 0.15 0.05    

SD 0.505 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 42 33    

Mean -1.19 -1.00    

SD 1.215 1.061    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.22, 0.26)     

Ls Meanb -0.91 -0.93 0.02 (-0.23, 0.27) 0.866  

SEb 0.091 0.100    

95% CIb -1.09, -0.73 -1.13, -0.74    

Ls Meanc -1.03 -1.10 0.07 (-0.16, 0.30) 0.528  

SEc 0.102 0.109    

95% CIc -1.23, -0.83 -1.32, -0.88    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.01)     

Ls Meanb -0.77 -0.74 -0.03 (-0.07, 0.01) 0.113  

 

  Baseline Actual n 64 55    

Mean 0.81 0.82    

SD 1.006 0.884    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.32 0.28    

SD 0.675 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 53    

Mean -0.43 -0.53    

SD 1.141 0.823    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.19)     

Ls Meanb -0.50 -0.56 0.05 (-0.08, 0.18) 0.423  

SEb 0.047 0.049    

95% CIb -0.60, -0.41 -0.65, -0.46    

Ls Meanc -0.37 -0.42 0.05 (-0.19, 0.29) 0.690  

SEc 0.117 0.119    

95% CIc -0.60, -0.13 -0.65, -0.18    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.03 0.15    

SD 0.170 0.537    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 58 46    

Mean -0.72 -0.61    

SD 0.988 1.000    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.26, 0.02)     

Ls Meanb -0.79 -0.68 -0.11 (-0.25, 0.02) 0.097  

SEb 0.047 0.052    

95% CIb -0.88, -0.70 -0.78, -0.58    

Ls Meanc -0.80 -0.66 -0.14 (-0.30, 0.01) 0.070  

SEc 0.074 0.078    

95% CIc -0.94, -0.65 -0.81, -0.50    

 

  Day 15 Actual n 58 57    

Mean 0.03 0.04    

SD 0.184 0.265    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.79 -0.78    

SD 1.020 0.891    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.14)     

Ls Meanb -0.79 -0.78 -0.01 (-0.16, 0.13) 0.844  

SEb 0.052 0.056    

95% CIb -0.89, -0.69 -0.89, -0.67    

Ls Meanc -0.81 -0.80 0.00 (-0.12, 0.11) 0.941  

SEc 0.060 0.061    

95% CIc -0.93, -0.69 -0.92, -0.68    

 

  Day 29 Actual n 48 39    

Mean 0.00 0.05    

SD 0.000 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 42 33    

Mean -0.88 -0.79    

SD 1.041 0.927    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.15)     

Ls Meanb -0.82 -0.81 -0.01 (-0.17, 0.14) 0.873  

SEb 0.054 0.060    

95% CIb -0.93, -0.72 -0.93, -0.69    

Ls Meanc -0.89 -0.81 -0.08 (-0.19, 0.03) 0.162  

SEc 0.050 0.054    

95% CIc -0.99, -0.79 -0.92, -0.70    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.04 (-0.04, 0.11)     

Ls Meanb -0.45 -0.48 0.03 (-0.03, 0.10) 0.312  

 

  Baseline Actual n 64 55    

Mean 0.83 0.53    

SD 0.846 0.858    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.65 0.33    

SD 0.837 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 53    

Mean -0.12 -0.19    

SD 0.880 0.735    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.32 (0.13, 0.52)     

Ls Meanb -0.02 -0.30 0.27 (0.11, 0.44) 0.001  

SEb 0.061 0.065    

95% CIb -0.14, 0.10 -0.43, -0.17    

Ls Meanc -0.11 -0.34 0.23 (-0.02, 0.47) 0.075  

SEc 0.118 0.122    

95% CIc -0.35, 0.12 -0.58, -0.10    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.43 0.34    

SD 0.606 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 46    

Mean -0.38 -0.17    

SD 0.745 0.709    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.10, 0.30)     

Ls Meanb -0.27 -0.36 0.08 (-0.08, 0.25) 0.324  

SEb 0.062 0.068    

95% CIb -0.40, -0.15 -0.49, -0.23    

Ls Meanc -0.33 -0.32 -0.01 (-0.22, 0.20) 0.938  

SEc 0.098 0.106    

95% CIc -0.53, -0.13 -0.53, -0.11    

 

  Day 15 Actual n 58 57    

Mean 0.12 0.07    

SD 0.329 0.258    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.68 -0.38    

SD 0.837 0.705    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.20, 0.22)     

Ls Meanb -0.58 -0.58 0.01 (-0.17, 0.19) 0.936  

SEb 0.067 0.072    

95% CIb -0.71, -0.45 -0.73, -0.44    

Ls Meanc -0.52 -0.61 0.09 (-0.03, 0.21) 0.154  

SEc 0.061 0.065    

95% CIc -0.64, -0.40 -0.74, -0.48    

 

  Day 29 Actual n 48 39    

Mean 0.00 0.10    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 42 33    

Mean -0.76 -0.36    

SD 0.878 0.783    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.33, 0.11)     

Ls Meanb -0.62 -0.53 -0.09 (-0.28, 0.10) 0.336  

SEb 0.067 0.074    

95% CIb -0.75, -0.49 -0.67, -0.38    

Ls Meanc -0.64 -0.55 -0.09 (-0.20, 0.03) 0.132  

SEc 0.050 0.056    

95% CIc -0.73, -0.54 -0.66, -0.44    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.01 (-0.11, 0.12)     

Ls Meanb -0.68 -0.68 0.00 (-0.09, 0.10) 0.931  

 

  Baseline Actual n 64 55    

Mean 1.28 1.13    

SD 0.845 0.795    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 1.07 1.07    

SD 0.828 0.775    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 58 53    

Mean -0.21 -0.04    

SD 0.695 0.808    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.39, 0.15)     

Ls Meanb -0.16 -0.06 -0.10 (-0.32, 0.12) 0.379  

SEb 0.083 0.088    

95% CIb -0.32, 0.01 -0.23, 0.11    

Ls Meanc -0.12 -0.03 -0.09 (-0.35, 0.16) 0.465  

SEc 0.123 0.125    

95% CIc -0.37, 0.12 -0.28, 0.22    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.81 0.88    

SD 0.738 0.893    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

   Change n 58 46    

Mean -0.45 -0.26    

SD 0.705 0.801    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.38, 0.16)     

Ls Meanb -0.39 -0.30 -0.09 (-0.31, 0.14) 0.442  

SEb 0.084 0.091    

95% CIb -0.55, -0.22 -0.48, -0.12    

Ls Meanc -0.41 -0.30 -0.11 (-0.37, 0.15) 0.398  

SEc 0.123 0.132    

95% CIc -0.65, -0.16 -0.56, -0.04    

 

  Day 15 Actual n 58 57    

Mean 0.41 0.37    

SD 0.650 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.81 -0.75    

SD 0.798 0.870    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.31, 0.27)     

Ls Meanb -0.79 -0.78 -0.01 (-0.25, 0.23) 0.913  

SEb 0.090 0.096    

95% CIb -0.97, -0.61 -0.97, -0.59    

Ls Meanc -0.60 -0.66 0.05 (-0.20, 0.30) 0.680  

SEc 0.130 0.133    

95% CIc -0.86, -0.35 -0.92, -0.39    

 

  Day 29 Actual n 48 39    

Mean 0.25 0.18    

SD 0.601 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 42 33    

Mean -1.14 -0.97    

SD 0.814 0.847    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.24, 0.35)     

Ls Meanb -0.96 -1.01 0.04 (-0.20, 0.29) 0.727  

SEb 0.089 0.098    

95% CIb -1.14, -0.79 -1.20, -0.82    

Ls Meanc -0.99 -1.07 0.07 (-0.17, 0.32) 0.540  

SEc 0.107 0.117    

95% CIc -1.21, -0.78 -1.30, -0.84    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.34 -0.35 0.01 (-0.03, 0.05) 0.684  

 

  Baseline Actual n 64 55    

Mean 0.44 0.47    

SD 0.833 0.716    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.29 0.21    

SD 0.621 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 53    

Mean -0.19 -0.19    

SD 0.826 0.681    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.22)     

Ls Meanb -0.16 -0.20 0.04 (-0.09, 0.17) 0.533  

SEb 0.049 0.051    

95% CIb -0.26, -0.07 -0.30, -0.10    

Ls Meanc -0.18 -0.22 0.04 (-0.15, 0.22) 0.695  

SEc 0.091 0.092    

95% CIc -0.36, 0.00 -0.40, -0.04    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.19 0.22    

SD 0.465 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 46    

Mean -0.26 -0.28    

SD 0.807 0.655    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.13, 0.22)     

Ls Meanb -0.25 -0.28 0.03 (-0.10, 0.17) 0.633  

SEb 0.049 0.054    

95% CIb -0.34, -0.15 -0.39, -0.17    

Ls Meanc -0.24 -0.27 0.03 (-0.15, 0.21) 0.747  

SEc 0.086 0.091    

95% CIc -0.41, -0.07 -0.45, -0.09    

 

  Day 15 Actual n 58 57    

Mean 0.09 0.09    

SD 0.339 0.391    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.36 -0.30    

SD 1.009 0.758    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.21)     

Ls Meanb -0.34 -0.35 0.02 (-0.13, 0.17) 0.813  

SEb 0.053 0.058    

95% CIb -0.44, -0.23 -0.47, -0.24    

Ls Meanc -0.35 -0.39 0.04 (-0.12, 0.20) 0.585  

SEc 0.082 0.084    

95% CIc -0.51, -0.18 -0.56, -0.22    

 

  Day 29 Actual n 48 39    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 42 33    

Mean -0.36 -0.36    

SD 0.791 0.653    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.20, 0.20)     

Ls Meanb -0.41 -0.41 0.00 (-0.16, 0.16) 0.992  

SEb 0.055 0.061    

95% CIb -0.52, -0.30 -0.53, -0.29    

Ls Meanc -0.36 -0.36 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.36, -0.36 -0.36, -0.36    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.12 (0.04, 0.20)     

Ls Meanb -0.16 -0.25 0.09 (0.03, 0.15) 0.004  

 

  Baseline Actual n 64 55    

Mean 0.31 0.31    

SD 0.794 0.767    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.32 0.29    

SD 0.675 0.680    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 53    

Mean 0.00 0.04    

SD 0.621 0.808    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.26, 0.14)     

Ls Meanb -0.04 0.01 -0.05 (-0.20, 0.11) 0.553  

SEb 0.059 0.062    

95% CIb -0.16, 0.08 -0.12, 0.13    

Ls Meanc 0.02 0.05 -0.03 (-0.25, 0.20) 0.821  

SEc 0.110 0.112    

95% CIc -0.19, 0.24 -0.17, 0.27    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.18 0.26    

SD 0.517 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 46    

Mean -0.14 -0.07    

SD 0.687 0.712    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.31, 0.10)     

Ls Meanb -0.15 -0.07 -0.08 (-0.24, 0.08) 0.312  

SEb 0.059 0.065    

95% CIb -0.26, -0.03 -0.19, 0.06    

Ls Meanc -0.11 0.00 -0.11 (-0.30, 0.09) 0.290  

SEc 0.095 0.101    

95% CIc -0.30, 0.08 -0.20, 0.20    

 

  Day 15 Actual n 58 57    

Mean 0.12 0.07    

SD 0.498 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.09 -0.38    

SD 0.803 0.838    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.25 (0.03, 0.48)     

Ls Meanb -0.11 -0.31 0.20 (0.03, 0.37) 0.025  

SEb 0.064 0.069    

95% CIb -0.24, 0.01 -0.45, -0.18    

Ls Meanc -0.16 -0.33 0.17 (-0.01, 0.35) 0.067  

SEc 0.093 0.094    

95% CIc -0.35, 0.02 -0.52, -0.15    

 

  Day 29 Actual n 48 39    

Mean 0.04 0.00    

SD 0.289 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 42 33    

Mean -0.31 -0.39    

SD 0.897 0.864    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.13, 0.32)     

Ls Meanb -0.29 -0.37 0.08 (-0.10, 0.25) 0.407  

SEb 0.065 0.071    

95% CIb -0.42, -0.16 -0.50, -0.23    

Ls Meanc -0.35 -0.39 0.04 (-0.08, 0.15) 0.513  

SEc 0.051 0.055    

95% CIc -0.45, -0.25 -0.50, -0.28    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.14 (0.03, 0.26)     

Ls Meanb -0.84 -0.99 0.15 (0.03, 0.26) 0.017  

 

  Baseline Actual n 64 55    

Mean 1.39 1.25    

SD 1.033 0.985    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.96 0.90    

SD 1.063 0.825    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 58 53    

Mean -0.41 -0.32    

SD 1.077 0.976    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.26, 0.26)     

Ls Meanb -0.42 -0.42 0.00 (-0.26, 0.26) 0.994  

SEb 0.099 0.105    

95% CIb -0.62, -0.23 -0.63, -0.22    

Ls Meanc -0.32 -0.31 -0.01 (-0.33, 0.31) 0.946  

SEc 0.158 0.159    

95% CIc -0.63, -0.01 -0.62, 0.01    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.76 0.58    

SD 0.964 0.748    

Min 0.00 0.00    

Median 0.50 0.00    

Max 4.00 2.00    

 

   Change n 58 46    

Mean -0.66 -0.76    

SD 1.018 1.119    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.09, 0.43)     

Ls Meanb -0.62 -0.79 0.17 (-0.10, 0.43) 0.212  

SEb 0.100 0.108    

95% CIb -0.82, -0.43 -1.00, -0.58    

Ls Meanc -0.73 -0.95 0.22 (-0.10, 0.54) 0.178  

SEc 0.154 0.162    

95% CIc -1.04, -0.43 -1.27, -0.63    

 

  Day 15 Actual n 58 57    

Mean 0.50 0.35    

SD 0.755 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.91 -1.03    

SD 0.996 1.050    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.09, 0.47)     

Ls Meanb -0.88 -1.07 0.19 (-0.10, 0.47) 0.193  

SEb 0.107 0.114    

95% CIb -1.09, -0.67 -1.29, -0.84    

Ls Meanc -0.87 -1.12 0.24 (-0.04, 0.52) 0.086  

SEc 0.144 0.147    

95% CIc -1.16, -0.59 -1.41, -0.83    

 

  Day 29 Actual n 48 39    

Mean 0.31 0.18    

SD 0.624 0.506    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 42 33    

Mean -1.17 -1.21    

SD 1.010 1.111    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.21 (-0.08, 0.49)     

Ls Meanb -1.00 -1.21 0.21 (-0.08, 0.49) 0.155  

SEb 0.106 0.116    

95% CIb -1.21, -0.80 -1.44, -0.98    

Ls Meanc -1.14 -1.30 0.16 (-0.09, 0.42) 0.210  

SEc 0.115 0.123    

95% CIc -1.36, -0.91 -1.54, -1.05    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, 0.00)     

Ls Meanb -0.64 -0.59 -0.06 (-0.12, 0.00) 0.069  

 

  Baseline Actual n 64 55    

Mean 0.91 1.02    

SD 0.938 1.009    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.43 0.43    

SD 0.757 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 53    

Mean -0.43 -0.62    

SD 0.920 0.965    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.14, 0.24)     

Ls Meanb -0.42 -0.47 0.05 (-0.14, 0.23) 0.611  

SEb 0.069 0.072    

95% CIb -0.56, -0.29 -0.61, -0.33    

Ls Meanc -0.48 -0.59 0.11 (-0.14, 0.36) 0.377  

SEc 0.119 0.124    

95% CIc -0.72, -0.25 -0.84, -0.35    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.35 0.42    

SD 0.707 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 46    

Mean -0.55 -0.54    

SD 1.012 0.836    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.31, 0.08)     

Ls Meanb -0.51 -0.40 -0.11 (-0.30, 0.08) 0.252  

SEb 0.069 0.076    

95% CIb -0.65, -0.38 -0.55, -0.25    

Ls Meanc -0.64 -0.56 -0.08 (-0.32, 0.15) 0.478  

SEc 0.112 0.121    

95% CIc -0.87, -0.42 -0.80, -0.32    

 

  Day 15 Actual n 58 57    

Mean 0.14 0.25    

SD 0.476 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.74 -0.80    

SD 0.943 0.911    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.26, 0.17)     

Ls Meanb -0.72 -0.68 -0.04 (-0.25, 0.17) 0.692  

SEb 0.075 0.081    

95% CIb -0.87, -0.57 -0.84, -0.52    

Ls Meanc -0.74 -0.69 -0.05 (-0.22, 0.13) 0.604  

SEc 0.089 0.092    

95% CIc -0.91, -0.56 -0.87, -0.51    

 

  Day 29 Actual n 48 39    

Mean 0.08 0.10    

SD 0.347 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 42 33    

Mean -0.83 -0.79    

SD 0.935 0.820    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.23, 0.21)     

Ls Meanb -0.80 -0.79 -0.01 (-0.23, 0.21) 0.931  

SEb 0.077 0.085    

95% CIb -0.95, -0.65 -0.96, -0.63    

Ls Meanc -0.76 -0.75 -0.01 (-0.15, 0.13) 0.925  

SEc 0.063 0.069    

95% CIc -0.88, -0.63 -0.89, -0.61    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.08 (-0.16, 0.01)     

Ls Meanb -0.99 -0.91 -0.08 (-0.17, 0.01) 0.091  

 

  Baseline Actual n 64 55    

Mean 1.28 1.11    

SD 1.076 0.994    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.59 0.58    

SD 0.913 0.783    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 53    

Mean -0.78 -0.51    

SD 1.077 0.912    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.35, 0.06)     

Ls Meanb -0.71 -0.56 -0.15 (-0.36, 0.06) 0.174  

SEb 0.081 0.085    

95% CIb -0.87, -0.55 -0.73, -0.40    

Ls Meanc -0.79 -0.59 -0.20 (-0.47, 0.08) 0.163  

SEc 0.134 0.136    

95% CIc -1.05, -0.52 -0.86, -0.32    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.34 0.29    

SD 0.765 0.723    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 58 46    

Mean -0.95 -0.74    

SD 1.099 1.042    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.24, 0.18)     

Ls Meanb -0.86 -0.83 -0.03 (-0.25, 0.18) 0.754  

SEb 0.081 0.088    

95% CIb -1.02, -0.71 -1.00, -0.66    

Ls Meanc -0.93 -0.90 -0.03 (-0.31, 0.25) 0.830  

SEc 0.136 0.144    

95% CIc -1.20, -0.66 -1.18, -0.61    

 

  Day 15 Actual n 58 57    

Mean 0.17 0.11    

SD 0.566 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -1.17 -0.95    

SD 1.070 1.085    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.24)     

Ls Meanb -1.02 -1.04 0.02 (-0.21, 0.25) 0.860  

SEb 0.087 0.093    

95% CIb -1.19, -0.85 -1.22, -0.86    

Ls Meanc -1.00 -1.06 0.07 (-0.15, 0.29) 0.553  

SEc 0.113 0.115    

95% CIc -1.22, -0.77 -1.29, -0.83    

 

  Day 29 Actual n 48 39    

Mean 0.08 0.13    

SD 0.404 0.469    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 42 33    

Mean -1.33 -1.03    

SD 1.074 1.237    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.35, 0.10)     

Ls Meanb -1.12 -0.99 -0.13 (-0.36, 0.11) 0.287  

SEb 0.087 0.095    

95% CIb -1.29, -0.95 -1.17, -0.80    

Ls Meanc -1.20 -1.10 -0.10 (-0.33, 0.13) 0.379  

SEc 0.101 0.109    

95% CIc -1.40, -1.00 -1.32, -0.88    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.43 -0.41 -0.02 (-0.05, 0.02) 0.385  

 

  Baseline Actual n 64 55    

Mean 0.55 0.47    

SD 0.834 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.32 0.21    

SD 0.653 0.473    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 58 53    

Mean -0.17 -0.23    

SD 0.920 0.669    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.17 (0.01, 0.32)     

Ls Meanb -0.14 -0.28 0.13 (0.01, 0.26) 0.034  

SEb 0.045 0.047    

95% CIb -0.23, -0.06 -0.37, -0.19    

Ls Meanc -0.17 -0.30 0.13 (-0.10, 0.35) 0.261  

SEc 0.109 0.110    

95% CIc -0.39, 0.04 -0.52, -0.08    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.18 0.26    

SD 0.487 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 46    

Mean -0.34 -0.22    

SD 0.965 0.758    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.24, 0.08)     

Ls Meanb -0.32 -0.25 -0.06 (-0.19, 0.06) 0.319  

SEb 0.045 0.050    

95% CIb -0.41, -0.23 -0.35, -0.15    

Ls Meanc -0.39 -0.32 -0.06 (-0.28, 0.16) 0.568  

SEc 0.106 0.112    

95% CIc -0.60, -0.18 -0.55, -0.10    

 

  Day 15 Actual n 58 57    

Mean 0.02 0.04    

SD 0.131 0.265    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.57 -0.40    

SD 0.853 0.672    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.16)     

Ls Meanb -0.49 -0.48 -0.01 (-0.15, 0.13) 0.900  

SEb 0.050 0.054    

95% CIb -0.59, -0.39 -0.58, -0.37    

Ls Meanc -0.50 -0.51 0.01 (-0.03, 0.06) 0.609  

SEc 0.024 0.025    

95% CIc -0.55, -0.45 -0.56, -0.46    

 

  Day 29 Actual n 48 39    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 42 33    

Mean -0.67 -0.39    

SD 0.902 0.704    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.17, 0.20)     

Ls Meanb -0.49 -0.50 0.01 (-0.14, 0.16) 0.899  

SEb 0.052 0.057    

95% CIb -0.60, -0.39 -0.62, -0.39    

Ls Meanc -0.55 -0.55 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.55, -0.55 -0.55, -0.55    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.07 (-0.04, 0.18)     

Ls Meanb -0.47 -0.54 0.07 (-0.04, 0.18) 0.231  

 

  Baseline Actual n 64 55    

Mean 0.50 0.85    

SD 0.909 1.079    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.48 0.72    

SD 0.917 0.876    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 53    

Mean 0.02 -0.23    

SD 1.051 0.912    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.32, 0.14)     

Ls Meanb -0.21 -0.12 -0.09 (-0.31, 0.13) 0.432  

SEb 0.087 0.091    

95% CIb -0.38, -0.04 -0.30, 0.06    

Ls Meanc -0.21 -0.18 -0.03 (-0.33, 0.27) 0.846  

SEc 0.143 0.145    

95% CIc -0.49, 0.08 -0.47, 0.11    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.25 0.54    

SD 0.608 0.849    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 46    

Mean -0.19 -0.39    

SD 1.017 1.291    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.34, 0.12)     

Ls Meanb -0.39 -0.28 -0.11 (-0.34, 0.12) 0.340  

SEb 0.087 0.094    

95% CIb -0.56, -0.22 -0.46, -0.09    

Ls Meanc -0.56 -0.31 -0.25 (-0.53, 0.04) 0.089  

SEc 0.134 0.143    

95% CIc -0.82, -0.29 -0.59, -0.03    

 

  Day 15 Actual n 58 57    

Mean 0.17 0.18    

SD 0.534 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.34 -0.65    

SD 0.984 1.231    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.17, 0.32)     

Ls Meanb -0.55 -0.62 0.07 (-0.17, 0.31) 0.567  

SEb 0.093 0.099    

95% CIb -0.73, -0.37 -0.81, -0.42    

Ls Meanc -0.58 -0.60 0.03 (-0.22, 0.27) 0.838  

SEc 0.125 0.129    

95% CIc -0.83, -0.33 -0.86, -0.35    

 

  Day 29 Actual n 48 39    

Mean 0.13 0.08    

SD 0.444 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 42 33    

Mean -0.31 -0.88    

SD 0.780 1.166    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.27 (0.03, 0.52)     

Ls Meanb -0.53 -0.79 0.27 (0.03, 0.51) 0.030  

SEb 0.091 0.099    

95% CIb -0.70, -0.35 -0.99, -0.60    

Ls Meanc -0.56 -0.68 0.13 (-0.06, 0.31) 0.181  

SEc 0.082 0.089    

95% CIc -0.72, -0.39 -0.86, -0.50    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.53 -0.56 0.03 (-0.07, 0.14) 0.511  

 

  Baseline Actual n 64 55    

Mean 0.55 0.89    

SD 0.942 1.100    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.29 0.58    

SD 0.688 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 58 53    

Mean -0.16 -0.43    

SD 0.854 1.029    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.32, 0.08)     

Ls Meanb -0.38 -0.26 -0.12 (-0.33, 0.08) 0.245  

SEb 0.080 0.084    

95% CIb -0.54, -0.23 -0.42, -0.10    

Ls Meanc -0.38 -0.33 -0.05 (-0.31, 0.20) 0.677  

SEc 0.121 0.123    

95% CIc -0.62, -0.14 -0.57, -0.08    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.21 0.38    

SD 0.561 0.764    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 46    

Mean -0.29 -0.61    

SD 1.108 1.183    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.24, 0.17)     

Ls Meanb -0.46 -0.42 -0.04 (-0.25, 0.17) 0.716  

SEb 0.080 0.086    

95% CIb -0.62, -0.31 -0.59, -0.25    

Ls Meanc -0.60 -0.48 -0.13 (-0.38, 0.13) 0.322  

SEc 0.119 0.126    

95% CIc -0.84, -0.37 -0.73, -0.23    

 

  Day 15 Actual n 58 57    

Mean 0.12 0.12    

SD 0.462 0.381    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.49 -0.73    

SD 1.120 1.240    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.16, 0.28)     

Ls Meanb -0.59 -0.65 0.06 (-0.16, 0.28) 0.581  

SEb 0.085 0.091    

95% CIb -0.76, -0.43 -0.83, -0.48    

Ls Meanc -0.70 -0.68 -0.02 (-0.22, 0.19) 0.871  

SEc 0.104 0.106    

95% CIc -0.90, -0.49 -0.89, -0.47    

 

  Day 29 Actual n 48 39    

Mean 0.06 0.05    

SD 0.320 0.223    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 42 33    

Mean -0.50 -0.91    

SD 0.969 1.182    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.16, 0.28)     

Ls Meanb -0.65 -0.71 0.06 (-0.16, 0.28) 0.606  

SEb 0.084 0.091    

95% CIb -0.82, -0.49 -0.89, -0.53    

Ls Meanc -0.73 -0.71 -0.02 (-0.17, 0.13) 0.768  

SEc 0.065 0.070    

95% CIc -0.86, -0.60 -0.85, -0.57    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.09 (0.00, 0.17)     

Ls Meanb -0.35 -0.42 0.07 (0.00, 0.13) 0.040  

 

  Baseline Actual n 64 55    

Mean 0.64 0.51    

SD 0.784 0.767    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.52 0.25    

SD 0.678 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 53    

Mean -0.09 -0.30    

SD 0.844 0.696    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.35 (0.15, 0.55)     

Ls Meanb -0.05 -0.32 0.27 (0.12, 0.43) 0.001  

SEb 0.058 0.062    

95% CIb -0.16, 0.07 -0.44, -0.20    

Ls Meanc -0.10 -0.36 0.26 (0.05, 0.48) 0.017  

SEc 0.104 0.106    

95% CIc -0.30, 0.11 -0.57, -0.15    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.32 0.25    

SD 0.584 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 46    

Mean -0.31 -0.28    

SD 0.777 0.720    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.13, 0.28)     

Ls Meanb -0.28 -0.34 0.06 (-0.10, 0.22) 0.451  

SEb 0.059 0.064    

95% CIb -0.39, -0.16 -0.47, -0.21    

Ls Meanc -0.29 -0.34 0.05 (-0.17, 0.27) 0.660  

SEc 0.107 0.114    

95% CIc -0.50, -0.07 -0.56, -0.11    

 

  Day 15 Actual n 58 57    

Mean 0.19 0.11    

SD 0.395 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.45 -0.40    

SD 0.802 0.672    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.10, 0.33)     

Ls Meanb -0.36 -0.45 0.09 (-0.08, 0.26) 0.305  

SEb 0.063 0.068    

95% CIb -0.49, -0.24 -0.59, -0.32    

Ls Meanc -0.44 -0.52 0.08 (-0.08, 0.24) 0.311  

SEc 0.081 0.083    

95% CIc -0.60, -0.28 -0.69, -0.36    

 

  Day 29 Actual n 48 39    

Mean 0.08 0.18    

SD 0.279 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 42 33    

Mean -0.40 -0.30    

SD 0.701 0.637    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.27, 0.18)     

Ls Meanb -0.46 -0.43 -0.04 (-0.21, 0.14) 0.686  

SEb 0.063 0.070    

95% CIb -0.59, -0.34 -0.57, -0.29    

Ls Meanc -0.37 -0.30 -0.07 (-0.23, 0.10) 0.426  

SEc 0.075 0.081    

95% CIc -0.52, -0.22 -0.46, -0.14    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.17 (0.08, 0.26)     

Ls Meanb -0.17 -0.31 0.13 (0.06, 0.20) <.001  

 

  Baseline Actual n 64 55    

Mean 0.38 0.36    

SD 0.807 0.754    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.32 0.32    

SD 0.675 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 53    

Mean -0.05 0.04    

SD 0.660 0.678    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.36, 0.10)     

Ls Meanb -0.11 -0.01 -0.10 (-0.28, 0.08) 0.281  

SEb 0.069 0.072    

95% CIb -0.25, 0.02 -0.15, 0.13    

Ls Meanc -0.06 0.03 -0.09 (-0.31, 0.13) 0.430  

SEc 0.106 0.108    

95% CIc -0.27, 0.16 -0.18, 0.25    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.28 0.31    

SD 0.750 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 58 46    

Mean -0.12 -0.11    

SD 0.796 0.482    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 4.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.26, 0.21)     

Ls Meanb -0.15 -0.13 -0.02 (-0.21, 0.17) 0.842  

SEb 0.069 0.075    

95% CIb -0.28, -0.01 -0.28, 0.02    

Ls Meanc -0.08 -0.06 -0.02 (-0.25, 0.20) 0.852  

SEc 0.108 0.115    

95% CIc -0.30, 0.13 -0.29, 0.17    

 

  Day 15 Actual n 58 57    

Mean 0.21 0.02    

SD 0.554 0.132    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.13 -0.43    

SD 0.850 0.813    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.35 (0.09, 0.60)     

Ls Meanb -0.14 -0.41 0.27 (0.07, 0.47) 0.009  

SEb 0.074 0.080    

95% CIb -0.29, 0.01 -0.57, -0.25    

Ls Meanc -0.20 -0.45 0.24 (0.05, 0.43) 0.014  

SEc 0.099 0.101    

95% CIc -0.40, -0.01 -0.65, -0.24    

 

  Day 29 Actual n 48 39    

Mean 0.15 0.08    

SD 0.461 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 42 33    

Mean -0.21 -0.36    

SD 0.871 0.783    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.14, 0.39)     

Ls Meanb -0.26 -0.35 0.10 (-0.11, 0.30) 0.356  

SEb 0.075 0.082    

95% CIb -0.40, -0.11 -0.52, -0.19    

Ls Meanc -0.29 -0.38 0.08 (-0.12, 0.29) 0.414  

SEc 0.092 0.100    

95% CIc -0.48, -0.11 -0.58, -0.18    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.56 -0.56 0.01 (-0.03, 0.04) 0.789  

 

  Baseline Actual n 64 55    

Mean 0.58 0.65    

SD 0.793 0.907    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 69 72    

Mean 0.38 0.31    

SD 0.666 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 58 53    

Mean -0.12 -0.40    

SD 0.900 0.906    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.15 (0.01, 0.29)     

Ls Meanb -0.23 -0.36 0.13 (0.01, 0.25) 0.038  

SEb 0.045 0.047    

95% CIb -0.32, -0.14 -0.45, -0.27    

Ls Meanc -0.25 -0.40 0.15 (-0.09, 0.39) 0.219  

SEc 0.115 0.117    

95% CIc -0.48, -0.02 -0.63, -0.17    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.10 0.14    

SD 0.352 0.464    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 58 46    

Mean -0.43 -0.54    

SD 0.840 0.959    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.14)     

Ls Meanb -0.53 -0.53 -0.01 (-0.13, 0.12) 0.894  

SEb 0.045 0.049    

95% CIb -0.62, -0.45 -0.62, -0.43    

Ls Meanc -0.54 -0.52 -0.02 (-0.18, 0.14) 0.815  

SEc 0.077 0.082    

95% CIc -0.70, -0.39 -0.69, -0.36    

 

  Day 15 Actual n 58 57    

Mean 0.02 0.07    

SD 0.131 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.60 -0.63    

SD 0.851 0.925    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.06)     

Ls Meanb -0.62 -0.54 -0.08 (-0.22, 0.05) 0.221  

SEb 0.049 0.053    

95% CIb -0.72, -0.53 -0.64, -0.43    

Ls Meanc -0.65 -0.59 -0.06 (-0.18, 0.06) 0.355  

SEc 0.063 0.064    

95% CIc -0.77, -0.53 -0.72, -0.47    

 

  Day 29 Actual n 48 39    

Mean 0.00 0.08    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 42 33    

Mean -0.60 -0.67    

SD 0.828 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.16)     

Ls Meanb -0.63 -0.62 -0.01 (-0.15, 0.13) 0.893  

SEb 0.050 0.056    

95% CIb -0.73, -0.53 -0.73, -0.51    

Ls Meanc -0.65 -0.62 -0.04 (-0.09, 0.02) 0.204  

SEc 0.025 0.027    

95% CIc -0.70, -0.60 -0.67, -0.56    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.04)     

Ls Meanb -0.14 -0.14 0.00 (-0.02, 0.02) 0.812  

 

  Baseline Actual n 64 55    

Mean 0.20 0.07    

SD 0.671 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 69 72    

Mean 0.06 0.03    

SD 0.291 0.165    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 58 53    

Mean -0.16 0.00    

SD 0.721 0.340    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.17)     

Ls Meanb -0.09 -0.11 0.03 (-0.04, 0.09) 0.446  

SEb 0.025 0.026    

95% CIb -0.13, -0.04 -0.16, -0.06    

Ls Meanc -0.05 -0.08 0.03 (-0.07, 0.13) 0.568  

SEc 0.050 0.050    

95% CIc -0.15, 0.05 -0.18, 0.02    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 68 65    

Mean 0.04 0.00    

SD 0.270 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 58 46    

Mean -0.16 -0.04    

SD 0.768 0.295    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.22)     

Ls Meanb -0.10 -0.15 0.05 (-0.02, 0.12) 0.176  

SEb 0.025 0.028    

95% CIb -0.15, -0.05 -0.21, -0.10    

Ls Meanc -0.08 -0.15 0.07 (-0.02, 0.15) 0.135  

SEc 0.042 0.044    

95% CIc -0.16, 0.00 -0.23, -0.06    

 

  Day 15 Actual n 58 57    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 47 40    

Mean -0.28 -0.05    

SD 0.772 0.316    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -0.16 -0.14 -0.01 (-0.09, 0.06) 0.718  

SEb 0.028 0.030    

95% CIb -0.21, -0.10 -0.20, -0.08    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    

 

  Day 29 Actual n 48 39    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 42 33    

Mean -0.31 -0.06    

SD 0.811 0.348    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.15 -0.15 0.00 (-0.08, 0.09) 0.960  

SEb 0.029 0.032    

95% CIb -0.21, -0.10 -0.22, -0.09    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Baseline zinc < 

100 ug/dL 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.78 -0.76 -0.02 (-0.06, 0.02) 0.348  

 

  Baseline Actual n 267 265  0.524d  

Mean 1.04 1.00    

SD 1.063 0.985    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 308 297    

Mean 0.56 0.60    

SD 0.838 0.849    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 245    

Mean -0.47 -0.38    

SD 0.989 0.965    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.00)     

Ls Meanb -0.50 -0.39 -0.11 (-0.21, 0.00) 0.045  

SEb 0.040 0.040    

95% CIb -0.58, -0.42 -0.47, -0.32    

Ls Meanc -0.48 -0.38 -0.10 (-0.23, 0.03) 0.137  

SEc 0.062 0.061    

95% CIc -0.61, -0.36 -0.50, -0.26    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 259    

Mean 0.36 0.34    

SD 0.730 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 232 210    

Mean -0.69 -0.61    

SD 1.068 0.958    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.05)     

Ls Meanb -0.71 -0.65 -0.06 (-0.16, 0.05) 0.310  

SEb 0.040 0.041    

95% CIb -0.78, -0.63 -0.73, -0.57    

Ls Meanc -0.71 -0.66 -0.05 (-0.17, 0.08) 0.457  

SEc 0.057 0.057    

95% CIc -0.82, -0.60 -0.77, -0.55    

 

  Day 15 Actual n 264 237    

Mean 0.17 0.14    

SD 0.523 0.389    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.86 -0.84    

SD 1.078 0.970    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.88 -0.90 0.02 (-0.09, 0.13) 0.720  

SEb 0.042 0.043    

95% CIb -0.96, -0.80 -0.98, -0.81    

Ls Meanc -0.87 -0.89 0.02 (-0.07, 0.11) 0.657  

SEc 0.040 0.042    

95% CIc -0.95, -0.79 -0.97, -0.81    

 

  Day 29 Actual n 221 198    

Mean 0.14 0.12    

SD 0.467 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 170    

Mean -0.87 -0.92    

SD 1.124 1.060    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.88 -0.89 0.01 (-0.11, 0.12) 0.889  

SEb 0.043 0.044    

95% CIb -0.96, -0.80 -0.98, -0.80    

Ls Meanc -0.91 -0.92 0.02 (-0.08, 0.11) 0.751  

SEc 0.043 0.044    

95% CIc -0.99, -0.82 -1.01, -0.83    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.01)     

Ls Meanb -0.68 -0.67 -0.01 (-0.03, 0.01) 0.211  

 

  Baseline Actual n 267 265  0.218d  

Mean 0.76 0.77    

SD 0.976 0.923    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 307 297    

Mean 0.32 0.30    

SD 0.688 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 242 245    

Mean -0.39 -0.47    

SD 0.915 0.876    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.01, 0.14)     

Ls Meanb -0.41 -0.47 0.06 (-0.01, 0.13) 0.083  

SEb 0.025 0.025    

95% CIb -0.46, -0.36 -0.52, -0.42    

Ls Meanc -0.41 -0.47 0.06 (-0.05, 0.17) 0.269  

SEc 0.051 0.050    

95% CIc -0.51, -0.31 -0.57, -0.38    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 5 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.10 0.19    

SD 0.405 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 232 211    

Mean -0.64 -0.55    

SD 0.979 0.966    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.20, -0.05)     

Ls Meanb -0.68 -0.56 -0.11 (-0.19, -0.04) 0.002  

SEb 0.026 0.027    

95% CIb -0.73, -0.62 -0.61, -0.51    

Ls Meanc -0.69 -0.57 -0.11 (-0.20, -0.03) 0.010  

SEc 0.039 0.039    

95% CIc -0.76, -0.61 -0.65, -0.50    

 

  Day 15 Actual n 264 237    

Mean 0.03 0.04    

SD 0.183 0.281    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.72 -0.71    

SD 0.997 0.950    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.73 -0.72 -0.01 (-0.08, 0.07) 0.806  

SEb 0.027 0.028    

95% CIb -0.79, -0.68 -0.78, -0.67    

Ls Meanc -0.73 -0.71 -0.03 (-0.08, 0.02) 0.241  

SEc 0.022 0.022    

95% CIc -0.78, -0.69 -0.75, -0.66    

 

  Day 29 Actual n 221 198    

Mean 0.01 0.03    

SD 0.150 0.187    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 170    

Mean -0.77 -0.73    

SD 1.029 0.959    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.75 -0.75 0.00 (-0.08, 0.08) 0.989  

SEb 0.028 0.029    

95% CIb -0.80, -0.69 -0.80, -0.69    

Ls Meanc -0.77 -0.75 -0.01 (-0.05, 0.03) 0.509  

SEc 0.018 0.018    

95% CIc -0.80, -0.73 -0.79, -0.72    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.50 -0.51 0.01 (-0.02, 0.05) 0.414  

 

  Baseline Actual n 267 265  0.183d  

Mean 0.75 0.68    

SD 0.851 0.874    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 297    

Mean 0.51 0.50    

SD 0.746 0.745    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 245    

Mean -0.20 -0.22    

SD 0.799 0.815    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.16)     

Ls Meanb -0.21 -0.26 0.05 (-0.04, 0.14) 0.254  

SEb 0.033 0.033    

95% CIb -0.27, -0.14 -0.32, -0.19    

Ls Meanc -0.25 -0.29 0.04 (-0.08, 0.15) 0.516  

SEc 0.053 0.052    

95% CIc -0.36, -0.15 -0.39, -0.19    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.38 0.37    

SD 0.663 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 232 211    

Mean -0.29 -0.32    

SD 0.858 0.833    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.33 -0.36 0.03 (-0.06, 0.12) 0.460  

SEb 0.034 0.035    

95% CIb -0.39, -0.26 -0.43, -0.29    

Ls Meanc -0.33 -0.37 0.04 (-0.08, 0.15) 0.523  

SEc 0.052 0.052    

95% CIc -0.43, -0.23 -0.47, -0.26    

 

  Day 15 Actual n 264 237    

Mean 0.14 0.12    

SD 0.421 0.361    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.56 -0.55    

SD 0.792 0.842    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.57 -0.60 0.03 (-0.06, 0.13) 0.504  

SEb 0.035 0.036    

95% CIb -0.64, -0.50 -0.68, -0.53    

Ls Meanc -0.57 -0.61 0.03 (-0.04, 0.11) 0.406  

SEc 0.034 0.035    

95% CIc -0.64, -0.51 -0.67, -0.54    

 

  Day 29 Actual n 221 198    

Mean 0.07 0.09    

SD 0.301 0.360    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 170    

Mean -0.55 -0.58    

SD 0.830 0.889    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.59 -0.63 0.04 (-0.06, 0.13) 0.459  

SEb 0.036 0.037    

95% CIb -0.66, -0.52 -0.70, -0.56    

Ls Meanc -0.55 -0.55 0.00 (-0.07, 0.07) 0.970  

SEc 0.031 0.032    

95% CIc -0.61, -0.49 -0.62, -0.49    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 10 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, -0.01)     

Ls Meanb -0.68 -0.62 -0.06 (-0.11, -0.01) 0.021  

 

  Baseline Actual n 267 265  0.138d  

Mean 1.11 1.11    

SD 0.858 0.783    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 308 297    

Mean 0.99 1.05    

SD 0.811 0.845    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 243 245    

Mean -0.13 -0.04    

SD 0.707 0.865    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.26, 0.02)     

Ls Meanb -0.19 -0.09 -0.10 (-0.21, 0.02) 0.093  

SEb 0.043 0.043    

95% CIb -0.27, -0.10 -0.17, 0.00    

Ls Meanc -0.19 -0.09 -0.09 (-0.22, 0.03) 0.146  

SEc 0.059 0.058    

95% CIc -0.30, -0.07 -0.21, 0.02    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.79 0.90    

SD 0.824 0.861    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 232 211    

Mean -0.32 -0.21    

SD 0.818 0.891    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.37, -0.09)     

Ls Meanb -0.40 -0.21 -0.19 (-0.31, -0.08) 0.001  

SEb 0.044 0.045    

95% CIb -0.48, -0.31 -0.30, -0.12    

Ls Meanc -0.36 -0.23 -0.13 (-0.27, 0.01) 0.062  

SEc 0.062 0.063    

95% CIc -0.48, -0.24 -0.36, -0.11    

 

  Day 15 Actual n 264 237    

Mean 0.36 0.38    

SD 0.620 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.70 -0.72    

SD 0.882 0.870    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.08)     

Ls Meanb -0.80 -0.75 -0.05 (-0.17, 0.07) 0.397  

SEb 0.045 0.047    

95% CIb -0.89, -0.71 -0.84, -0.66    

Ls Meanc -0.76 -0.73 -0.03 (-0.15, 0.09) 0.632  

SEc 0.054 0.055    

95% CIc -0.87, -0.66 -0.84, -0.63    

 

  Day 29 Actual n 221 198    

Mean 0.22 0.22    

SD 0.503 0.471    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 170    

Mean -0.90 -0.89    

SD 0.896 0.864    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.93 -0.93 0.00 (-0.12, 0.12) 0.997  

SEb 0.046 0.047    

95% CIb -1.02, -0.84 -1.02, -0.84    

Ls Meanc -0.95 -0.96 0.02 (-0.08, 0.12) 0.752  

SEc 0.045 0.047    

95% CIc -1.04, -0.86 -1.06, -0.87    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.28 -0.27 -0.01 (-0.03, 0.01) 0.295  

 

  Baseline Actual n 267 265  0.053d  

Mean 0.38 0.40    

SD 0.743 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 307 297    

Mean 0.26 0.30    

SD 0.576 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 242 245    

Mean -0.09 -0.09    

SD 0.740 0.768    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.10 -0.08 -0.02 (-0.08, 0.05) 0.596  

SEb 0.025 0.025    

95% CIb -0.15, -0.05 -0.13, -0.03    

Ls Meanc -0.14 -0.12 -0.02 (-0.12, 0.08) 0.651  

SEc 0.046 0.046    

95% CIc -0.23, -0.05 -0.21, -0.03    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.17 0.18    

SD 0.480 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 232 211    

Mean -0.23 -0.24    

SD 0.741 0.711    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.23 -0.22 -0.01 (-0.07, 0.06) 0.868  

SEb 0.025 0.026    

95% CIb -0.28, -0.18 -0.28, -0.17    

Ls Meanc -0.23 -0.23 0.00 (-0.08, 0.08) 0.983  

SEc 0.036 0.037    

95% CIc -0.30, -0.15 -0.30, -0.15    

 

  Day 15 Actual n 264 237    

Mean 0.07 0.07    

SD 0.312 0.298    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.28 -0.27    

SD 0.751 0.713    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.30 -0.29 -0.01 (-0.09, 0.06) 0.736  

SEb 0.026 0.027    

95% CIb -0.36, -0.25 -0.35, -0.24    

Ls Meanc -0.31 -0.31 0.00 (-0.06, 0.06) 0.943  

SEc 0.028 0.029    

95% CIc -0.37, -0.26 -0.37, -0.26    

 

  Day 29 Actual n 221 198    

Mean 0.02 0.02    

SD 0.201 0.141    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 183 170    

Mean -0.31 -0.34    

SD 0.650 0.661    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.35 -0.34 0.00 (-0.08, 0.07) 0.931  

SEb 0.027 0.028    

95% CIb -0.40, -0.29 -0.40, -0.29    

Ls Meanc -0.32 -0.34 0.01 (-0.02, 0.05) 0.534  

SEc 0.017 0.017    

95% CIc -0.36, -0.29 -0.37, -0.30    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.07)     

Ls Meanb -0.16 -0.17 0.01 (-0.03, 0.05) 0.581  

 

  Baseline Actual n 267 265  0.007d  

Mean 0.31 0.34    

SD 0.729 0.748    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 297    

Mean 0.30 0.30    

SD 0.631 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 243 245    

Mean 0.00 -0.01    

SD 0.730 0.749    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.04 -0.02 -0.02 (-0.10, 0.07) 0.708  

SEb 0.033 0.033    

95% CIb -0.10, 0.03 -0.09, 0.04    

Ls Meanc -0.03 -0.01 -0.01 (-0.12, 0.10) 0.831  

SEc 0.051 0.050    

95% CIc -0.13, 0.07 -0.11, 0.08    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.24 0.27    

SD 0.637 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 232 211    

Mean -0.09 -0.02    

SD 0.790 0.859    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.25, -0.01)     

Ls Meanb -0.11 -0.01 -0.10 (-0.19, -0.01) 0.032  

SEb 0.034 0.035    

95% CIb -0.18, -0.05 -0.08, 0.05    

Ls Meanc -0.12 -0.05 -0.07 (-0.19, 0.05) 0.249  

SEc 0.053 0.054    

95% CIc -0.22, -0.01 -0.15, 0.06    

 

  Day 15 Actual n 264 237    

Mean 0.12 0.09    

SD 0.450 0.390    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.11 -0.22    

SD 0.697 0.696    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.17 -0.24 0.07 (-0.02, 0.17) 0.128  

SEb 0.035 0.036    

95% CIb -0.23, -0.10 -0.31, -0.17    

Ls Meanc -0.16 -0.23 0.07 (-0.02, 0.15) 0.112  

SEc 0.038 0.039    

95% CIc -0.24, -0.09 -0.31, -0.15    

 

  Day 29 Actual n 221 198    

Mean 0.06 0.03    

SD 0.318 0.199    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 170    

Mean -0.21 -0.29    

SD 0.773 0.717    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.19)     

Ls Meanb -0.24 -0.28 0.05 (-0.05, 0.14) 0.332  

SEb 0.035 0.036    

95% CIb -0.31, -0.17 -0.36, -0.21    

Ls Meanc -0.25 -0.28 0.04 (-0.02, 0.10) 0.208  

SEc 0.028 0.028    

95% CIc -0.30, -0.19 -0.34, -0.23    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.03)     

Ls Meanb -0.87 -0.84 -0.02 (-0.08, 0.03) 0.412  

 

  Baseline Actual n 267 265  0.517d  

Mean 1.38 1.34    

SD 1.035 1.018    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 308 297    

Mean 1.05 1.10    

SD 0.996 0.993    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 243 245    

Mean -0.28 -0.20    

SD 0.985 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -0.35 -0.31 -0.05 (-0.18, 0.08) 0.479  

SEb 0.050 0.050    

95% CIb -0.45, -0.26 -0.41, -0.21    

Ls Meanc -0.35 -0.30 -0.05 (-0.21, 0.10) 0.508  

SEc 0.072 0.071    

95% CIc -0.49, -0.21 -0.43, -0.16    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.83 0.83    

SD 0.945 0.943    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 232 211    

Mean -0.53 -0.44    

SD 1.061 1.069    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.60 -0.54 -0.06 (-0.20, 0.07) 0.382  

SEb 0.051 0.052    

95% CIb -0.70, -0.50 -0.65, -0.44    

Ls Meanc -0.61 -0.57 -0.04 (-0.20, 0.12) 0.629  

SEc 0.072 0.073    

95% CIc -0.75, -0.46 -0.71, -0.42    

 

  Day 15 Actual n 264 237    

Mean 0.38 0.37    

SD 0.681 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.96 -0.95    

SD 1.068 1.015    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.13)     

Ls Meanb -1.05 -1.04 -0.01 (-0.15, 0.14) 0.936  

SEb 0.053 0.054    

95% CIb -1.15, -0.94 -1.15, -0.93    

Ls Meanc -1.04 -1.07 0.03 (-0.10, 0.15) 0.690  

SEc 0.056 0.058    

95% CIc -1.15, -0.93 -1.18, -0.95    

 

  Day 29 Actual n 221 198    

Mean 0.26 0.29    

SD 0.575 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 170    

Mean -1.04 -1.05    

SD 1.061 1.067    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.15)     

Ls Meanb -1.09 -1.11 0.02 (-0.13, 0.16) 0.821  

SEb 0.053 0.054    

95% CIb -1.20, -0.99 -1.22, -1.00    

Ls Meanc -1.14 -1.13 -0.01 (-0.12, 0.10) 0.871  

SEc 0.052 0.054    

95% CIc -1.24, -1.04 -1.24, -1.02    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.77 -0.75 -0.02 (-0.06, 0.02) 0.309  

 

  Baseline Actual n 267 265  0.544d  

Mean 1.06 1.07    

SD 1.002 0.986    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 308 297    

Mean 0.55 0.55    

SD 0.792 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 245    

Mean -0.47 -0.51    

SD 0.963 1.011    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.48 -0.51 0.03 (-0.07, 0.13) 0.578  

SEb 0.039 0.039    

95% CIb -0.55, -0.40 -0.58, -0.43    

Ls Meanc -0.51 -0.54 0.03 (-0.10, 0.16) 0.659  

SEc 0.061 0.060    

95% CIc -0.63, -0.39 -0.66, -0.42    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.42 0.44    

SD 0.771 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 232 211    

Mean -0.63 -0.57    

SD 1.049 0.956    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.63 -0.58 -0.05 (-0.16, 0.06) 0.355  

SEb 0.039 0.041    

95% CIb -0.71, -0.55 -0.66, -0.50    

Ls Meanc -0.63 -0.60 -0.03 (-0.15, 0.09) 0.621  

SEc 0.056 0.056    

95% CIc -0.74, -0.52 -0.71, -0.49    

 

  Day 15 Actual n 264 237    

Mean 0.23 0.24    

SD 0.588 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.86 -0.78    

SD 1.022 0.961    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.09)     

Ls Meanb -0.86 -0.83 -0.03 (-0.14, 0.09) 0.662  

SEb 0.041 0.043    

95% CIb -0.94, -0.77 -0.91, -0.75    

Ls Meanc -0.86 -0.81 -0.05 (-0.15, 0.05) 0.330  

SEc 0.045 0.046    

95% CIc -0.95, -0.77 -0.90, -0.72    

 

  Day 29 Actual n 221 198    

Mean 0.11 0.15    

SD 0.378 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 183 170    

Mean -0.95 -0.89    

SD 1.047 0.923    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.06)     

Ls Meanb -0.95 -0.89 -0.05 (-0.17, 0.06) 0.373  

SEb 0.042 0.043    

95% CIb -1.03, -0.86 -0.98, -0.81    

Ls Meanc -0.97 -0.90 -0.07 (-0.16, 0.01) 0.072  

SEc 0.037 0.038    

95% CIc -1.05, -0.90 -0.98, -0.82    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.01)     

Ls Meanb -0.83 -0.80 -0.03 (-0.08, 0.01) 0.105  

 

  Baseline Actual n 267 265  0.612d  

Mean 1.03 1.10    

SD 1.035 1.014    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 308 297    

Mean 0.55 0.60    

SD 0.828 0.853    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 245    

Mean -0.50 -0.50    

SD 1.010 0.969    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.02)     

Ls Meanb -0.54 -0.46 -0.08 (-0.18, 0.02) 0.128  

SEb 0.039 0.039    

95% CIb -0.62, -0.47 -0.54, -0.39    

Ls Meanc -0.55 -0.48 -0.07 (-0.20, 0.07) 0.324  

SEc 0.062 0.061    

95% CIc -0.67, -0.43 -0.60, -0.36    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.36 0.35    

SD 0.729 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 232 211    

Mean -0.68 -0.72    

SD 1.025 1.016    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.72 -0.70 -0.02 (-0.13, 0.09) 0.712  

SEb 0.040 0.041    

95% CIb -0.80, -0.64 -0.78, -0.62    

Ls Meanc -0.70 -0.69 -0.01 (-0.13, 0.12) 0.888  

SEc 0.057 0.057    

95% CIc -0.81, -0.59 -0.81, -0.58    

 

  Day 15 Actual n 264 237    

Mean 0.15 0.16    

SD 0.493 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.88 -0.93    

SD 1.031 1.060    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.93 -0.92 -0.01 (-0.12, 0.10) 0.839  

SEb 0.041 0.043    

95% CIb -1.01, -0.85 -1.00, -0.83    

Ls Meanc -0.90 -0.88 -0.02 (-0.11, 0.07) 0.624  

SEc 0.041 0.042    

95% CIc -0.98, -0.82 -0.96, -0.80    

 

  Day 29 Actual n 221 198    

Mean 0.10 0.16    

SD 0.373 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 170    

Mean -0.92 -0.95    

SD 1.058 1.124    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.96 -0.88 -0.08 (-0.19, 0.04) 0.177  

SEb 0.042 0.043    

95% CIb -1.04, -0.88 -0.97, -0.80    

Ls Meanc -0.98 -0.91 -0.07 (-0.16, 0.01) 0.098  

SEc 0.040 0.041    

95% CIc -1.06, -0.90 -0.99, -0.83    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.00)     

Ls Meanb -0.31 -0.29 -0.02 (-0.04, 0.00) 0.083  

 

  Baseline Actual n 267 265  0.145d  

Mean 0.39 0.40    

SD 0.734 0.695    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 297    

Mean 0.27 0.22    

SD 0.631 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 245    

Mean -0.07 -0.16    

SD 0.738 0.599    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (0.01, 0.19)     

Ls Meanb -0.09 -0.16 0.07 (0.01, 0.13) 0.033  

SEb 0.024 0.024    

95% CIb -0.14, -0.04 -0.21, -0.11    

Ls Meanc -0.10 -0.17 0.07 (-0.02, 0.17) 0.136  

SEc 0.045 0.045    

95% CIc -0.19, -0.01 -0.26, -0.08    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.15 0.23    

SD 0.463 0.596    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 232 211    

Mean -0.21 -0.19    

SD 0.711 0.740    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.01)     

Ls Meanb -0.23 -0.17 -0.06 (-0.13, 0.01) 0.074  

SEb 0.024 0.025    

95% CIb -0.28, -0.18 -0.22, -0.12    

Ls Meanc -0.28 -0.22 -0.05 (-0.15, 0.04) 0.251  

SEc 0.042 0.042    

95% CIc -0.36, -0.19 -0.30, -0.14    

 

  Day 15 Actual n 264 237    

Mean 0.03 0.04    

SD 0.252 0.266    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.33 -0.35    

SD 0.716 0.674    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.36 -0.36 0.00 (-0.07, 0.07) 0.977  

SEb 0.026 0.027    

95% CIb -0.41, -0.31 -0.41, -0.30    

Ls Meanc -0.36 -0.35 0.00 (-0.05, 0.05) 0.948  

SEc 0.023 0.023    

95% CIc -0.40, -0.31 -0.40, -0.31    

 

  Day 29 Actual n 221 198    

Mean 0.01 0.04    

SD 0.095 0.254    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 183 170    

Mean -0.36 -0.37    

SD 0.771 0.687    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.37 -0.37 -0.01 (-0.08, 0.06) 0.813  

SEb 0.026 0.027    

95% CIb -0.43, -0.32 -0.42, -0.31    

Ls Meanc -0.39 -0.36 -0.03 (-0.07, 0.01) 0.192  

SEc 0.019 0.020    

95% CIc -0.43, -0.35 -0.40, -0.32    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.06)     

Ls Meanb -0.46 -0.46 0.00 (-0.05, 0.06) 0.933  

 

  Baseline Actual n 267 265  0.895d  

Mean 0.66 0.73    

SD 0.973 1.023    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 297    

Mean 0.52 0.62    

SD 0.875 0.922    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 245    

Mean -0.12 -0.12    

SD 1.001 1.060    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.18 -0.10 -0.08 (-0.19, 0.03) 0.164  

SEb 0.043 0.043    

95% CIb -0.26, -0.09 -0.18, -0.01    

Ls Meanc -0.26 -0.20 -0.06 (-0.20, 0.08) 0.424  

SEc 0.067 0.066    

95% CIc -0.39, -0.12 -0.33, -0.07    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.40 0.50    

SD 0.791 0.854    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 232 211    

Mean -0.27 -0.20    

SD 1.097 1.172    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.03)     

Ls Meanb -0.32 -0.23 -0.09 (-0.20, 0.03) 0.128  

SEb 0.043 0.044    

95% CIb -0.40, -0.23 -0.32, -0.14    

Ls Meanc -0.37 -0.25 -0.11 (-0.26, 0.03) 0.119  

SEc 0.065 0.066    

95% CIc -0.49, -0.24 -0.38, -0.12    

 

  Day 15 Actual n 264 237    

Mean 0.18 0.16    

SD 0.556 0.472    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.47 -0.53    

SD 1.039 1.144    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.54 -0.55 0.01 (-0.10, 0.13) 0.816  

SEb 0.044 0.046    

95% CIb -0.63, -0.45 -0.64, -0.46    

Ls Meanc -0.53 -0.54 0.01 (-0.09, 0.11) 0.848  

SEc 0.046 0.048    

95% CIc -0.62, -0.44 -0.64, -0.45    

 

  Day 29 Actual n 221 198    

Mean 0.14 0.07    

SD 0.513 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 183 170    

Mean -0.46 -0.62    

SD 0.930 1.093    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.02, 0.26)     

Ls Meanb -0.54 -0.68 0.14 (0.02, 0.26) 0.019  

SEb 0.045 0.045    

95% CIb -0.63, -0.45 -0.77, -0.59    

Ls Meanc -0.57 -0.61 0.04 (-0.04, 0.12) 0.274  

SEc 0.036 0.037    

95% CIc -0.64, -0.49 -0.68, -0.54    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.41 -0.43 0.02 (-0.03, 0.07) 0.445  

 

  Baseline Actual n 267 265  0.669d  

Mean 0.62 0.66    

SD 0.959 0.977    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 308 297    

Mean 0.44 0.50    

SD 0.807 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 245    

Mean -0.15 -0.17    

SD 0.903 0.998    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.09)     

Ls Meanb -0.16 -0.15 -0.01 (-0.11, 0.09) 0.813  

SEb 0.039 0.039    

95% CIb -0.24, -0.08 -0.23, -0.07    

Ls Meanc -0.24 -0.22 -0.02 (-0.15, 0.11) 0.771  

SEc 0.061 0.060    

95% CIc -0.36, -0.12 -0.34, -0.10    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.39 0.41    

SD 0.776 0.788    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 232 211    

Mean -0.25 -0.24    

SD 1.036 1.123    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.25 -0.25 0.00 (-0.10, 0.11) 0.966  

SEb 0.040 0.041    

95% CIb -0.32, -0.17 -0.33, -0.17    

Ls Meanc -0.31 -0.29 -0.02 (-0.16, 0.11) 0.741  

SEc 0.062 0.062    

95% CIc -0.43, -0.19 -0.41, -0.17    

 

  Day 15 Actual n 264 237    

Mean 0.17 0.14    

SD 0.526 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.46 -0.46    

SD 1.000 1.057    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.47 -0.51 0.03 (-0.08, 0.14) 0.567  

SEb 0.041 0.042    

95% CIb -0.55, -0.39 -0.59, -0.42    

Ls Meanc -0.45 -0.47 0.02 (-0.07, 0.12) 0.639  

SEc 0.043 0.044    

95% CIc -0.53, -0.36 -0.56, -0.38    

 

  Day 29 Actual n 221 198    

Mean 0.10 0.07    

SD 0.415 0.304    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 183 170    

Mean -0.48 -0.57    

SD 0.943 1.048    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.18)     

Ls Meanb -0.51 -0.58 0.07 (-0.04, 0.18) 0.217  

SEb 0.041 0.042    

95% CIb -0.59, -0.43 -0.66, -0.49    

Ls Meanc -0.55 -0.58 0.03 (-0.05, 0.11) 0.426  

SEc 0.035 0.036    

95% CIc -0.62, -0.48 -0.65, -0.51    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.45 -0.46 0.02 (-0.01, 0.05) 0.258  

 

  Baseline Actual n 266 265  0.013d  

Mean 0.61 0.62    

SD 0.751 0.766    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 297    

Mean 0.42 0.38    

SD 0.668 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 242 245    

Mean -0.17 -0.27    

SD 0.805 0.719    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.20)     

Ls Meanb -0.19 -0.26 0.07 (-0.01, 0.15) 0.075  

SEb 0.029 0.029    

95% CIb -0.25, -0.14 -0.32, -0.21    

Ls Meanc -0.25 -0.33 0.08 (-0.03, 0.18) 0.149  

SEc 0.049 0.048    

95% CIc -0.34, -0.15 -0.42, -0.23    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.31 0.27    

SD 0.578 0.546    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 231 211    

Mean -0.29 -0.33    

SD 0.778 0.720    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.34 -0.37 0.02 (-0.06, 0.10) 0.580  

SEb 0.030 0.031    

95% CIb -0.40, -0.29 -0.43, -0.31    

Ls Meanc -0.32 -0.36 0.04 (-0.06, 0.14) 0.448  

SEc 0.045 0.045    

95% CIc -0.41, -0.24 -0.45, -0.27    

 

  Day 15 Actual n 264 237    

Mean 0.14 0.11    

SD 0.379 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 205 188    

Mean -0.47 -0.52    

SD 0.745 0.749    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.16)     

Ls Meanb -0.50 -0.53 0.03 (-0.05, 0.12) 0.437  

SEb 0.031 0.032    

95% CIb -0.56, -0.44 -0.59, -0.47    

Ls Meanc -0.51 -0.55 0.04 (-0.03, 0.10) 0.296  

SEc 0.031 0.032    

95% CIc -0.57, -0.45 -0.61, -0.49    

 

  Day 29 Actual n 221 198    

Mean 0.10 0.10    

SD 0.350 0.357    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 182 170    

Mean -0.41 -0.54    

SD 0.720 0.778    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.53 -0.55 0.02 (-0.06, 0.11) 0.589  

SEb 0.032 0.032    

95% CIb -0.59, -0.46 -0.61, -0.49    

Ls Meanc -0.46 -0.47 0.01 (-0.05, 0.08) 0.682  

SEc 0.029 0.030    

95% CIc -0.51, -0.40 -0.53, -0.41    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.25 -0.28 0.02 (-0.01, 0.06) 0.210  

 

  Baseline Actual n 267 265  0.002d  

Mean 0.43 0.46    

SD 0.812 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 308 297    

Mean 0.32 0.35    

SD 0.698 0.734    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 243 245    

Mean -0.12 -0.07    

SD 0.752 0.765    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.13 -0.09 -0.04 (-0.13, 0.05) 0.369  

SEb 0.035 0.035    

95% CIb -0.20, -0.06 -0.16, -0.02    

Ls Meanc -0.12 -0.06 -0.06 (-0.17, 0.05) 0.305  

SEc 0.052 0.051    

95% CIc -0.22, -0.02 -0.16, 0.04    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.24 0.28    

SD 0.666 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 232 211    

Mean -0.18 -0.17    

SD 0.847 0.871    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.05)     

Ls Meanb -0.20 -0.14 -0.06 (-0.15, 0.04) 0.250  

SEb 0.035 0.036    

95% CIb -0.27, -0.13 -0.22, -0.07    

Ls Meanc -0.18 -0.15 -0.03 (-0.15, 0.09) 0.610  

SEc 0.054 0.055    

95% CIc -0.29, -0.07 -0.26, -0.04    

 

  Day 15 Actual n 264 237    

Mean 0.15 0.07    

SD 0.490 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.21 -0.35    

SD 0.803 0.809    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.25)     

Ls Meanb -0.27 -0.37 0.11 (0.01, 0.21) 0.034  

SEb 0.037 0.038    

95% CIb -0.34, -0.19 -0.45, -0.30    

Ls Meanc -0.27 -0.36 0.10 (0.01, 0.18) 0.026  

SEc 0.038 0.039    

95% CIc -0.34, -0.19 -0.44, -0.28    

 

  Day 29 Actual n 221 198    

Mean 0.09 0.07    

SD 0.358 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 170    

Mean -0.29 -0.35    

SD 0.831 0.824    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.18)     

Ls Meanb -0.33 -0.37 0.05 (-0.05, 0.14) 0.369  

SEb 0.037 0.038    

95% CIb -0.40, -0.26 -0.45, -0.30    

Ls Meanc -0.32 -0.36 0.04 (-0.04, 0.11) 0.336  

SEc 0.034 0.035    

95% CIc -0.39, -0.26 -0.43, -0.29    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.46 -0.47 0.01 (-0.02, 0.04) 0.457  

 

  Baseline Actual n 266 265  0.001d  

Mean 0.57 0.64    

SD 0.789 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 297    

Mean 0.35 0.34    

SD 0.665 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 242 245    

Mean -0.19 -0.32    

SD 0.796 0.823    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.26 -0.29 0.03 (-0.05, 0.11) 0.407  

SEb 0.030 0.030    

95% CIb -0.32, -0.20 -0.35, -0.23    

Ls Meanc -0.25 -0.30 0.05 (-0.05, 0.16) 0.330  

SEc 0.050 0.049    

95% CIc -0.34, -0.15 -0.40, -0.20    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.25 0.19    

SD 0.621 0.499    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 231 211    

Mean -0.33 -0.45    

SD 0.799 0.900    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.39 -0.41 0.02 (-0.06, 0.10) 0.639  

SEb 0.030 0.031    

95% CIb -0.45, -0.33 -0.47, -0.35    

Ls Meanc -0.39 -0.43 0.04 (-0.06, 0.14) 0.443  

SEc 0.045 0.045    

95% CIc -0.48, -0.30 -0.52, -0.34    

 

  Day 15 Actual n 264 237    

Mean 0.09 0.09    

SD 0.352 0.332    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 205 188    

Mean -0.44 -0.56    

SD 0.788 0.860    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.11)     

Ls Meanb -0.51 -0.52 0.01 (-0.08, 0.09) 0.898  

SEb 0.032 0.033    

95% CIb -0.57, -0.45 -0.58, -0.45    

Ls Meanc -0.51 -0.50 0.00 (-0.07, 0.06) 0.882  

SEc 0.030 0.031    

95% CIc -0.57, -0.45 -0.56, -0.44    

 

  Day 29 Actual n 221 198    

Mean 0.06 0.11    

SD 0.318 0.360    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 182 170    

Mean -0.48 -0.51    

SD 0.832 0.809    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.03)     

Ls Meanb -0.56 -0.50 -0.06 (-0.15, 0.03) 0.187  

SEb 0.032 0.033    

95% CIb -0.62, -0.49 -0.56, -0.43    

Ls Meanc -0.56 -0.51 -0.04 (-0.12, 0.03) 0.226  

SEc 0.033 0.034    

95% CIc -0.62, -0.49 -0.58, -0.45    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.10 -0.09 -0.01 (-0.01, 0.00) 0.228  

 

  Baseline Actual n 267 265  0.734d  

Mean 0.13 0.09    

SD 0.507 0.402    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 308 297    

Mean 0.05 0.03    

SD 0.264 0.238    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 243 245    

Mean -0.07 -0.05    

SD 0.501 0.392    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.03, 0.10)     

Ls Meanb -0.05 -0.07 0.02 (-0.01, 0.05) 0.248  

SEb 0.011 0.011    

95% CIb -0.07, -0.03 -0.09, -0.05    

Ls Meanc -0.07 -0.08 0.01 (-0.04, 0.06) 0.633  

SEc 0.022 0.022    

95% CIc -0.11, -0.03 -0.12, -0.04    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 287 260    

Mean 0.02 0.02    

SD 0.155 0.185    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 232 211    

Mean -0.11 -0.05    

SD 0.547 0.416    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.04)     

Ls Meanb -0.09 -0.08 -0.01 (-0.04, 0.02) 0.384  

SEb 0.011 0.011    

95% CIb -0.11, -0.07 -0.10, -0.06    

Ls Meanc -0.09 -0.09 -0.01 (-0.04, 0.03) 0.728  

SEc 0.016 0.016    

95% CIc -0.12, -0.06 -0.12, -0.06    

 

  Day 15 Actual n 264 237    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 206 188    

Mean -0.14 -0.06    

SD 0.545 0.321    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.05)     

Ls Meanb -0.11 -0.10 -0.01 (-0.04, 0.02) 0.632  

SEb 0.011 0.012    

95% CIb -0.13, -0.09 -0.13, -0.08    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    

 

  Day 29 Actual n 221 198    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 183 170    

Mean -0.15 -0.07    

SD 0.573 0.337    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.11 -0.11 0.00 (-0.03, 0.04) 0.803  

SEb 0.012 0.012    

95% CIb -0.13, -0.09 -0.14, -0.09    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Baseline zinc ≥ 

100 ug/dL 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.07)     

Ls Meanb -0.75 -0.70 -0.04 (-0.16, 0.07) 0.461  

 

  Baseline Actual n 29 27    

Mean 1.10 0.70    

SD 1.145 0.775    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.52 0.62    

SD 0.851 0.697    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    

 

   Change n 26 25    

Mean -0.69 -0.12    

SD 0.970 0.927    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.50, 0.07)     

Ls Meanb -0.52 -0.31 -0.21 (-0.49, 0.07) 0.134  

SEb 0.099 0.103    

95% CIb -0.72, -0.33 -0.51, -0.11    

Ls Meanc -0.61 -0.37 -0.24 (-0.62, 0.15) 0.228  

SEc 0.137 0.148    

95% CIc -0.89, -0.34 -0.67, -0.08    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.33 0.45    

SD 0.679 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 23 21    

Mean -0.52 -0.33    

SD 0.898 1.017    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.47, 0.11)     

Ls Meanb -0.62 -0.44 -0.18 (-0.47, 0.11) 0.219  

SEb 0.102 0.106    

95% CIb -0.82, -0.42 -0.65, -0.23    

Ls Meanc -0.53 -0.46 -0.06 (-0.47, 0.35) 0.764  

SEc 0.142 0.155    

95% CIc -0.81, -0.24 -0.78, -0.15    

 

  Day 15 Actual n 25 31    

Mean 0.16 0.16    

SD 0.473 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.84 -0.59    

SD 1.119 0.796    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.25, 0.36)     

Ls Meanb -0.75 -0.80 0.05 (-0.25, 0.35) 0.734  

SEb 0.110 0.107    

95% CIb -0.97, -0.53 -1.01, -0.59    

Ls Meanc -0.66 -0.75 0.09 (-0.18, 0.36) 0.503  

SEc 0.097 0.096    

95% CIc -0.86, -0.47 -0.95, -0.56    

 

  Day 29 Actual n 23 27    

Mean 0.22 0.04    

SD 0.600 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 20 21    

Mean -1.00 -0.67    

SD 1.124 0.796    

Min -3.00 -2.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.36, 0.24)     

Ls Meanb -0.83 -0.78 -0.06 (-0.35, 0.24) 0.703  

SEb 0.107 0.108    

95% CIb -1.04, -0.62 -0.99, -0.56    

Ls Meanc -0.79 -0.86 0.07 (-0.18, 0.31) 0.593  

SEc 0.089 0.090    

95% CIc -0.97, -0.62 -1.04, -0.68    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.02 (-0.08, 0.11)     

Ls Meanb -0.50 -0.52 0.01 (-0.07, 0.10) 0.737  

 

  Baseline Actual n 29 27    

Mean 0.69 0.41    

SD 1.039 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.29 0.35    

SD 0.643 0.691    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 25    

Mean -0.54 -0.16    

SD 1.140 0.624    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.32, 0.18)     

Ls Meanb -0.39 -0.33 -0.07 (-0.29, 0.16) 0.566  

SEb 0.079 0.082    

95% CIb -0.55, -0.24 -0.49, -0.17    

Ls Meanc -0.46 -0.38 -0.08 (-0.41, 0.25) 0.616  

SEc 0.118 0.126    

95% CIc -0.70, -0.22 -0.63, -0.12    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.07 0.26    

SD 0.385 0.575    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 21    

Mean -0.52 -0.33    

SD 1.039 0.856    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.41, 0.11)     

Ls Meanb -0.54 -0.41 -0.13 (-0.36, 0.10) 0.268  

SEb 0.082 0.085    

95% CIb -0.70, -0.38 -0.58, -0.24    

Ls Meanc -0.48 -0.43 -0.06 (-0.34, 0.22) 0.672  

SEc 0.097 0.104    

95% CIc -0.68, -0.29 -0.64, -0.21    

 

  Day 15 Actual n 25 31    

Mean 0.12 0.03    

SD 0.440 0.180    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.42 -0.50    

SD 0.902 0.740    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.33)     

Ls Meanb -0.53 -0.58 0.05 (-0.19, 0.29) 0.679  

SEb 0.089 0.086    

95% CIb -0.71, -0.36 -0.75, -0.41    

Ls Meanc -0.42 -0.52 0.11 (-0.10, 0.31) 0.293  

SEc 0.074 0.072    

95% CIc -0.57, -0.27 -0.67, -0.38    

 

  Day 29 Actual n 23 27    

Mean 0.13 0.04    

SD 0.458 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 20 21    

Mean -0.75 -0.48    

SD 1.118 0.750    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.14, 0.39)     

Ls Meanb -0.52 -0.63 0.11 (-0.13, 0.35) 0.356  

SEb 0.086 0.086    

95% CIb -0.69, -0.35 -0.80, -0.46    

Ls Meanc -0.57 -0.66 0.09 (-0.12, 0.30) 0.406  

SEc 0.075 0.076    

95% CIc -0.73, -0.42 -0.81, -0.51    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.02)     

Ls Meanb -0.42 -0.33 -0.08 (-0.18, 0.02) 0.101  

 

  Baseline Actual n 29 27    

Mean 0.38 0.78    

SD 0.775 0.974    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 31 34    

Mean 0.35 0.41    

SD 0.608 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 25    

Mean -0.12 -0.32    

SD 0.711 0.627    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.41, 0.15)     

Ls Meanb -0.29 -0.18 -0.11 (-0.36, 0.13) 0.358  

SEb 0.087 0.090    

95% CIb -0.46, -0.12 -0.35, 0.00    

Ls Meanc -0.24 -0.19 -0.05 (-0.33, 0.23) 0.732  

SEc 0.099 0.105    

95% CIc -0.44, -0.04 -0.40, 0.02    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.26 0.48    

SD 0.526 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 21    

Mean -0.04 -0.24    

SD 0.475 0.889    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.40, 0.18)     

Ls Meanb -0.28 -0.18 -0.10 (-0.35, 0.16) 0.456  

SEb 0.089 0.093    

95% CIb -0.45, -0.10 -0.36, 0.00    

Ls Meanc -0.17 -0.12 -0.05 (-0.34, 0.25) 0.751  

SEc 0.101 0.108    

95% CIc -0.37, 0.03 -0.34, 0.09    

 

  Day 15 Actual n 25 31    

Mean 0.08 0.06    

SD 0.400 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.16 -0.59    

SD 0.375 0.908    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.37, 0.23)     

Ls Meanb -0.50 -0.44 -0.06 (-0.33, 0.20) 0.641  

SEb 0.097 0.094    

95% CIb -0.70, -0.31 -0.63, -0.26    

Ls Meanc -0.41 -0.37 -0.04 (-0.15, 0.07) 0.474  

SEc 0.038 0.037    

95% CIc -0.49, -0.34 -0.45, -0.30    

 

  Day 29 Actual n 23 27    

Mean 0.04 0.04    

SD 0.209 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 20 21    

Mean -0.30 -0.67    

SD 0.733 0.966    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.27, 0.32)     

Ls Meanb -0.50 -0.53 0.02 (-0.24, 0.28) 0.867  

SEb 0.094 0.095    

95% CIb -0.69, -0.32 -0.71, -0.34    

Ls Meanc -0.44 -0.49 0.05 (-0.06, 0.15) 0.365  

SEc 0.037 0.037    

95% CIc -0.52, -0.37 -0.56, -0.41    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.00 (-0.17, 0.16)     

Ls Meanb -0.56 -0.56 0.00 (-0.15, 0.14) 0.966  

 

  Baseline Actual n 29 27    

Mean 0.83 0.89    

SD 0.848 0.847    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 31 34    

Mean 0.87 0.59    

SD 0.885 0.701    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

   Change n 26 25    

Mean 0.04 -0.44    

SD 0.662 0.651    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.45 (0.09, 0.80)     

Ls Meanb -0.06 -0.44 0.38 (0.08, 0.68) 0.013  

SEb 0.107 0.111    

95% CIb -0.27, 0.15 -0.66, -0.22    

Ls Meanc -0.01 -0.42 0.42 (0.09, 0.74) 0.013  

SEc 0.117 0.124    

95% CIc -0.24, 0.23 -0.67, -0.17    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.59 0.71    

SD 0.797 0.864    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 23 21    

Mean -0.30 -0.29    

SD 0.765 0.845    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.50, 0.22)     

Ls Meanb -0.40 -0.29 -0.12 (-0.42, 0.19) 0.455  

SEb 0.109 0.114    

95% CIb -0.62, -0.19 -0.51, -0.06    

Ls Meanc -0.34 -0.32 -0.02 (-0.43, 0.40) 0.933  

SEc 0.144 0.155    

95% CIc -0.63, -0.05 -0.64, -0.01    

 

  Day 15 Actual n 25 31    

Mean 0.32 0.42    

SD 0.627 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.63 -0.55    

SD 0.831 0.739    

Min -2.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.19 (-0.57, 0.18)     

Ls Meanb -0.72 -0.56 -0.16 (-0.48, 0.16) 0.316  

SEb 0.117 0.115    

95% CIb -0.95, -0.49 -0.78, -0.33    

Ls Meanc -0.67 -0.56 -0.12 (-0.45, 0.21) 0.481  

SEc 0.121 0.118    

95% CIc -0.92, -0.43 -0.80, -0.32    

 

  Day 29 Actual n 23 27    

Mean 0.22 0.04    

SD 0.518 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 20 21    

Mean -0.70 -0.95    

SD 0.865 0.865    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.27 (-0.10, 0.64)     

Ls Meanb -0.65 -0.88 0.23 (-0.09, 0.54) 0.159  

SEb 0.113 0.115    

95% CIb -0.87, -0.43 -1.10, -0.65    

Ls Meanc -0.69 -0.94 0.25 (-0.01, 0.51) 0.063  

SEc 0.094 0.095    

95% CIc -0.89, -0.50 -1.13, -0.75    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.04)     

Ls Meanb -0.39 -0.37 -0.02 (-0.07, 0.03) 0.517  

 

  Baseline Actual n 29 27    

Mean 0.38 0.52    

SD 0.775 0.753    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.13 0.26    

SD 0.562 0.567    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 26 25    

Mean -0.31 -0.28    

SD 0.736 0.843    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.41, 0.01)     

Ls Meanb -0.37 -0.22 -0.15 (-0.31, 0.01) 0.058  

SEb 0.057 0.058    

95% CIb -0.48, -0.26 -0.33, -0.10    

Ls Meanc -0.40 -0.20 -0.19 (-0.42, 0.03) 0.092  

SEc 0.082 0.087    

95% CIc -0.56, -0.23 -0.38, -0.03    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.07 0.23    

SD 0.267 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 23 21    

Mean -0.17 -0.29    

SD 0.778 0.784    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.16)     

Ls Meanb -0.33 -0.28 -0.05 (-0.22, 0.12) 0.567  

SEb 0.059 0.062    

95% CIb -0.45, -0.21 -0.40, -0.16    

Ls Meanc -0.31 -0.20 -0.11 (-0.36, 0.14) 0.395  

SEc 0.087 0.093    

95% CIc -0.48, -0.13 -0.39, -0.01    

 

  Day 15 Actual n 25 31    

Mean 0.00 0.03    

SD 0.000 0.180    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.47 -0.45    

SD 0.841 0.739    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.21, 0.24)     

Ls Meanb -0.43 -0.44 0.01 (-0.16, 0.19) 0.902  

SEb 0.065 0.062    

95% CIb -0.56, -0.30 -0.56, -0.32    

Ls Meanc -0.46 -0.46 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.46, -0.46 -0.46, -0.46    

 

  Day 29 Actual n 23 27    

Mean 0.00 0.04    

SD 0.000 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 20 21    

Mean -0.30 -0.52    

SD 0.733 0.814    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.26, 0.20)     

Ls Meanb -0.43 -0.41 -0.02 (-0.20, 0.15) 0.802  

SEb 0.063 0.063    

95% CIb -0.55, -0.31 -0.53, -0.28    

Ls Meanc -0.41 -0.38 -0.03 (-0.13, 0.07) 0.580  

SEc 0.037 0.037    

95% CIc -0.49, -0.34 -0.46, -0.31    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.20 (0.06, 0.34)     

Ls Meanb -0.19 -0.34 0.15 (0.04, 0.25) 0.007  

 

  Baseline Actual n 29 27    

Mean 0.34 0.30    

SD 0.721 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 31 34    

Mean 0.26 0.21    

SD 0.575 0.479    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 25    

Mean 0.00 -0.20    

SD 0.849 0.577    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.23 (-0.07, 0.53)     

Ls Meanb -0.08 -0.24 0.17 (-0.05, 0.38) 0.131  

SEb 0.077 0.080    

95% CIb -0.23, 0.07 -0.40, -0.09    

Ls Meanc -0.05 -0.21 0.17 (-0.10, 0.43) 0.212  

SEc 0.094 0.101    

95% CIc -0.24, 0.14 -0.42, -0.01    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.19 0.13    

SD 0.557 0.428    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 21    

Mean -0.09 -0.38    

SD 0.793 0.805    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.35 (0.04, 0.66)     

Ls Meanb -0.11 -0.37 0.25 (0.03, 0.48) 0.025  

SEb 0.079 0.083    

95% CIb -0.27, 0.04 -0.53, -0.21    

Ls Meanc -0.14 -0.39 0.24 (-0.03, 0.51) 0.075  

SEc 0.093 0.100    

95% CIc -0.33, 0.04 -0.59, -0.18    

 

  Day 15 Actual n 25 31    

Mean 0.12 0.10    

SD 0.440 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.05 -0.36    

SD 0.705 0.790    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.20, 0.44)     

Ls Meanb -0.26 -0.35 0.09 (-0.15, 0.32) 0.471  

SEb 0.085 0.084    

95% CIb -0.43, -0.09 -0.51, -0.18    

Ls Meanc -0.14 -0.32 0.17 (-0.05, 0.40) 0.120  

SEc 0.081 0.079    

95% CIc -0.31, 0.02 -0.48, -0.16    

 

  Day 29 Actual n 23 27    

Mean 0.13 0.07    

SD 0.458 0.385    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 21    

Mean -0.15 -0.38    

SD 0.813 0.805    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.11, 0.52)     

Ls Meanb -0.23 -0.38 0.15 (-0.08, 0.38) 0.196  

SEb 0.082 0.083    

95% CIb -0.39, -0.07 -0.54, -0.21    

Ls Meanc -0.21 -0.36 0.15 (-0.08, 0.38) 0.196  

SEc 0.082 0.083    

95% CIc -0.38, -0.04 -0.53, -0.19    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.12)     

Ls Meanb -0.85 -0.82 -0.03 (-0.19, 0.13) 0.700  

 

  Baseline Actual n 29 27    

Mean 1.31 1.15    

SD 1.072 0.907    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.68 0.82    

SD 0.871 0.797    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

   Change n 26 25    

Mean -0.73 -0.24    

SD 0.724 0.879    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.31 (-0.67, 0.04)     

Ls Meanb -0.71 -0.40 -0.31 (-0.67, 0.04) 0.084  

SEb 0.127 0.131    

95% CIb -0.96, -0.46 -0.65, -0.14    

Ls Meanc -0.73 -0.41 -0.32 (-0.68, 0.03) 0.073  

SEc 0.127 0.136    

95% CIc -0.99, -0.48 -0.68, -0.13    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.48 0.74    

SD 0.802 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 21    

Mean -0.65 -0.43    

SD 0.832 1.028    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.30 (-0.67, 0.07)     

Ls Meanb -0.82 -0.52 -0.30 (-0.66, 0.07) 0.110  

SEb 0.130 0.136    

95% CIb -1.08, -0.57 -0.79, -0.26    

Ls Meanc -0.69 -0.55 -0.14 (-0.57, 0.30) 0.528  

SEc 0.152 0.164    

95% CIc -0.99, -0.38 -0.88, -0.22    

 

  Day 15 Actual n 25 31    

Mean 0.40 0.26    

SD 0.645 0.514    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -1.00 -0.73    

SD 1.247 1.162    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.42, 0.34)     

Ls Meanb -0.90 -0.86 -0.04 (-0.42, 0.34) 0.833  

SEb 0.140 0.137    

95% CIb -1.18, -0.63 -1.13, -0.59    

Ls Meanc -0.84 -0.86 0.01 (-0.36, 0.39) 0.955  

SEc 0.136 0.133    

95% CIc -1.12, -0.57 -1.12, -0.59    

 

  Day 29 Actual n 23 27    

Mean 0.43 0.30    

SD 0.728 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 21    

Mean -1.10 -0.86    

SD 1.119 1.195    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.44, 0.32)     

Ls Meanb -1.03 -0.97 -0.06 (-0.44, 0.31) 0.745  

SEb 0.136 0.138    

95% CIb -1.30, -0.76 -1.24, -0.70    

Ls Meanc -0.99 -1.02 0.03 (-0.40, 0.45) 0.900  

SEc 0.153 0.155    

95% CIc -1.30, -0.68 -1.33, -0.70    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.05 (-0.07, 0.17)     

Ls Meanb -0.62 -0.68 0.05 (-0.07, 0.17) 0.380  

 

  Baseline Actual n 29 27    

Mean 0.97 0.81    

SD 0.944 1.039    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 31 34    

Mean 0.48 0.50    

SD 0.769 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 26 25    

Mean -0.54 -0.48    

SD 1.067 1.046    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.37, 0.25)     

Ls Meanb -0.55 -0.48 -0.06 (-0.37, 0.25) 0.695  

SEb 0.110 0.113    

95% CIb -0.76, -0.33 -0.71, -0.26    

Ls Meanc -0.59 -0.60 0.02 (-0.34, 0.37) 0.925  

SEc 0.127 0.135    

95% CIc -0.84, -0.33 -0.87, -0.33    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.30 0.55    

SD 0.465 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 23 21    

Mean -0.57 -0.52    

SD 1.037 1.209    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.27 (-0.59, 0.05)     

Ls Meanb -0.69 -0.43 -0.27 (-0.59, 0.05) 0.099  

SEb 0.113 0.118    

95% CIb -0.92, -0.47 -0.66, -0.19    

Ls Meanc -0.63 -0.46 -0.17 (-0.47, 0.14) 0.270  

SEc 0.106 0.114    

95% CIc -0.84, -0.42 -0.69, -0.23    

 

  Day 15 Actual n 25 31    

Mean 0.16 0.10    

SD 0.473 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.68 -0.77    

SD 1.057 1.066    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.18, 0.49)     

Ls Meanb -0.63 -0.78 0.15 (-0.18, 0.49) 0.367  

SEb 0.123 0.119    

95% CIb -0.87, -0.39 -1.02, -0.55    

Ls Meanc -0.62 -0.76 0.14 (-0.11, 0.40) 0.262  

SEc 0.093 0.090    

95% CIc -0.81, -0.43 -0.94, -0.58    

 

  Day 29 Actual n 23 27    

Mean 0.09 0.00    

SD 0.288 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 20 21    

Mean -0.90 -0.86    

SD 0.968 1.108    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.32, 0.34)     

Ls Meanb -0.88 -0.89 0.01 (-0.32, 0.34) 0.943  

SEb 0.119 0.120    

95% CIb -1.11, -0.64 -1.12, -0.65    

Ls Meanc -0.86 -0.90 0.04 (-0.06, 0.14) 0.434  

SEc 0.037 0.038    

95% CIc -0.94, -0.79 -0.98, -0.83    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.11 (-0.24, 0.02)     

Ls Meanb -0.76 -0.64 -0.12 (-0.25, 0.02) 0.102  

 

  Baseline Actual n 29 27    

Mean 1.10 0.78    

SD 1.145 0.892    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.48 0.62    

SD 0.851 0.697    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    

 

   Change n 26 25    

Mean -0.69 -0.24    

SD 0.928 0.879    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.49, 0.09)     

Ls Meanb -0.55 -0.34 -0.21 (-0.51, 0.09) 0.176  

SEb 0.107 0.111    

95% CIb -0.76, -0.34 -0.56, -0.12    

Ls Meanc -0.65 -0.41 -0.23 (-0.60, 0.13) 0.207  

SEc 0.130 0.140    

95% CIc -0.91, -0.38 -0.69, -0.13    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.33 0.45    

SD 0.679 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 21    

Mean -0.48 -0.33    

SD 0.790 1.017    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.55, 0.05)     

Ls Meanb -0.64 -0.39 -0.26 (-0.57, 0.05) 0.101  

SEb 0.110 0.115    

95% CIb -0.86, -0.43 -0.61, -0.16    

Ls Meanc -0.50 -0.40 -0.10 (-0.50, 0.29) 0.601  

SEc 0.139 0.150    

95% CIc -0.78, -0.22 -0.70, -0.09    

 

  Day 15 Actual n 25 31    

Mean 0.28 0.23    

SD 0.614 0.497    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.84 -0.50    

SD 1.119 0.802    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.38, 0.24)     

Ls Meanb -0.77 -0.69 -0.07 (-0.39, 0.25) 0.667  

SEb 0.118 0.116    

95% CIb -1.00, -0.53 -0.92, -0.47    

Ls Meanc -0.70 -0.64 -0.05 (-0.37, 0.26) 0.723  

SEc 0.113 0.110    

95% CIc -0.93, -0.47 -0.87, -0.42    

 

  Day 29 Actual n 23 27    

Mean 0.17 0.11    

SD 0.576 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 21    

Mean -1.05 -0.67    

SD 1.146 0.856    

Min -3.00 -2.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.45, 0.16)     

Ls Meanb -0.88 -0.73 -0.15 (-0.47, 0.17) 0.349  

SEb 0.114 0.116    

95% CIb -1.11, -0.66 -0.96, -0.51    

Ls Meanc -0.88 -0.81 -0.07 (-0.37, 0.23) 0.625  

SEc 0.108 0.109    

95% CIc -1.10, -0.66 -1.03, -0.58    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.02 (-0.05, 0.08)     

Ls Meanb -0.29 -0.30 0.01 (-0.03, 0.05) 0.628  

 

  Baseline Actual n 29 27    

Mean 0.48 0.11    

SD 0.871 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 31 34    

Mean 0.29 0.21    

SD 0.824 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 26 25    

Mean -0.23 0.00    

SD 1.210 0.408    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.06, 0.33)     

Ls Meanb -0.11 -0.20 0.09 (-0.04, 0.22) 0.168  

SEb 0.045 0.047    

95% CIb -0.20, -0.03 -0.30, -0.11    

Ls Meanc -0.10 -0.26 0.17 (-0.16, 0.49) 0.314  

SEc 0.117 0.123    

95% CIc -0.33, 0.14 -0.51, -0.02    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.07 0.06    

SD 0.385 0.250    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 23 21    

Mean -0.35 -0.14    

SD 0.775 0.359    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.15, 0.25)     

Ls Meanb -0.26 -0.29 0.03 (-0.10, 0.17) 0.629  

SEb 0.047 0.049    

95% CIb -0.35, -0.17 -0.39, -0.20    

Ls Meanc -0.24 -0.28 0.04 (-0.14, 0.22) 0.667  

SEc 0.062 0.067    

95% CIc -0.37, -0.12 -0.42, -0.15    

 

  Day 15 Actual n 25 31    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.53 -0.14    

SD 0.905 0.351    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.20, 0.22)     

Ls Meanb -0.31 -0.32 0.01 (-0.13, 0.15) 0.911  

SEb 0.051 0.049    

95% CIb -0.41, -0.21 -0.42, -0.23    

Ls Meanc -0.32 -0.32 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.32, -0.32 -0.32, -0.32    

 

  Day 29 Actual n 23 27    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 20 21    

Mean -0.55 -0.14    

SD 0.945 0.359    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.19, 0.23)     

Ls Meanb -0.32 -0.33 0.01 (-0.12, 0.15) 0.834  

SEb 0.050 0.050    

95% CIb -0.42, -0.22 -0.43, -0.23    

Ls Meanc -0.34 -0.34 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.34, -0.34 -0.34, -0.34    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 79 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.15, 0.18)     

Ls Meanb -0.30 -0.32 0.02 (-0.14, 0.17) 0.815  

 

  Baseline Actual n 29 27    

Mean 0.66 0.44    

SD 1.045 0.751    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.58 0.41    

SD 0.848 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 25    

Mean -0.15 -0.08    

SD 0.967 0.759    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.30, 0.30)     

Ls Meanb -0.13 -0.13 0.00 (-0.27, 0.28) 0.986  

SEb 0.098 0.102    

95% CIb -0.32, 0.06 -0.33, 0.07    

Ls Meanc -0.09 -0.15 0.05 (-0.33, 0.44) 0.776  

SEc 0.139 0.146    

95% CIc -0.37, 0.19 -0.44, 0.15    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.41 0.35    

SD 0.694 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 21    

Mean -0.26 -0.24    

SD 1.096 0.768    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.27, 0.34)     

Ls Meanb -0.21 -0.23 0.03 (-0.25, 0.31) 0.841  

SEb 0.099 0.104    

95% CIb -0.40, -0.01 -0.44, -0.03    

Ls Meanc -0.25 -0.29 0.04 (-0.35, 0.43) 0.836  

SEc 0.137 0.147    

95% CIc -0.53, 0.03 -0.59, 0.01    

 

  Day 15 Actual n 25 31    

Mean 0.20 0.19    

SD 0.500 0.477    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.37 -0.36    

SD 0.761 0.790    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.26, 0.37)     

Ls Meanb -0.33 -0.38 0.05 (-0.24, 0.34) 0.733  

SEb 0.105 0.105    

95% CIb -0.54, -0.13 -0.59, -0.17    

Ls Meanc -0.32 -0.41 0.09 (-0.17, 0.35) 0.496  

SEc 0.096 0.093    

95% CIc -0.51, -0.13 -0.60, -0.22    

 

  Day 29 Actual n 23 27    

Mean 0.13 0.04    

SD 0.458 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 20 21    

Mean -0.45 -0.43    

SD 0.887 0.811    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.39, 0.23)     

Ls Meanb -0.45 -0.38 -0.07 (-0.35, 0.21) 0.629  

SEb 0.102 0.105    

95% CIb -0.65, -0.25 -0.58, -0.17    

Ls Meanc -0.39 -0.48 0.10 (-0.14, 0.34) 0.410  

SEc 0.086 0.086    

95% CIc -0.56, -0.21 -0.66, -0.31    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.06 (-0.12, 0.24)     

Ls Meanb -0.29 -0.35 0.06 (-0.12, 0.24) 0.495  

 

  Baseline Actual n 29 27    

Mean 0.66 0.52    

SD 1.078 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.52 0.32    

SD 0.851 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 26 25    

Mean -0.12 -0.28    

SD 0.993 0.737    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.12, 0.48)     

Ls Meanb -0.10 -0.28 0.17 (-0.11, 0.46) 0.231  

SEb 0.102 0.107    

95% CIb -0.30, 0.10 -0.49, -0.07    

Ls Meanc -0.11 -0.34 0.23 (-0.16, 0.62) 0.238  

SEc 0.139 0.148    

95% CIc -0.39, 0.17 -0.64, -0.04    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.33 0.42    

SD 0.679 0.765    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 21    

Mean -0.22 -0.24    

SD 1.043 0.700    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.32, 0.28)     

Ls Meanb -0.22 -0.20 -0.02 (-0.31, 0.27) 0.902  

SEb 0.103 0.109    

95% CIb -0.42, -0.01 -0.41, 0.01    

Ls Meanc -0.25 -0.22 -0.04 (-0.43, 0.36) 0.857  

SEc 0.139 0.150    

95% CIc -0.53, 0.03 -0.52, 0.09    

 

  Day 15 Actual n 25 31    

Mean 0.20 0.19    

SD 0.500 0.477    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.37 -0.41    

SD 0.895 0.796    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.24, 0.39)     

Ls Meanb -0.33 -0.40 0.07 (-0.23, 0.37) 0.632  

SEb 0.108 0.110    

95% CIb -0.54, -0.12 -0.62, -0.19    

Ls Meanc -0.34 -0.46 0.12 (-0.16, 0.39) 0.390  

SEc 0.101 0.098    

95% CIc -0.55, -0.14 -0.66, -0.26    

 

  Day 29 Actual n 23 27    

Mean 0.17 0.04    

SD 0.491 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 20 21    

Mean -0.30 -0.43    

SD 0.865 0.811    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.27, 0.34)     

Ls Meanb -0.39 -0.42 0.03 (-0.26, 0.33) 0.827  

SEb 0.106 0.110    

95% CIb -0.60, -0.18 -0.64, -0.21    

Ls Meanc -0.27 -0.46 0.18 (-0.06, 0.43) 0.141  

SEc 0.089 0.090    

95% CIc -0.46, -0.09 -0.64, -0.27    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.12 (-0.23, -0.01)     

Ls Meanb -0.45 -0.38 -0.07 (-0.14, -0.01) 0.034  

 

  Baseline Actual n 29 27    

Mean 0.28 0.74    

SD 0.528 0.656    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.29 0.35    

SD 0.588 0.485    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 26 25    

Mean -0.08 -0.48    

SD 0.560 0.714    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.42, 0.14)     

Ls Meanb -0.34 -0.25 -0.08 (-0.25, 0.08) 0.331  

SEb 0.059 0.060    

95% CIb -0.45, -0.22 -0.37, -0.14    

Ls Meanc -0.32 -0.26 -0.06 (-0.35, 0.24) 0.705  

SEc 0.100 0.106    

95% CIc -0.52, -0.11 -0.47, -0.05    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.15 0.39    

SD 0.362 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 23 21    

Mean -0.13 -0.43    

SD 0.548 0.746    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.31 (-0.60, -0.02)     

Ls Meanb -0.41 -0.22 -0.18 (-0.36, -0.01) 0.038  

SEb 0.061 0.063    

95% CIb -0.53, -0.29 -0.35, -0.10    

Ls Meanc -0.37 -0.17 -0.20 (-0.50, 0.10) 0.185  

SEc 0.099 0.107    

95% CIc -0.57, -0.17 -0.39, 0.05    

 

  Day 15 Actual n 25 31    

Mean 0.08 0.13    

SD 0.277 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.21 -0.73    

SD 0.419 0.703    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.36, 0.24)     

Ls Meanb -0.48 -0.45 -0.04 (-0.22, 0.14) 0.696  

SEb 0.066 0.064    

95% CIb -0.61, -0.35 -0.57, -0.32    

Ls Meanc -0.52 -0.44 -0.08 (-0.24, 0.09) 0.336  

SEc 0.056 0.054    

95% CIc -0.63, -0.41 -0.55, -0.33    

 

  Day 29 Actual n 23 27    

Mean 0.04 0.11    

SD 0.209 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 20 21    

Mean -0.25 -0.67    

SD 0.444 0.658    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.46, 0.14)     

Ls Meanb -0.51 -0.41 -0.10 (-0.27, 0.08) 0.289  

SEb 0.064 0.064    

95% CIb -0.64, -0.38 -0.54, -0.29    

Ls Meanc -0.43 -0.43 0.00 (-0.14, 0.14) 0.993  

SEc 0.047 0.047    

95% CIc -0.53, -0.34 -0.53, -0.34    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.11 (-0.01, 0.23)     

Ls Meanb -0.38 -0.46 0.09 (-0.01, 0.18) 0.070  

 

  Baseline Actual n 29 27    

Mean 0.52 0.41    

SD 0.871 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.39 0.18    

SD 0.715 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 25    

Mean -0.15 -0.28    

SD 0.784 0.542    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.02, 0.49)     

Ls Meanb -0.19 -0.37 0.18 (-0.01, 0.38) 0.068  

SEb 0.070 0.073    

95% CIb -0.33, -0.05 -0.52, -0.23    

Ls Meanc -0.16 -0.31 0.15 (-0.10, 0.40) 0.237  

SEc 0.089 0.096    

95% CIc -0.34, 0.02 -0.50, -0.11    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.19 0.19    

SD 0.483 0.477    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 21    

Mean -0.30 -0.38    

SD 0.765 0.590    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-0.04, 0.49)     

Ls Meanb -0.28 -0.45 0.17 (-0.03, 0.37) 0.095  

SEb 0.071 0.075    

95% CIb -0.42, -0.14 -0.60, -0.30    

Ls Meanc -0.29 -0.43 0.14 (-0.07, 0.36) 0.183  

SEc 0.075 0.081    

95% CIc -0.44, -0.14 -0.60, -0.27    

 

  Day 15 Actual n 25 31    

Mean 0.08 0.00    

SD 0.400 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.32 -0.41    

SD 0.749 0.666    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.33)     

Ls Meanb -0.45 -0.50 0.05 (-0.16, 0.25) 0.670  

SEb 0.077 0.076    

95% CIb -0.60, -0.30 -0.64, -0.35    

Ls Meanc -0.31 -0.42 0.10 (-0.09, 0.30) 0.284  

SEc 0.070 0.069    

95% CIc -0.46, -0.17 -0.56, -0.28    

 

  Day 29 Actual n 23 27    

Mean 0.13 0.07    

SD 0.458 0.385    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 21    

Mean -0.50 -0.48    

SD 0.889 0.680    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.18, 0.36)     

Ls Meanb -0.43 -0.51 0.07 (-0.14, 0.28) 0.498  

SEb 0.074 0.076    

95% CIb -0.58, -0.29 -0.65, -0.36    

Ls Meanc -0.45 -0.53 0.08 (-0.13, 0.28) 0.455  

SEc 0.073 0.074    

95% CIc -0.60, -0.30 -0.68, -0.38    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.70 -0.71 0.01 (-0.06, 0.07) 0.801  

 

  Baseline Actual n 29 27    

Mean 0.86 0.63    

SD 0.953 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 31 34    

Mean 0.29 0.29    

SD 0.588 0.579    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 25    

Mean -0.50 -0.48    

SD 0.860 0.714    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.05, 0.37)     

Ls Meanb -0.45 -0.58 0.14 (-0.04, 0.32) 0.133  

SEb 0.064 0.067    

95% CIb -0.57, -0.32 -0.72, -0.45    

Ls Meanc -0.48 -0.59 0.10 (-0.17, 0.38) 0.453  

SEc 0.098 0.105    

95% CIc -0.68, -0.29 -0.80, -0.38    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.11 0.23    

SD 0.320 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 23 21    

Mean -0.74 -0.57    

SD 0.964 0.746    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.21, 0.23)     

Ls Meanb -0.69 -0.70 0.01 (-0.18, 0.20) 0.924  

SEb 0.067 0.070    

95% CIb -0.82, -0.56 -0.83, -0.56    

Ls Meanc -0.67 -0.69 0.01 (-0.22, 0.25) 0.899  

SEc 0.082 0.088    

95% CIc -0.84, -0.51 -0.87, -0.51    

 

  Day 15 Actual n 25 31    

Mean 0.04 0.00    

SD 0.200 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.68 -0.73    

SD 0.885 0.767    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.24)     

Ls Meanb -0.76 -0.78 0.01 (-0.19, 0.21) 0.906  

SEb 0.073 0.070    

95% CIb -0.91, -0.62 -0.91, -0.64    

Ls Meanc -0.69 -0.75 0.06 (-0.04, 0.16) 0.221  

SEc 0.036 0.035    

95% CIc -0.76, -0.61 -0.82, -0.67    

 

  Day 29 Actual n 23 27    

Mean 0.04 0.04    

SD 0.209 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 20 21    

Mean -0.75 -0.62    

SD 0.910 0.805    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.23, 0.22)     

Ls Meanb -0.72 -0.72 0.00 (-0.20, 0.19) 0.964  

SEb 0.071 0.071    

95% CIb -0.86, -0.58 -0.85, -0.58    

Ls Meanc -0.67 -0.69 0.02 (-0.13, 0.16) 0.801  

SEc 0.052 0.053    

95% CIc -0.77, -0.56 -0.79, -0.58    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.02)     

Ls Meanb -0.07 -0.07 0.00 (-0.01, 0.01) 0.985  

 

  Baseline Actual n 29 27    

Mean 0.17 0.00    

SD 0.658 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

  Day 3 Actual n 31 34    

Mean 0.00 0.03    

SD 0.000 0.171    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 26 25    

Mean -0.12 0.04    

SD 0.588 0.200    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.02)     

Ls Meanb -0.08 -0.03 -0.04 (-0.10, 0.01) 0.125  

SEb 0.019 0.020    

95% CIb -0.11, -0.04 -0.07, 0.01    

Ls Meanc -0.06 -0.03 -0.03 (-0.12, 0.05) 0.412  

SEc 0.029 0.031    

95% CIc -0.12, 0.00 -0.09, 0.03    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 27 31    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 23 21    

Mean -0.13 0.00    

SD 0.626 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.12)     

Ls Meanb -0.08 -0.07 0.00 (-0.06, 0.06) 0.926  

SEb 0.021 0.022    

95% CIb -0.12, -0.03 -0.12, -0.03    

Ls Meanc -0.07 -0.07 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.07, -0.07 -0.07, -0.07    

 

  Day 15 Actual n 25 31    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 22    

Mean -0.16 0.00    

SD 0.688 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.12)     

Ls Meanb -0.08 -0.07 0.00 (-0.06, 0.06) 0.916  

SEb 0.023 0.021    

95% CIb -0.12, -0.03 -0.11, -0.03    

Ls Meanc -0.07 -0.07 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.07, -0.07 -0.07, -0.07    

 

  Day 29 Actual n 23 27    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 20 21    

Mean -0.15 0.00    

SD 0.671 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.12)     

Ls Meanb -0.08 -0.07 0.00 (-0.06, 0.06) 0.915  

SEb 0.022 0.022    

95% CIb -0.12, -0.03 -0.12, -0.03    

Ls Meanc -0.07 -0.07 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.07, -0.07 -0.07, -0.07    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Antiviral 

Therapy not 

active against 

COVID 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.11 (-0.44, 0.21)     

Ls Meanb -0.66 -0.55 -0.11 (-0.44, 0.22) 0.502  

 

  Baseline Actual n 20 11  NEd  

Mean 0.95 0.27    

SD 1.099 0.647    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 17 7    

Mean 0.29 0.29    

SD 0.686 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 17 6    

Mean -0.59 0.00    

SD 0.939 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.68, 0.40)     

Ls Meanb -0.56 -0.42 -0.14 (-0.66, 0.39) 0.611  

SEb 0.131 0.229    

95% CIb -0.82, -0.30 -0.87, 0.03    

Ls Meanc -0.50 -0.25 -0.25 (-0.87, 0.37) 0.411  

SEc 0.143 0.247    

95% CIc -0.80, -0.20 -0.77, 0.27    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.31 0.33    

SD 0.704 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 16 5    

Mean -0.69 -0.20    

SD 1.352 1.095    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.47, 0.63)     

Ls Meanb -0.56 -0.64 0.07 (-0.46, 0.61) 0.787  

SEb 0.134 0.233    

95% CIb -0.83, -0.30 -1.09, -0.18    

Ls Meanc -0.52 -0.69 0.17 (-0.65, 1.00) 0.664  

SEc 0.184 0.327    

95% CIc -0.91, -0.13 -1.38, 0.00    

 

  Day 15 Actual n 13 8    

Mean 0.15 0.13    

SD 0.555 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.92 -0.33    

SD 1.256 0.816    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.48, 0.62)     

Ls Meanb -0.70 -0.77 0.06 (-0.47, 0.60) 0.811  

SEb 0.144 0.225    

95% CIb -0.99, -0.42 -1.21, -0.33    

Ls Meanc -0.74 -0.76 0.02 (-0.61, 0.65) 0.945  

SEc 0.153 0.221    

95% CIc -1.07, -0.41 -1.23, -0.29    

 

  Day 29 Actual n 10 3    

Mean 0.20 0.00    

SD 0.632 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 10 3    

Mean -0.90 0.00    

SD 1.197 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.35 (-0.94, 0.25)     

Ls Meanb -0.82 -0.48 -0.34 (-0.92, 0.24) 0.250  

SEb 0.142 0.253    

95% CIb -1.10, -0.54 -0.98, 0.02    

Ls Meanc -0.73 -0.70 -0.03 (-1.10, 1.05) 0.955  

SEc 0.229 0.382    

95% CIc -1.25, -0.21 -1.57, 0.16    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.08 (-0.26, 0.41)     

Ls Meanb -0.69 -0.75 0.06 (-0.23, 0.35) 0.663  

 

  Baseline Actual n 20 11  NEd  

Mean 0.90 0.45    

SD 0.852 0.688    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 16 7    

Mean 0.38 0.14    

SD 0.619 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 16 6    

Mean -0.50 -0.50    

SD 0.894 0.548    

Min -2.00 -1.00    

Median -0.50 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.47, 0.90)     

Ls Meanb -0.55 -0.72 0.17 (-0.38, 0.72) 0.544  

SEb 0.140 0.240    

95% CIb -0.83, -0.28 -1.19, -0.25    

Ls Meanc -0.43 -0.68 0.24 (-0.38, 0.87) 0.426  

SEc 0.145 0.248    

95% CIc -0.74, -0.13 -1.20, -0.16    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.38 0.17    

SD 0.719 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 16 5    

Mean -0.63 -0.60    

SD 1.147 1.140    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.27 (-0.44, 0.97)     

Ls Meanb -0.52 -0.73 0.21 (-0.35, 0.78) 0.462  

SEb 0.142 0.248    

95% CIb -0.80, -0.24 -1.22, -0.25    

Ls Meanc -0.60 -0.71 0.11 (-0.73, 0.96) 0.786  

SEc 0.188 0.333    

95% CIc -1.00, -0.21 -1.42, -0.01    

 

  Day 15 Actual n 13 8    

Mean 0.15 0.00    

SD 0.555 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.92 -0.67    

SD 1.115 0.816    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.58, 0.84)     

Ls Meanb -0.80 -0.90 0.10 (-0.47, 0.67) 0.723  

SEb 0.156 0.239    

95% CIb -1.10, -0.49 -1.37, -0.43    

Ls Meanc -0.83 -0.90 0.06 (-0.60, 0.72) 0.842  

SEc 0.159 0.228    

95% CIc -1.17, -0.50 -1.38, -0.41    

 

  Day 29 Actual n 10 3    

Mean 0.20 0.00    

SD 0.632 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 10 3    

Mean -1.00 0.00    

SD 1.155 0.000    

Min -2.00 0.00    

Median -1.50 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.73, 0.90)     

Ls Meanb -0.70 -0.76 0.07 (-0.58, 0.72) 0.837  

SEb 0.160 0.287    

95% CIb -1.01, -0.38 -1.33, -0.20    

Ls Meanc -0.77 -0.91 0.15 (-1.19, 1.48) 0.811  

SEc 0.263 0.448    

95% CIc -1.36, -0.17 -1.93, 0.10    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.06 (-0.08, 0.19)     

Ls Meanb -0.56 -0.61 0.05 (-0.07, 0.17) 0.417  

 

  Baseline Actual n 20 11  NEd  

Mean 0.80 0.55    

SD 0.951 0.688    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 17 7    

Mean 0.35 0.86    

SD 0.702 0.690    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 17 6    

Mean -0.35 -0.17    

SD 0.996 0.753    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.30 (-0.68, 0.08)     

Ls Meanb -0.33 -0.07 -0.26 (-0.59, 0.07) 0.121  

SEb 0.085 0.144    

95% CIb -0.50, -0.17 -0.36, 0.21    

Ls Meanc -0.42 0.01 -0.43 (-1.15, 0.29) 0.228  

SEc 0.165 0.285    

95% CIc -0.77, -0.08 -0.59, 0.60    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.19 0.33    

SD 0.544 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 16 5    

Mean -0.44 -0.40    

SD 1.094 0.548    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.31, 0.50)     

Ls Meanb -0.45 -0.54 0.08 (-0.27, 0.43) 0.643  

SEb 0.087 0.154    

95% CIb -0.62, -0.28 -0.84, -0.23    

Ls Meanc -0.37 -0.51 0.14 (-0.49, 0.78) 0.640  

SEc 0.142 0.250    

95% CIc -0.67, -0.07 -1.04, 0.01    

 

  Day 15 Actual n 13 8    

Mean 0.08 0.00    

SD 0.277 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.62 -0.83    

SD 1.044 0.753    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.22, 0.57)     

Ls Meanb -0.59 -0.74 0.15 (-0.19, 0.50) 0.384  

SEb 0.097 0.144    

95% CIb -0.78, -0.40 -1.02, -0.46    

Ls Meanc -0.59 -0.83 0.24 (-0.04, 0.52) 0.089  

SEc 0.069 0.099    

95% CIc -0.74, -0.44 -1.04, -0.62    

 

  Day 29 Actual n 10 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 3    

Mean -0.30 -1.33    

SD 0.675 0.577    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

0.05 (-0.45, 0.55)     

Ls Meanb -0.70 -0.74 0.04 (-0.39, 0.48) 0.850  

SEb 0.106 0.194    

95% CIb -0.91, -0.49 -1.12, -0.36    

Ls Meanc -0.54 -0.54 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.54, -0.54 -0.54, -0.54    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.78 (-1.07, -0.49)     

Ls Meanb -0.90 -0.32 -0.58 (-0.81, -0.35) <.001  

 

  Baseline Actual n 20 11  NEd  

Mean 1.05 1.09    

SD 0.826 0.539    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 17 7    

Mean 0.88 0.71    

SD 0.928 0.488    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 1.00    

 

   Change n 17 6    

Mean -0.18 -0.33    

SD 0.529 1.033    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.67, 0.63)     

Ls Meanb -0.30 -0.29 -0.01 (-0.50, 0.47) 0.956  

SEb 0.123 0.211    

95% CIb -0.54, -0.06 -0.70, 0.13    

Ls Meanc -0.19 -0.31 0.12 (-0.61, 0.85) 0.732  

SEc 0.167 0.289    

95% CIc -0.54, 0.16 -0.91, 0.30    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.50 1.17    

SD 0.816 0.408    

Min 0.00 1.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 16 5    

Mean -0.63 0.20    

SD 0.806 0.837    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.03 (-1.70, -0.35)     

Ls Meanb -0.66 0.10 -0.76 (-1.26, -0.26) 0.003  

SEb 0.126 0.219    

95% CIb -0.91, -0.41 -0.33, 0.53    

Ls Meanc -0.65 0.21 -0.86 (-1.69, -0.04) 0.041  

SEc 0.183 0.324    

95% CIc -1.04, -0.26 -0.47, 0.90    

 

  Day 15 Actual n 13 8    

Mean 0.00 0.75    

SD 0.000 0.463    

Min 0.00 0.00    

Median 0.00 1.00    

Max 0.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -1.23 -0.33    

SD 0.832 0.816    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.14 (-1.81, -0.46)     

Ls Meanb -1.14 -0.30 -0.84 (-1.34, -0.34) 0.001  

SEb 0.139 0.211    

95% CIb -1.42, -0.87 -0.72, 0.11    

Ls Meanc -1.23 -0.35 -0.87 (-1.18, -0.57) <.001  

SEc 0.075 0.106    

95% CIc -1.39, -1.07 -0.58, -0.13    

 

  Day 29 Actual n 10 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 10 3    

Mean -1.30 -1.00    

SD 0.949 1.000    

Min -2.00 -2.00    

Median -2.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.37 (-1.16, 0.42)     

Ls Meanb -1.25 -0.97 -0.28 (-0.86, 0.31) 0.356  

SEb 0.144 0.260    

95% CIb -1.53, -0.96 -1.48, -0.46    

Ls Meanc -1.40 -0.92 -0.48 (-0.86, -0.10) 0.019  

SEc 0.087 0.134    

95% CIc -1.60, -1.20 -1.23, -0.62    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.04 (-0.37, 0.28)     

Ls Meanb -0.05 -0.04 -0.01 (-0.12, 0.09) 0.791  

 

  Baseline Actual n 20 11  NEd  

Mean 0.15 0.00    

SD 0.366 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

  Day 3 Actual n 16 7    

Mean 0.13 0.14    

SD 0.342 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 16 6    

Mean 0.00 0.17    

SD 0.365 0.408    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.95, 0.85)     

Ls Meanb 0.05 0.07 -0.02 (-0.28, 0.25) 0.912  

SEb 0.069 0.116    

95% CIb -0.09, 0.19 -0.16, 0.29    

Ls Meanc 0.01 0.13 -0.12 (-0.51, 0.27) 0.526  

SEc 0.091 0.155    

95% CIc -0.18, 0.20 -0.19, 0.46    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.06 0.33    

SD 0.250 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 16 5    

Mean -0.13 0.20    

SD 0.500 0.447    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.41 (-1.35, 0.54)     

Ls Meanb -0.06 0.06 -0.12 (-0.40, 0.16) 0.399  

SEb 0.070 0.123    

95% CIb -0.20, 0.08 -0.18, 0.30    

Ls Meanc -0.09 0.06 -0.14 (-0.52, 0.24) 0.438  

SEc 0.084 0.150    

95% CIc -0.26, 0.09 -0.26, 0.37    

 

  Day 15 Actual n 13 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.15 0.00    

SD 0.376 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.96, 0.90)     

Ls Meanb -0.11 -0.10 -0.01 (-0.28, 0.27) 0.953  

SEb 0.078 0.116    

95% CIb -0.26, 0.04 -0.33, 0.13    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    

 

  Day 29 Actual n 10 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 3    

Mean -0.20 0.00    

SD 0.422 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-1.00, 1.32)     

Ls Meanb -0.13 -0.17 0.05 (-0.30, 0.39) 0.788  

SEb 0.084 0.153    

95% CIb -0.29, 0.04 -0.48, 0.13    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.13 (-0.42, 0.67)     

Ls Meanb -0.11 -0.20 0.09 (-0.32, 0.51) 0.654  

 

  Baseline Actual n 20 11  NEd  

Mean 0.55 0.27    

SD 0.826 0.467    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 17 7    

Mean 0.41 0.14    

SD 0.712 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 17 6    

Mean 0.00 -0.17    

SD 0.935 0.408    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.33 (-0.54, 1.20)     

Ls Meanb 0.03 -0.21 0.24 (-0.39, 0.87) 0.461  

SEb 0.158 0.276    

95% CIb -0.28, 0.34 -0.75, 0.33    

Ls Meanc 0.04 -0.26 0.30 (-0.43, 1.04) 0.397  

SEc 0.168 0.292    

95% CIc -0.31, 0.39 -0.88, 0.35    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.44 0.50    

SD 1.094 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 16 5    

Mean 0.13 0.20    

SD 1.310 1.095    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 4.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-1.07, 0.70)     

Ls Meanb 0.03 0.16 -0.13 (-0.78, 0.51) 0.683  

SEb 0.161 0.280    

95% CIb -0.29, 0.35 -0.39, 0.71    

Ls Meanc 0.12 0.24 -0.12 (-1.46, 1.22) 0.849  

SEc 0.298 0.527    

95% CIc -0.51, 0.75 -0.87, 1.35    

 

  Day 15 Actual n 13 8    

Mean 0.23 0.00    

SD 0.599 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.15 -0.33    

SD 0.899 0.516    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.37 (-0.52, 1.25)     

Ls Meanb -0.12 -0.38 0.26 (-0.38, 0.90) 0.417  

SEb 0.173 0.271    

95% CIb -0.46, 0.22 -0.91, 0.15    

Ls Meanc -0.19 -0.30 0.11 (-0.56, 0.78) 0.739  

SEc 0.166 0.235    

95% CIc -0.55, 0.16 -0.80, 0.20    

 

  Day 29 Actual n 10 3    

Mean 0.20 0.00    

SD 0.632 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 10 3    

Mean -0.10 0.00    

SD 0.994 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.93, 0.97)     

Ls Meanb -0.20 -0.21 0.01 (-0.68, 0.70) 0.972  

SEb 0.171 0.302    

95% CIb -0.53, 0.14 -0.80, 0.39    

Ls Meanc -0.09 -0.23 0.15 (-0.87, 1.17) 0.748  

SEc 0.230 0.366    

95% CIc -0.61, 0.43 -1.06, 0.59    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.11 (-0.60, 0.39)     

Ls Meanb -0.70 -0.61 -0.09 (-0.54, 0.36) 0.677  

 

  Baseline Actual n 20 11  NEd  

Mean 1.85 1.45    

SD 0.875 0.820    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 17 7    

Mean 1.18 1.29    

SD 1.074 0.756    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 17 6    

Mean -0.59 -0.17    

SD 1.064 0.408    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-1.06, 0.75)     

Ls Meanb -0.44 -0.31 -0.13 (-0.91, 0.65) 0.742  

SEb 0.196 0.339    

95% CIb -0.83, -0.06 -0.98, 0.35    

Ls Meanc -0.44 -0.53 0.09 (-0.88, 1.05) 0.855  

SEc 0.219 0.383    

95% CIc -0.90, 0.02 -1.33, 0.28    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.94 1.17    

SD 0.929 0.408    

Min 0.00 1.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 16 5    

Mean -0.75 0.00    

SD 1.065 0.707    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.30 (-1.23, 0.62)     

Ls Meanb -0.59 -0.34 -0.26 (-1.05, 0.54) 0.525  

SEb 0.200 0.347    

95% CIb -0.99, -0.20 -1.02, 0.35    

Ls Meanc -0.67 -0.26 -0.42 (-1.46, 0.63) 0.414  

SEc 0.231 0.413    

95% CIc -1.16, -0.19 -1.13, 0.62    

 

  Day 15 Actual n 13 8    

Mean 0.62 0.63    

SD 0.768 0.518    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -1.00 -0.67    

SD 1.155 1.033    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.94, 0.91)     

Ls Meanb -0.88 -0.87 -0.02 (-0.81, 0.78) 0.968  

SEb 0.217 0.336    

95% CIb -1.31, -0.46 -1.53, -0.21    

Ls Meanc -1.10 -0.63 -0.47 (-1.33, 0.39) 0.260  

SEc 0.212 0.302    

95% CIc -1.55, -0.65 -1.27, 0.01    

 

  Day 29 Actual n 10 3    

Mean 0.90 0.67    

SD 0.876 0.577    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

   Change n 10 3    

Mean -0.80 -0.33    

SD 1.135 1.528    

Min -2.00 -2.00    

Median -0.50 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-1.17, 0.88)     

Ls Meanb -0.72 -0.60 -0.12 (-1.00, 0.76) 0.785  

SEb 0.217 0.386    

95% CIb -1.15, -0.29 -1.36, 0.16    

Ls Meanc -0.76 -0.92 0.15 (-1.34, 1.65) 0.821  

SEc 0.323 0.535    

95% CIc -1.49, -0.03 -2.13, 0.29    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.15 (-0.34, 0.04)     

Ls Meanb -0.72 -0.59 -0.13 (-0.31, 0.05) 0.137  

 

  Baseline Actual n 20 11  NEd  

Mean 1.00 0.45    

SD 1.026 0.522    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 17 7    

Mean 0.41 0.14    

SD 0.712 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 17 6    

Mean -0.53 0.00    

SD 0.874 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-0.26, 0.70)     

Ls Meanb -0.43 -0.62 0.20 (-0.23, 0.62) 0.365  

SEb 0.108 0.186    

95% CIb -0.64, -0.22 -0.99, -0.26    

Ls Meanc -0.45 -0.25 -0.20 (-0.76, 0.37) 0.478  

SEc 0.129 0.225    

95% CIc -0.72, -0.18 -0.73, 0.22    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.38 0.83    

SD 0.619 0.753    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 16 5    

Mean -0.56 0.80    

SD 1.263 0.447    

Min -3.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.68 (-1.18, -0.18)     

Ls Meanb -0.47 0.13 -0.60 (-1.04, -0.15) 0.008  

SEb 0.111 0.196    

95% CIb -0.69, -0.26 -0.26, 0.51    

Ls Meanc -0.38 0.25 -0.63 (-1.43, 0.17) 0.113  

SEc 0.178 0.317    

95% CIc -0.75, 0.00 -0.42, 0.92    

 

  Day 15 Actual n 13 8    

Mean 0.08 0.38    

SD 0.277 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -1.08 0.17    

SD 1.188 0.753    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.39 (-0.89, 0.11)     

Ls Meanb -0.80 -0.46 -0.34 (-0.78, 0.10) 0.128  

SEb 0.123 0.186    

95% CIb -1.04, -0.56 -0.82, -0.09    

Ls Meanc -0.76 -0.53 -0.23 (-0.73, 0.27) 0.350  

SEc 0.122 0.177    

95% CIc -1.02, -0.49 -0.91, -0.15    

 

  Day 29 Actual n 10 3    

Mean 0.20 0.00    

SD 0.422 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 10 3    

Mean -0.90 -0.33    

SD 1.287 0.577    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.50, 0.71)     

Ls Meanb -0.79 -0.88 0.10 (-0.44, 0.63) 0.728  

SEb 0.131 0.239    

95% CIb -1.05, -0.53 -1.35, -0.41    

Ls Meanc -0.64 -0.96 0.31 (-0.35, 0.98) 0.313  

SEc 0.149 0.240    

95% CIc -0.98, -0.30 -1.50, -0.41    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.35 (-0.69, -0.01)     

Ls Meanb -0.62 -0.31 -0.31 (-0.63, 0.01) 0.055  

 

  Baseline Actual n 20 11  NEd  

Mean 0.85 0.27    

SD 0.988 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 17 7    

Mean 0.29 0.14    

SD 0.686 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 17 6    

Mean -0.59 -0.33    

SD 0.870 0.516    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.66, 0.62)     

Ls Meanb -0.55 -0.53 -0.02 (-0.59, 0.55) 0.949  

SEb 0.143 0.249    

95% CIb -0.83, -0.27 -1.02, -0.04    

Ls Meanc -0.54 -0.47 -0.07 (-0.67, 0.53) 0.811  

SEc 0.138 0.239    

95% CIc -0.83, -0.25 -0.97, 0.03    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.56 0.67    

SD 0.814 0.516    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

   Change n 16 5    

Mean -0.31 0.00    

SD 1.078 1.225    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.78, 0.53)     

Ls Meanb -0.30 -0.19 -0.11 (-0.69, 0.47) 0.708  

SEb 0.147 0.255    

95% CIb -0.59, -0.02 -0.69, 0.31    

Ls Meanc -0.34 -0.05 -0.29 (-1.19, 0.62) 0.511  

SEc 0.202 0.357    

95% CIc -0.76, 0.09 -0.80, 0.70    

 

  Day 15 Actual n 13 8    

Mean 0.15 0.38    

SD 0.555 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.77 -0.17    

SD 1.013 1.169    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.39 (-1.05, 0.27)     

Ls Meanb -0.71 -0.37 -0.34 (-0.93, 0.24) 0.247  

SEb 0.160 0.247    

95% CIb -1.03, -0.40 -0.85, 0.12    

Ls Meanc -0.65 -0.43 -0.22 (-0.95, 0.52) 0.540  

SEc 0.182 0.259    

95% CIc -1.04, -0.26 -0.98, 0.12    

 

  Day 29 Actual n 10 3    

Mean 0.20 0.00    

SD 0.632 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 10 3    

Mean -0.80 -0.33    

SD 1.033 0.577    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.35 (-1.08, 0.39)     

Ls Meanb -0.81 -0.50 -0.31 (-0.96, 0.34) 0.353  

SEb 0.161 0.287    

95% CIb -1.12, -0.49 -1.07, 0.06    

Ls Meanc -0.71 -0.73 0.02 (-0.98, 1.03) 0.961  

SEc 0.223 0.360    

95% CIc -1.22, -0.21 -1.55, 0.08    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.12 (-0.25, 0.02)     

Ls Meanb -0.29 -0.21 -0.08 (-0.19, 0.02) 0.116  

 

  Baseline Actual n 20 11  NEd  

Mean 0.50 0.27    

SD 0.761 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 17 7    

Mean 0.18 0.29    

SD 0.393 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 17 6    

Mean -0.12 0.00    

SD 0.600 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.21 (-0.61, 0.20)     

Ls Meanb -0.17 -0.02 -0.15 (-0.44, 0.15) 0.325  

SEb 0.076 0.129    

95% CIb -0.32, -0.02 -0.28, 0.23    

Ls Meanc -0.14 0.05 -0.19 (-0.66, 0.28) 0.411  

SEc 0.108 0.188    

95% CIc -0.37, 0.09 -0.34, 0.44    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.25 0.50    

SD 0.577 0.548    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

 

   Change n 16 5    

Mean -0.06 0.00    

SD 0.443 0.707    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.60, 0.27)     

Ls Meanb -0.10 0.02 -0.12 (-0.43, 0.20) 0.459  

SEb 0.078 0.138    

95% CIb -0.25, 0.05 -0.25, 0.29    

Ls Meanc -0.02 -0.06 0.04 (-0.46, 0.54) 0.856  

SEc 0.112 0.198    

95% CIc -0.25, 0.22 -0.48, 0.36    

 

  Day 15 Actual n 13 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 30 of 1056 

Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.38 -0.33    

SD 0.650 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.41, 0.43)     

Ls Meanb -0.35 -0.36 0.01 (-0.30, 0.32) 0.964  

SEb 0.087 0.129    

95% CIb -0.52, -0.18 -0.61, -0.10    

Ls Meanc -0.37 -0.37 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.37, -0.37 -0.37, -0.37    

 

  Day 29 Actual n 10 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 3    

Mean -0.50 0.00    

SD 0.707 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.23 (-0.77, 0.31)     

Ls Meanb -0.37 -0.20 -0.17 (-0.56, 0.23) 0.406  

SEb 0.096 0.175    

95% CIb -0.56, -0.18 -0.55, 0.14    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.19 (-0.35, 0.72)     

Ls Meanb -0.30 -0.46 0.16 (-0.32, 0.64) 0.502  

 

  Baseline Actual n 20 11  NEd  

Mean 0.85 0.64    

SD 0.933 0.674    

Min 0.00 0.00    

Median 0.50 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 17 7    

Mean 0.59 0.71    

SD 0.870 0.756    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 17 6    

Mean -0.06 0.00    

SD 0.966 0.894    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.64, 0.87)     

Ls Meanb -0.04 -0.14 0.10 (-0.54, 0.74) 0.762  

SEb 0.161 0.279    

95% CIb -0.36, 0.27 -0.69, 0.41    

Ls Meanc -0.09 0.06 -0.15 (-1.00, 0.69) 0.709  

SEc 0.193 0.335    

95% CIc -0.50, 0.31 -0.64, 0.76    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.38 0.17    

SD 0.719 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 16 5    

Mean -0.38 -0.40    

SD 1.088 1.140    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.61, 0.92)     

Ls Meanb -0.25 -0.38 0.13 (-0.52, 0.78) 0.693  

SEb 0.163 0.283    

95% CIb -0.57, 0.07 -0.94, 0.18    

Ls Meanc -0.42 -0.38 -0.04 (-0.85, 0.77) 0.925  

SEc 0.181 0.320    

95% CIc -0.80, -0.04 -1.06, 0.29    

 

  Day 15 Actual n 13 8    

Mean 0.23 0.13    

SD 0.439 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.46 -0.33    

SD 0.877 1.033    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.58, 0.93)     

Ls Meanb -0.37 -0.52 0.15 (-0.50, 0.79) 0.654  

SEb 0.172 0.273    

95% CIb -0.71, -0.03 -1.05, 0.02    

Ls Meanc -0.46 -0.39 -0.07 (-0.63, 0.50) 0.808  

SEc 0.139 0.199    

95% CIc -0.75, -0.16 -0.81, 0.03    

 

  Day 29 Actual n 10 3    

Mean 0.20 0.33    

SD 0.422 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 10 3    

Mean -0.50 -0.33    

SD 0.972 1.528    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.30 (-0.50, 1.09)     

Ls Meanb -0.46 -0.72 0.25 (-0.43, 0.93) 0.466  

SEb 0.169 0.296    

95% CIb -0.80, -0.13 -1.30, -0.13    

Ls Meanc -0.50 -0.35 -0.15 (-0.98, 0.69) 0.700  

SEc 0.190 0.295    

95% CIc -0.93, -0.07 -1.02, 0.31    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.13 (-0.49, 0.23)     

Ls Meanb -0.32 -0.22 -0.10 (-0.41, 0.20) 0.491  

 

  Baseline Actual n 20 11  NEd  

Mean 0.70 0.64    

SD 0.865 0.674    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 17 7    

Mean 0.53 0.57    

SD 0.874 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 17 6    

Mean 0.00 -0.17    

SD 0.707 0.408    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.56, 0.65)     

Ls Meanb -0.03 -0.06 0.04 (-0.45, 0.53) 0.878  

SEb 0.123 0.213    

95% CIb -0.27, 0.21 -0.48, 0.35    

Ls Meanc -0.03 -0.10 0.06 (-0.63, 0.76) 0.851  

SEc 0.160 0.278    

95% CIc -0.37, 0.30 -0.68, 0.49    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.31 0.33    

SD 0.602 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 16 5    

Mean -0.31 -0.20    

SD 0.946 0.447    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.28 (-0.89, 0.34)     

Ls Meanb -0.27 -0.04 -0.22 (-0.72, 0.28) 0.382  

SEb 0.125 0.217    

95% CIb -0.51, -0.02 -0.47, 0.38    

Ls Meanc -0.38 -0.09 -0.29 (-1.03, 0.45) 0.421  

SEc 0.165 0.292    

95% CIc -0.73, -0.03 -0.71, 0.52    

 

  Day 15 Actual n 13 8    

Mean 0.23 0.00    

SD 0.439 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.31 -0.50    

SD 0.751 0.837    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.49, 0.74)     

Ls Meanb -0.31 -0.41 0.10 (-0.40, 0.60) 0.691  

SEb 0.135 0.210    

95% CIb -0.58, -0.05 -0.82, 0.00    

Ls Meanc -0.37 -0.43 0.05 (-0.37, 0.48) 0.785  

SEc 0.104 0.148    

95% CIc -0.60, -0.15 -0.74, -0.11    

 

  Day 29 Actual n 10 3    

Mean 0.10 0.00    

SD 0.316 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 10 3    

Mean -0.60 0.00    

SD 1.075 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.39 (-1.06, 0.28)     

Ls Meanb -0.43 -0.11 -0.31 (-0.85, 0.23) 0.256  

SEb 0.134 0.237    

95% CIb -0.69, -0.16 -0.58, 0.35    

Ls Meanc -0.45 -0.57 0.13 (-0.41, 0.66) 0.610  

SEc 0.116 0.189    

95% CIc -0.71, -0.18 -1.00, -0.14    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.16 (-0.01, 0.33)     

Ls Meanb -0.21 -0.31 0.10 (-0.01, 0.21) 0.072  

 

  Baseline Actual n 19 11  NEd  

Mean 0.37 0.18    

SD 0.684 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 17 7    

Mean 0.41 0.14    

SD 0.712 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 16 6    

Mean -0.13 -0.17    

SD 0.719 0.753    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.27 (-0.19, 0.73)     

Ls Meanb -0.01 -0.17 0.16 (-0.11, 0.44) 0.243  

SEb 0.072 0.120    

95% CIb -0.15, 0.13 -0.41, 0.06    

Ls Meanc -0.16 -0.08 -0.08 (-0.65, 0.50) 0.780  

SEc 0.133 0.227    

95% CIc -0.44, 0.12 -0.56, 0.40    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.19 0.17    

SD 0.544 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 15 5    

Mean -0.13 -0.20    

SD 0.834 0.447    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.45 (-0.04, 0.93)     

Ls Meanb -0.07 -0.34 0.27 (-0.02, 0.56) 0.071  

SEb 0.075 0.127    

95% CIb -0.22, 0.08 -0.59, -0.09    

Ls Meanc -0.06 -0.36 0.30 (-0.30, 0.90) 0.302  

SEc 0.136 0.236    

95% CIc -0.35, 0.23 -0.86, 0.14    

 

  Day 15 Actual n 13 8    

Mean 0.08 0.13    

SD 0.277 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 6    

Mean -0.25 -0.33    

SD 0.866 0.516    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.24, 0.72)     

Ls Meanb -0.20 -0.34 0.14 (-0.15, 0.43) 0.331  

SEb 0.083 0.120    

95% CIb -0.36, -0.03 -0.58, -0.10    

Ls Meanc -0.19 -0.41 0.22 (-0.07, 0.52) 0.128  

SEc 0.074 0.103    

95% CIc -0.35, -0.03 -0.63, -0.19    

 

  Day 29 Actual n 10 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 9 3    

Mean 0.00 -0.33    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.39, 0.81)     

Ls Meanb -0.28 -0.41 0.13 (-0.23, 0.49) 0.489  

SEb 0.091 0.158    

95% CIb -0.46, -0.11 -0.72, -0.10    

Ls Meanc -0.08 -0.08 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.08, -0.08 -0.08, -0.08    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.50 (-1.16, 0.16)     

Ls Meanb -0.15 0.17 -0.32 (-0.77, 0.13) 0.152  

 

  Baseline Actual n 20 11  NEd  

Mean 0.55 0.09    

SD 0.759 0.302    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 17 7    

Mean 0.35 0.29    

SD 0.862 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 17 6    

Mean -0.12 0.33    

SD 0.697 0.516    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.41 (-1.33, 0.51)     

Ls Meanb -0.05 0.21 -0.26 (-0.86, 0.33) 0.379  

SEb 0.146 0.254    

95% CIb -0.34, 0.23 -0.29, 0.71    

Ls Meanc -0.11 0.30 -0.41 (-1.20, 0.38) 0.286  

SEc 0.172 0.309    

95% CIc -0.47, 0.25 -0.34, 0.95    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.44 0.67    

SD 1.094 0.816    

Min 0.00 0.00    

Median 0.00 0.50    

Max 4.00 2.00    

 

   Change n 16 5    

Mean 0.06 0.80    

SD 0.854 0.837    

Min -1.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.92 (-1.86, 0.01)     

Ls Meanb 0.01 0.60 -0.59 (-1.19, 0.01) 0.054  

SEb 0.148 0.258    

95% CIb -0.28, 0.30 0.10, 1.11    

Ls Meanc 0.09 0.75 -0.66 (-1.76, 0.44) 0.221  

SEc 0.240 0.432    

95% CIc -0.42, 0.60 -0.16, 1.66    

 

  Day 15 Actual n 13 8    

Mean 0.23 0.13    

SD 0.599 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.08 0.17    

SD 0.277 0.408    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.25 (-1.17, 0.67)     

Ls Meanb -0.14 0.02 -0.16 (-0.75, 0.43) 0.598  

SEb 0.156 0.249    

95% CIb -0.45, 0.17 -0.47, 0.51    

Ls Meanc -0.12 0.20 -0.32 (-0.67, 0.03) 0.067  

SEc 0.086 0.122    

95% CIc -0.31, 0.06 -0.06, 0.46    

 

  Day 29 Actual n 10 3    

Mean 0.20 0.33    

SD 0.632 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 10 3    

Mean -0.20 0.33    

SD 0.632 0.577    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.47 (-1.44, 0.50)     

Ls Meanb -0.16 0.15 -0.30 (-0.93, 0.32) 0.340  

SEb 0.153 0.270    

95% CIb -0.46, 0.14 -0.38, 0.67    

Ls Meanc -0.24 0.22 -0.46 (-1.33, 0.41) 0.260  

SEc 0.195 0.312    

95% CIc -0.68, 0.20 -0.49, 0.92    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.41 -0.42 0.01 (-0.09, 0.11) 0.881  

 

  Baseline Actual n 19 11  NEd  

Mean 0.53 0.18    

SD 0.772 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 17 7    

Mean 0.29 0.14    

SD 0.686 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 16 6    

Mean -0.19 0.00    

SD 0.655 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.25, 0.57)     

Ls Meanb -0.17 -0.27 0.10 (-0.17, 0.38) 0.454  

SEb 0.072 0.119    

95% CIb -0.31, -0.03 -0.50, -0.04    

Ls Meanc -0.18 -0.01 -0.17 (-0.74, 0.40) 0.541  

SEc 0.132 0.226    

95% CIc -0.46, 0.09 -0.49, 0.46    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 44 of 1056 

Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 15 5    

Mean -0.60 0.00    

SD 0.828 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.53, 0.35)     

Ls Meanb -0.44 -0.38 -0.06 (-0.35, 0.23) 0.681  

SEb 0.074 0.128    

95% CIb -0.59, -0.29 -0.63, -0.13    

Ls Meanc -0.45 -0.45 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.45, -0.45 -0.45, -0.45    

 

  Day 15 Actual n 13 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 45 of 1056 

Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 12 6    

Mean -0.58 -0.17    

SD 0.900 0.408    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.49, 0.37)     

Ls Meanb -0.48 -0.44 -0.04 (-0.32, 0.25) 0.798  

SEb 0.083 0.119    

95% CIb -0.64, -0.31 -0.67, -0.20    

Ls Meanc -0.44 -0.44 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.44, -0.44 -0.44, -0.44    

 

  Day 29 Actual n 10 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 9 3    

Mean -0.56 -0.33    

SD 0.882 0.577    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.52, 0.57)     

Ls Meanb -0.49 -0.51 0.02 (-0.35, 0.38) 0.928  

SEb 0.093 0.161    

95% CIb -0.67, -0.31 -0.82, -0.19    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.19 (-0.32, -0.06)     

Ls Meanb -0.10 -0.03 -0.07 (-0.12, -0.02) 0.008  

 

  Baseline Actual n 20 11  NEd  

Mean 0.10 0.00    

SD 0.447 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 17 7    

Mean 0.18 0.14    

SD 0.529 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 17 6    

Mean 0.06 0.17    

SD 0.243 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.36, 0.39)     

Ls Meanb 0.07 0.07 0.00 (-0.13, 0.14) 0.945  

SEb 0.035 0.060    

95% CIb 0.01, 0.14 -0.05, 0.19    

Ls Meanc 0.05 0.18 -0.13 (-0.46, 0.21) 0.443  

SEc 0.077 0.133    

95% CIc -0.11, 0.21 -0.10, 0.46    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 16 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 16 5    

Mean -0.13 0.00    

SD 0.500 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.38, 0.41)     

Ls Meanb -0.10 -0.11 0.01 (-0.14, 0.15) 0.944  

SEb 0.036 0.064    

95% CIb -0.17, -0.03 -0.23, 0.02    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    

 

  Day 15 Actual n 13 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 13 6    

Mean -0.15 0.00    

SD 0.555 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.41, 0.37)     

Ls Meanb -0.10 -0.10 -0.01 (-0.15, 0.14) 0.930  

SEb 0.040 0.060    

95% CIb -0.18, -0.02 -0.21, 0.02    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    

 

  Day 29 Actual n 10 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 3    

Mean -0.20 0.00    

SD 0.632 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.33 (-0.83, 0.17)     

Ls Meanb -0.15 -0.03 -0.12 (-0.30, 0.06) 0.195  

SEb 0.044 0.081    

95% CIb -0.24, -0.07 -0.19, 0.12    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Antibiotic Body Aches Overall  Effect Size (95% 

CI)a 

0.10 (-0.04, 0.24)     

Ls Meanb -0.65 -0.77 0.11 (-0.05, 0.28) 0.173  

 

  Baseline Actual n 22 31  NEd  

Mean 1.14 0.61    

SD 1.356 0.989    

Min 0.00 0.00    

Median 0.50 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 0.92 0.48    

SD 1.152 0.890    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 22 27    

Mean -0.23 -0.30    

SD 1.152 1.068    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.32 (0.02, 0.62)     

Ls Meanb -0.13 -0.50 0.37 (0.02, 0.72) 0.037  

SEb 0.142 0.126    

95% CIb -0.40, 0.15 -0.74, -0.25    

Ls Meanc 0.02 -0.29 0.31 (-0.22, 0.84) 0.250  

SEc 0.263 0.224    

95% CIc -0.51, 0.55 -0.74, 0.16    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 23    

Mean 0.43 0.30    

SD 0.811 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 21    

Mean -0.65 -0.57    

SD 1.387 1.076    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.18, 0.45)     

Ls Meanb -0.54 -0.70 0.16 (-0.21, 0.52) 0.400  

SEb 0.145 0.133    

95% CIb -0.83, -0.26 -0.96, -0.44    

Ls Meanc -0.66 -0.75 0.09 (-0.41, 0.60) 0.716  

SEc 0.234 0.198    

95% CIc -1.14, -0.19 -1.16, -0.35    

 

  Day 15 Actual n 21 23    

Mean 0.24 0.04    

SD 0.539 0.209    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.95 -0.63    

SD 1.471 1.065    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.27, 0.39)     

Ls Meanb -0.81 -0.88 0.07 (-0.31, 0.45) 0.729  

SEb 0.148 0.140    

95% CIb -1.10, -0.52 -1.16, -0.61    

Ls Meanc -0.74 -0.92 0.19 (-0.10, 0.47) 0.197  

SEc 0.139 0.123    

95% CIc -1.02, -0.45 -1.17, -0.67    

 

  Day 29 Actual n 16 20    

Mean 0.19 0.00    

SD 0.544 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 14 18    

Mean -1.00 -0.72    

SD 1.414 1.018    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.27, 0.39)     

Ls Meanb -0.84 -0.91 0.07 (-0.32, 0.46) 0.722  

SEb 0.155 0.137    

95% CIb -1.14, -0.53 -1.18, -0.64    

Ls Meanc -0.77 -0.87 0.10 (-0.22, 0.43) 0.523  

SEc 0.162 0.129    

95% CIc -1.10, -0.44 -1.14, -0.61    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.71 -0.73 0.01 (-0.09, 0.12) 0.790  

 

  Baseline Actual n 22 31  NEd  

Mean 0.73 0.77    

SD 1.162 0.920    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 0.40 0.32    

SD 0.707 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 22 27    

Mean -0.36 -0.59    

SD 1.136 0.971    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.21, 0.28)     

Ls Meanb -0.49 -0.53 0.04 (-0.22, 0.29) 0.770  

SEb 0.102 0.090    

95% CIb -0.69, -0.29 -0.70, -0.35    

Ls Meanc -0.34 -0.46 0.12 (-0.29, 0.53) 0.565  

SEc 0.204 0.169    

95% CIc -0.75, 0.07 -0.80, -0.12    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.14 0.21    

SD 0.478 0.588    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 22    

Mean -0.50 -0.73    

SD 1.192 1.032    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.26, 0.26)     

Ls Meanb -0.67 -0.67 0.00 (-0.26, 0.27) 0.976  

SEb 0.105 0.096    

95% CIb -0.88, -0.46 -0.86, -0.49    

Ls Meanc -0.69 -0.66 -0.03 (-0.38, 0.31) 0.856  

SEc 0.161 0.132    

95% CIc -1.02, -0.37 -0.93, -0.39    

 

  Day 15 Actual n 21 23    

Mean 0.10 0.04    

SD 0.436 0.209    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.68 -0.84    

SD 1.293 1.068    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.27, 0.27)     

Ls Meanb -0.76 -0.76 0.00 (-0.28, 0.28) 0.997  

SEb 0.107 0.102    

95% CIb -0.97, -0.55 -0.96, -0.56    

Ls Meanc -0.65 -0.71 0.06 (-0.21, 0.33) 0.652  

SEc 0.129 0.110    

95% CIc -0.92, -0.39 -0.94, -0.49    

 

  Day 29 Actual n 16 20    

Mean 0.13 0.00    

SD 0.500 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 14 18    

Mean -0.79 -0.94    

SD 1.424 0.998    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.18, 0.38)     

Ls Meanb -0.70 -0.81 0.10 (-0.18, 0.39) 0.479  

SEb 0.115 0.101    

95% CIb -0.93, -0.48 -1.00, -0.61    

Ls Meanc -0.82 -0.90 0.08 (-0.23, 0.39) 0.619  

SEc 0.154 0.122    

95% CIc -1.14, -0.51 -1.15, -0.65    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.10 (0.00, 0.21)     

Ls Meanb -0.35 -0.42 0.07 (0.00, 0.15) 0.063  

 

  Baseline Actual n 22 31  NEd  

Mean 0.55 0.45    

SD 0.671 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 0.56 0.29    

SD 0.821 0.588    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 22 27    

Mean -0.05 -0.30    

SD 0.722 0.542    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.40 (0.11, 0.68)     

Ls Meanb -0.01 -0.31 0.29 (0.08, 0.50) 0.006  

SEb 0.083 0.074    

95% CIb -0.18, 0.15 -0.45, -0.16    

Ls Meanc -0.03 -0.30 0.27 (-0.06, 0.61) 0.105  

SEc 0.168 0.140    

95% CIc -0.37, 0.31 -0.59, -0.02    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 8 of 1056 

Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.33 0.13    

SD 0.658 0.448    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 22    

Mean -0.20 -0.32    

SD 0.616 0.568    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.28 (-0.02, 0.58)     

Ls Meanb -0.18 -0.38 0.20 (-0.02, 0.42) 0.071  

SEb 0.086 0.079    

95% CIb -0.34, -0.01 -0.53, -0.22    

Ls Meanc -0.08 -0.37 0.28 (0.00, 0.57) 0.051  

SEc 0.134 0.113    

95% CIc -0.36, 0.19 -0.60, -0.14    

 

  Day 15 Actual n 21 23    

Mean 0.14 0.00    

SD 0.478 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.47 -0.53    

SD 0.697 0.905    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.23, 0.40)     

Ls Meanb -0.43 -0.49 0.06 (-0.17, 0.29) 0.603  

SEb 0.087 0.084    

95% CIb -0.60, -0.25 -0.65, -0.32    

Ls Meanc -0.46 -0.53 0.08 (-0.04, 0.19) 0.198  

SEc 0.058 0.049    

95% CIc -0.57, -0.34 -0.63, -0.43    

 

  Day 29 Actual n 16 20    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 14 18    

Mean -0.57 -0.50    

SD 0.756 0.924    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.28, 0.37)     

Ls Meanb -0.48 -0.51 0.03 (-0.21, 0.27) 0.789  

SEb 0.095 0.084    

95% CIb -0.66, -0.29 -0.67, -0.34    

Ls Meanc -0.53 -0.53 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.53, -0.53 -0.53, -0.53    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.04 (-0.24, 0.17)     

Ls Meanb -0.56 -0.53 -0.03 (-0.19, 0.14) 0.725  

 

  Baseline Actual n 22 31  NEd  

Mean 1.27 1.16    

SD 0.703 0.820    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 1.48 1.19    

SD 0.823 0.749    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

   Change n 22 27    

Mean 0.14 -0.04    

SD 0.560 0.854    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.30 (-0.15, 0.75)     

Ls Meanb 0.18 -0.05 0.23 (-0.12, 0.58) 0.197  

SEb 0.143 0.127    

95% CIb -0.11, 0.46 -0.30, 0.19    

Ls Meanc 0.11 -0.07 0.18 (-0.23, 0.59) 0.389  

SEc 0.208 0.176    

95% CIc -0.31, 0.53 -0.43, 0.28    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 1.14 1.00    

SD 0.727 0.780    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 20 22    

Mean -0.20 -0.18    

SD 0.951 0.907    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.38, 0.56)     

Ls Meanb -0.12 -0.19 0.07 (-0.30, 0.44) 0.707  

SEb 0.147 0.133    

95% CIb -0.41, 0.17 -0.45, 0.07    

Ls Meanc -0.02 -0.21 0.19 (-0.29, 0.67) 0.426  

SEc 0.226 0.192    

95% CIc -0.48, 0.44 -0.60, 0.18    

 

  Day 15 Actual n 21 23    

Mean 0.67 0.74    

SD 0.658 0.810    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.68 -0.58    

SD 0.885 1.017    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.68, 0.31)     

Ls Meanb -0.69 -0.54 -0.14 (-0.53, 0.24) 0.460  

SEb 0.149 0.141    

95% CIb -0.98, -0.39 -0.82, -0.26    

Ls Meanc -0.69 -0.62 -0.07 (-0.51, 0.37) 0.755  

SEc 0.220 0.188    

95% CIc -1.14, -0.24 -1.00, -0.24    

 

  Day 29 Actual n 16 20    

Mean 0.44 0.30    

SD 0.512 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 14 18    

Mean -0.79 -1.06    

SD 0.699 1.162    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.37, 0.63)     

Ls Meanb -0.88 -0.98 0.10 (-0.29, 0.49) 0.611  

SEb 0.157 0.138    

95% CIb -1.18, -0.57 -1.25, -0.71    

Ls Meanc -0.71 -1.01 0.30 (-0.12, 0.72) 0.156  

SEc 0.218 0.167    

95% CIc -1.15, -0.26 -1.35, -0.66    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.05 (-0.01, 0.12)     

Ls Meanb -0.29 -0.33 0.04 (-0.01, 0.09) 0.132  

 

  Baseline Actual n 22 31  NEd  

Mean 0.55 0.32    

SD 0.912 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 25 31    

Mean 0.28 0.19    

SD 0.737 0.402    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 22 27    

Mean -0.36 -0.19    

SD 0.902 0.622    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.24)     

Ls Meanb -0.20 -0.20 0.01 (-0.17, 0.18) 0.925  

SEb 0.068 0.061    

95% CIb -0.33, -0.06 -0.32, -0.08    

Ls Meanc -0.14 -0.15 0.01 (-0.25, 0.28) 0.910  

SEc 0.130 0.109    

95% CIc -0.40, 0.12 -0.37, 0.07    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.14 0.17    

SD 0.359 0.381    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 20 22    

Mean -0.45 -0.14    

SD 0.887 0.640    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.27, 0.21)     

Ls Meanb -0.24 -0.22 -0.02 (-0.21, 0.17) 0.817  

SEb 0.071 0.067    

95% CIb -0.38, -0.10 -0.35, -0.08    

Ls Meanc -0.28 -0.24 -0.03 (-0.29, 0.23) 0.795  

SEc 0.120 0.101    

95% CIc -0.52, -0.03 -0.45, -0.04    

 

  Day 15 Actual n 21 23    

Mean 0.05 0.00    

SD 0.218 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.47 -0.21    

SD 0.964 0.535    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.19, 0.32)     

Ls Meanb -0.32 -0.38 0.05 (-0.14, 0.25) 0.594  

SEb 0.073 0.072    

95% CIb -0.47, -0.18 -0.52, -0.24    

Ls Meanc -0.31 -0.38 0.08 (-0.04, 0.19) 0.205  

SEc 0.057 0.049    

95% CIc -0.42, -0.19 -0.48, -0.28    

 

  Day 29 Actual n 16 20    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 14 18    

Mean -0.64 -0.22    

SD 1.008 0.548    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.26, 0.29)     

Ls Meanb -0.37 -0.38 0.01 (-0.20, 0.22) 0.925  

SEb 0.083 0.073    

95% CIb -0.53, -0.20 -0.52, -0.23    

Ls Meanc -0.41 -0.41 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.41, -0.41 -0.41, -0.41    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.09 (-0.10, 0.29)     

Ls Meanb -0.10 -0.16 0.06 (-0.07, 0.19) 0.348  

 

  Baseline Actual n 22 31  NEd  

Mean 0.32 0.19    

SD 0.780 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 25 31    

Mean 0.48 0.19    

SD 0.918 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 22 27    

Mean 0.09 0.04    

SD 0.971 0.649    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.13 (-0.27, 0.53)     

Ls Meanb 0.09 0.01 0.09 (-0.18, 0.35) 0.517  

SEb 0.107 0.095    

95% CIb -0.12, 0.30 -0.18, 0.19    

Ls Meanc 0.03 -0.06 0.09 (-0.36, 0.54) 0.682  

SEc 0.222 0.188    

95% CIc -0.42, 0.48 -0.44, 0.32    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.29 0.13    

SD 0.717 0.448    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 22    

Mean 0.00 -0.09    

SD 0.858 0.811    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.35, 0.48)     

Ls Meanb -0.03 -0.08 0.04 (-0.23, 0.32) 0.757  

SEb 0.110 0.099    

95% CIb -0.25, 0.18 -0.27, 0.12    

Ls Meanc -0.05 -0.16 0.12 (-0.31, 0.54) 0.582  

SEc 0.199 0.167    

95% CIc -0.45, 0.36 -0.50, 0.18    

 

  Day 15 Actual n 21 23    

Mean 0.19 0.00    

SD 0.512 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.11 -0.16    

SD 0.875 0.501    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.31, 0.56)     

Ls Meanb -0.13 -0.21 0.08 (-0.21, 0.36) 0.585  

SEb 0.111 0.105    

95% CIb -0.34, 0.09 -0.41, 0.00    

Ls Meanc -0.11 -0.22 0.11 (-0.15, 0.37) 0.397  

SEc 0.126 0.109    

95% CIc -0.37, 0.14 -0.45, 0.00    

 

  Day 29 Actual n 16 20    

Mean 0.19 0.00    

SD 0.544 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 14 18    

Mean -0.07 -0.11    

SD 1.072 0.471    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.41, 0.47)     

Ls Meanb -0.22 -0.24 0.02 (-0.27, 0.30) 0.908  

SEb 0.116 0.102    

95% CIb -0.45, 0.00 -0.44, -0.04    

Ls Meanc -0.01 -0.13 0.12 (-0.20, 0.45) 0.449  

SEc 0.161 0.128    

95% CIc -0.34, 0.32 -0.40, 0.13    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.16 (0.02, 0.31)     

Ls Meanb -0.74 -0.93 0.19 (0.02, 0.36) 0.028  

 

  Baseline Actual n 22 31  NEd  

Mean 1.27 1.39    

SD 1.120 1.174    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 1.40 0.84    

SD 1.080 0.779    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

   Change n 22 27    

Mean 0.05 -0.44    

SD 0.785 1.188    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.32 (-0.01, 0.65)     

Ls Meanb -0.02 -0.39 0.37 (-0.01, 0.75) 0.060  

SEb 0.155 0.137    

95% CIb -0.32, 0.29 -0.65, -0.12    

Ls Meanc -0.07 -0.44 0.37 (-0.13, 0.87) 0.144  

SEc 0.250 0.210    

95% CIc -0.58, 0.43 -0.87, -0.02    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.62 0.50    

SD 0.921 0.722    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 20 22    

Mean -0.50 -0.77    

SD 0.946 1.343    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.23, 0.47)     

Ls Meanb -0.60 -0.74 0.14 (-0.26, 0.54) 0.493  

SEb 0.159 0.145    

95% CIb -0.92, -0.29 -1.03, -0.46    

Ls Meanc -0.73 -0.83 0.10 (-0.43, 0.63) 0.706  

SEc 0.247 0.207    

95% CIc -1.23, -0.22 -1.24, -0.41    

 

  Day 15 Actual n 21 23    

Mean 0.52 0.17    

SD 0.750 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.68 -1.21    

SD 1.108 1.273    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.11, 0.62)     

Ls Meanb -0.93 -1.22 0.29 (-0.13, 0.71) 0.176  

SEb 0.162 0.155    

95% CIb -1.25, -0.61 -1.52, -0.92    

Ls Meanc -0.89 -1.18 0.29 (-0.04, 0.61) 0.083  

SEc 0.157 0.135    

95% CIc -1.21, -0.57 -1.45, -0.90    

 

  Day 29 Actual n 16 20    

Mean 0.38 0.00    

SD 0.719 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 14 18    

Mean -0.79 -1.28    

SD 1.051 1.274    

Min -2.00 -3.00    

Median -0.50 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.16, 0.59)     

Ls Meanb -0.93 -1.18 0.25 (-0.18, 0.68) 0.260  

SEb 0.172 0.152    

95% CIb -1.27, -0.60 -1.48, -0.88    

Ls Meanc -0.90 -1.13 0.24 (-0.16, 0.63) 0.233  

SEc 0.197 0.157    

95% CIc -1.30, -0.49 -1.46, -0.81    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.04)     

Ls Meanb -0.55 -0.47 -0.08 (-0.21, 0.05) 0.217  

 

  Baseline Actual n 22 31  NEd  

Mean 1.00 0.77    

SD 1.195 0.920    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 0.44 0.55    

SD 0.821 0.723    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 22 27    

Mean -0.68 -0.30    

SD 1.041 0.823    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.47, 0.09)     

Ls Meanb -0.47 -0.27 -0.20 (-0.49, 0.09) 0.174  

SEb 0.118 0.104    

95% CIb -0.71, -0.24 -0.48, -0.07    

Ls Meanc -0.66 -0.41 -0.25 (-0.61, 0.10) 0.158  

SEc 0.177 0.149    

95% CIc -1.02, -0.31 -0.71, -0.11    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.33 0.42    

SD 0.658 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 20 22    

Mean -0.55 -0.36    

SD 1.099 0.790    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.29, 0.30)     

Ls Meanb -0.44 -0.44 0.00 (-0.30, 0.31) 0.986  

SEb 0.121 0.110    

95% CIb -0.68, -0.20 -0.66, -0.22    

Ls Meanc -0.38 -0.51 0.13 (-0.25, 0.52) 0.493  

SEc 0.181 0.151    

95% CIc -0.74, -0.01 -0.81, -0.20    

 

  Day 15 Actual n 21 23    

Mean 0.29 0.35    

SD 0.561 0.775    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.84 -0.42    

SD 1.214 0.902    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.43, 0.19)     

Ls Meanb -0.61 -0.48 -0.13 (-0.44, 0.19) 0.443  

SEb 0.123 0.117    

95% CIb -0.85, -0.37 -0.72, -0.25    

Ls Meanc -0.48 -0.48 -0.01 (-0.35, 0.33) 0.964  

SEc 0.164 0.142    

95% CIc -0.82, -0.15 -0.76, -0.19    

 

  Day 29 Actual n 16 20    

Mean 0.19 0.10    

SD 0.403 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 14 18    

Mean -1.00 -0.50    

SD 1.359 0.707    

Min -4.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.36, 0.27)     

Ls Meanb -0.65 -0.60 -0.05 (-0.38, 0.28) 0.763  

SEb 0.131 0.115    

95% CIb -0.90, -0.39 -0.82, -0.37    

Ls Meanc -0.55 -0.68 0.13 (-0.18, 0.43) 0.405  

SEc 0.150 0.119    

95% CIc -0.86, -0.24 -0.92, -0.43    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.13, 0.18)     

Ls Meanb -0.61 -0.64 0.03 (-0.16, 0.22) 0.754  

 

  Baseline Actual n 22 31  NEd  

Mean 1.05 0.74    

SD 1.362 1.064    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 0.80 0.58    

SD 1.155 0.848    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 22 27    

Mean -0.27 -0.41    

SD 1.352 1.083    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.10, 0.51)     

Ls Meanb -0.20 -0.45 0.24 (-0.12, 0.61) 0.193  

SEb 0.150 0.132    

95% CIb -0.50, 0.09 -0.71, -0.19    

Ls Meanc -0.14 -0.32 0.18 (-0.35, 0.70) 0.498  

SEc 0.261 0.220    

95% CIc -0.67, 0.38 -0.77, 0.12    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 26 of 1056 

Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.48 0.42    

SD 0.814 0.881    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 20 22    

Mean -0.50 -0.55    

SD 1.469 1.057    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.12, 0.51)     

Ls Meanb -0.45 -0.68 0.23 (-0.15, 0.61) 0.231  

SEb 0.153 0.138    

95% CIb -0.75, -0.15 -0.95, -0.41    

Ls Meanc -0.44 -0.64 0.20 (-0.31, 0.70) 0.432  

SEc 0.237 0.198    

95% CIc -0.92, 0.04 -1.04, -0.24    

 

  Day 15 Actual n 21 23    

Mean 0.38 0.26    

SD 0.669 0.541    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.79 -0.63    

SD 1.437 1.212    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.35, 0.31)     

Ls Meanb -0.71 -0.68 -0.03 (-0.42, 0.37) 0.892  

SEb 0.156 0.147    

95% CIb -1.01, -0.40 -0.97, -0.39    

Ls Meanc -0.66 -0.75 0.08 (-0.27, 0.43) 0.641  

SEc 0.170 0.147    

95% CIc -1.01, -0.32 -1.04, -0.45    

 

  Day 29 Actual n 16 20    

Mean 0.19 0.15    

SD 0.544 0.366    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 14 18    

Mean -0.86 -0.61    

SD 1.460 1.145    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.35, 0.32)     

Ls Meanb -0.77 -0.75 -0.02 (-0.42, 0.38) 0.927  

SEb 0.162 0.142    

95% CIb -1.09, -0.45 -1.03, -0.47    

Ls Meanc -0.64 -0.60 -0.05 (-0.46, 0.36) 0.817  

SEc 0.202 0.161    

95% CIc -1.06, -0.23 -0.93, -0.26    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.08)     

Ls Meanb -0.25 -0.26 0.01 (-0.03, 0.05) 0.611  

 

  Baseline Actual n 22 31  NEd  

Mean 0.27 0.32    

SD 0.767 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 25 31    

Mean 0.28 0.23    

SD 0.737 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 22 27    

Mean -0.09 -0.07    

SD 0.526 0.730    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.32, 0.12)     

Ls Meanb -0.11 -0.04 -0.07 (-0.22, 0.08) 0.363  

SEb 0.057 0.051    

95% CIb -0.23, 0.00 -0.15, 0.06    

Ls Meanc -0.22 -0.13 -0.09 (-0.40, 0.22) 0.552  

SEc 0.155 0.130    

95% CIc -0.53, 0.09 -0.39, 0.13    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.05 0.13    

SD 0.218 0.448    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 20 22    

Mean -0.25 -0.18    

SD 0.716 0.853    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.35, 0.12)     

Ls Meanb -0.25 -0.17 -0.08 (-0.23, 0.08) 0.353  

SEb 0.060 0.056    

95% CIb -0.36, -0.13 -0.28, -0.06    

Ls Meanc -0.32 -0.22 -0.10 (-0.37, 0.16) 0.444  

SEc 0.124 0.103    

95% CIc -0.57, -0.07 -0.43, -0.01    

 

  Day 15 Actual n 21 23    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.26 -0.32    

SD 0.806 0.582    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.24, 0.26)     

Ls Meanb -0.29 -0.30 0.01 (-0.16, 0.17) 0.932  

SEb 0.061 0.060    

95% CIb -0.41, -0.17 -0.42, -0.18    

Ls Meanc -0.29 -0.29 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.29, -0.29 -0.29, -0.29    

 

  Day 29 Actual n 16 20    

Mean 0.06 0.00    

SD 0.250 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 14 18    

Mean -0.29 -0.22    

SD 0.994 0.548    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.14, 0.40)     

Ls Meanb -0.24 -0.32 0.09 (-0.10, 0.27) 0.355  

SEb 0.070 0.062    

95% CIb -0.38, -0.10 -0.45, -0.20    

Ls Meanc -0.19 -0.31 0.11 (-0.04, 0.27) 0.136  

SEc 0.076 0.060    

95% CIc -0.35, -0.04 -0.43, -0.18    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.15)     

Ls Meanb -0.54 -0.53 -0.01 (-0.17, 0.15) 0.899  

 

  Baseline Actual n 22 31  NEd  

Mean 0.45 0.94    

SD 0.858 1.031    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 0.88 0.71    

SD 1.092 0.824    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 22 27    

Mean 0.32 -0.30    

SD 1.249 0.912    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.14, 0.51)     

Ls Meanb 0.04 -0.14 0.18 (-0.13, 0.49) 0.265  

SEb 0.128 0.113    

95% CIb -0.21, 0.29 -0.36, 0.08    

Ls Meanc -0.02 -0.34 0.33 (-0.22, 0.88) 0.232  

SEc 0.271 0.225    

95% CIc -0.56, 0.53 -0.80, 0.11    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 32 of 1056 

Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.52 0.46    

SD 0.981 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 20 22    

Mean -0.05 -0.36    

SD 1.191 1.002    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.30, 0.37)     

Ls Meanb -0.32 -0.36 0.03 (-0.29, 0.36) 0.853  

SEb 0.131 0.118    

95% CIb -0.58, -0.07 -0.59, -0.12    

Ls Meanc -0.40 -0.39 -0.01 (-0.53, 0.51) 0.970  

SEc 0.241 0.201    

95% CIc -0.88, 0.09 -0.79, 0.02    

 

  Day 15 Actual n 21 23    

Mean 0.10 0.13    

SD 0.436 0.344    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.37 -0.74    

SD 1.065 1.240    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.31, 0.39)     

Ls Meanb -0.61 -0.65 0.04 (-0.30, 0.37) 0.837  

SEb 0.133 0.125    

95% CIb -0.87, -0.35 -0.89, -0.40    

Ls Meanc -0.67 -0.57 -0.10 (-0.38, 0.18) 0.484  

SEc 0.135 0.116    

95% CIc -0.94, -0.39 -0.80, -0.33    

 

  Day 29 Actual n 16 20    

Mean 0.00 0.05    

SD 0.000 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 14 18    

Mean -0.36 -0.72    

SD 0.745 1.227    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.22, 0.48)     

Ls Meanb -0.64 -0.76 0.12 (-0.22, 0.46) 0.474  

SEb 0.138 0.121    

95% CIb -0.91, -0.36 -1.00, -0.52    

Ls Meanc -0.66 -0.52 -0.14 (-0.29, 0.00) 0.057  

SEc 0.073 0.057    

95% CIc -0.81, -0.51 -0.64, -0.40    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb -0.61 -0.64 0.04 (-0.08, 0.15) 0.537  

 

  Baseline Actual n 22 31  NEd  

Mean 0.59 0.94    

SD 0.959 0.998    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 0.64 0.32    

SD 1.036 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 22 27    

Mean 0.00 -0.74    

SD 0.976 1.023    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.39 (0.13, 0.66)     

Ls Meanb -0.17 -0.56 0.39 (0.13, 0.64) 0.003  

SEb 0.104 0.092    

95% CIb -0.37, 0.04 -0.74, -0.38    

Ls Meanc -0.09 -0.67 0.58 (0.14, 1.03) 0.012  

SEc 0.222 0.186    

95% CIc -0.53, 0.36 -1.04, -0.29    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.52 0.17    

SD 0.928 0.482    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 20 22    

Mean -0.20 -0.73    

SD 1.240 0.985    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.32 (0.04, 0.59)     

Ls Meanb -0.34 -0.65 0.31 (0.04, 0.58) 0.023  

SEb 0.107 0.097    

95% CIb -0.55, -0.13 -0.84, -0.46    

Ls Meanc -0.40 -0.67 0.27 (-0.13, 0.67) 0.184  

SEc 0.187 0.156    

95% CIc -0.78, -0.03 -0.99, -0.36    

 

  Day 15 Actual n 21 23    

Mean 0.05 0.09    

SD 0.218 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.58 -0.74    

SD 1.071 1.147    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.32, 0.25)     

Ls Meanb -0.72 -0.69 -0.03 (-0.31, 0.25) 0.832  

SEb 0.108 0.103    

95% CIb -0.93, -0.50 -0.89, -0.48    

Ls Meanc -0.73 -0.66 -0.06 (-0.22, 0.10) 0.427  

SEc 0.076 0.066    

95% CIc -0.88, -0.57 -0.80, -0.53    

 

  Day 29 Actual n 16 20    

Mean 0.00 0.05    

SD 0.000 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 14 18    

Mean -0.57 -0.78    

SD 0.938 1.166    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.42, 0.16)     

Ls Meanb -0.80 -0.67 -0.13 (-0.41, 0.16) 0.376  

SEb 0.115 0.101    

95% CIb -1.03, -0.58 -0.87, -0.47    

Ls Meanc -0.78 -0.65 -0.14 (-0.28, 0.01) 0.064  

SEc 0.072 0.057    

95% CIc -0.93, -0.63 -0.76, -0.53    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.09 (-0.03, 0.21)     

Ls Meanb -0.32 -0.38 0.06 (-0.02, 0.13) 0.136  

 

  Baseline Actual n 22 31  NEd  

Mean 0.55 0.42    

SD 0.671 0.564    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 25 31    

Mean 0.48 0.26    

SD 0.714 0.514    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 22 27    

Mean -0.14 -0.22    

SD 0.834 0.424    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.27 (-0.05, 0.58)     

Ls Meanb -0.05 -0.21 0.16 (-0.03, 0.36) 0.104  

SEb 0.078 0.069    

95% CIb -0.20, 0.10 -0.35, -0.07    

Ls Meanc -0.09 -0.20 0.11 (-0.23, 0.45) 0.505  

SEc 0.169 0.143    

95% CIc -0.43, 0.25 -0.49, 0.08    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.24 0.08    

SD 0.539 0.282    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 20 22    

Mean -0.30 -0.32    

SD 0.733 0.477    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.14, 0.53)     

Ls Meanb -0.21 -0.33 0.12 (-0.09, 0.33) 0.255  

SEb 0.080 0.074    

95% CIb -0.37, -0.06 -0.48, -0.19    

Ls Meanc -0.08 -0.31 0.22 (-0.06, 0.50) 0.120  

SEc 0.132 0.110    

95% CIc -0.35, 0.18 -0.53, -0.08    

 

  Day 15 Actual n 21 23    

Mean 0.14 0.09    

SD 0.359 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.47 -0.42    

SD 0.697 0.607    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.32, 0.38)     

Ls Meanb -0.36 -0.38 0.02 (-0.20, 0.24) 0.864  

SEb 0.082 0.079    

95% CIb -0.52, -0.20 -0.53, -0.22    

Ls Meanc -0.38 -0.40 0.01 (-0.21, 0.24) 0.907  

SEc 0.109 0.094    

95% CIc -0.61, -0.16 -0.59, -0.21    

 

  Day 29 Actual n 16 20    

Mean 0.06 0.00    

SD 0.250 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 14 18    

Mean -0.50 -0.44    

SD 0.650 0.616    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.28, 0.46)     

Ls Meanb -0.40 -0.45 0.06 (-0.17, 0.28) 0.627  

SEb 0.089 0.079    

95% CIb -0.57, -0.22 -0.61, -0.30    

Ls Meanc -0.41 -0.52 0.11 (-0.04, 0.26) 0.144  

SEc 0.075 0.060    

95% CIc -0.57, -0.26 -0.65, -0.40    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.14, 0.18)     

Ls Meanb -0.22 -0.24 0.02 (-0.11, 0.14) 0.783  

 

  Baseline Actual n 22 31  NEd  

Mean 0.50 0.23    

SD 0.913 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 25 31    

Mean 0.52 0.23    

SD 0.918 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 22 27    

Mean -0.14 0.00    

SD 0.560 0.734    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.34, 0.29)     

Ls Meanb -0.08 -0.06 -0.02 (-0.25, 0.22) 0.892  

SEb 0.098 0.087    

95% CIb -0.27, 0.11 -0.23, 0.11    

Ls Meanc -0.12 -0.10 -0.02 (-0.39, 0.35) 0.922  

SEc 0.181 0.155    

95% CIc -0.48, 0.25 -0.41, 0.21    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.29 0.17    

SD 0.717 0.482    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 20 22    

Mean -0.20 -0.18    

SD 0.834 0.664    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.29, 0.36)     

Ls Meanb -0.16 -0.19 0.03 (-0.22, 0.27) 0.841  

SEb 0.100 0.090    

95% CIb -0.36, 0.03 -0.37, -0.01    

Ls Meanc -0.21 -0.21 0.00 (-0.33, 0.33) 0.998  

SEc 0.153 0.130    

95% CIc -0.52, 0.10 -0.47, 0.05    

 

  Day 15 Actual n 21 23    

Mean 0.19 0.00    

SD 0.512 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.32 -0.21    

SD 0.820 0.631    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.32, 0.36)     

Ls Meanb -0.26 -0.27 0.01 (-0.24, 0.27) 0.924  

SEb 0.101 0.096    

95% CIb -0.46, -0.06 -0.46, -0.08    

Ls Meanc -0.26 -0.31 0.05 (-0.18, 0.29) 0.640  

SEc 0.113 0.098    

95% CIc -0.49, -0.03 -0.51, -0.11    

 

  Day 29 Actual n 16 20    

Mean 0.25 0.00    

SD 0.577 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 14 18    

Mean -0.29 -0.11    

SD 0.825 0.471    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.29, 0.39)     

Ls Meanb -0.27 -0.31 0.04 (-0.22, 0.29) 0.781  

SEb 0.105 0.093    

95% CIb -0.48, -0.07 -0.49, -0.13    

Ls Meanc -0.13 -0.17 0.04 (-0.25, 0.34) 0.778  

SEc 0.143 0.115    

95% CIc -0.42, 0.16 -0.40, 0.07    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.04 (-0.12, 0.03)     

Ls Meanb -0.69 -0.65 -0.04 (-0.10, 0.03) 0.286  

 

  Baseline Actual n 22 31  NEd  

Mean 0.59 0.68    

SD 0.854 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 25 31    

Mean 0.48 0.32    

SD 0.872 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 22 27    

Mean -0.09 -0.44    

SD 1.269 0.892    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.04, 0.43)     

Ls Meanb -0.27 -0.43 0.16 (-0.04, 0.36) 0.111  

SEb 0.079 0.070    

95% CIb -0.42, -0.11 -0.57, -0.29    

Ls Meanc -0.31 -0.56 0.25 (-0.23, 0.73) 0.303  

SEc 0.237 0.198    

95% CIc -0.79, 0.17 -0.96, -0.16    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.14 0.04    

SD 0.478 0.204    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 20 22    

Mean -0.50 -0.77    

SD 1.100 0.922    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.14, 0.37)     

Ls Meanb -0.61 -0.70 0.10 (-0.12, 0.31) 0.375  

SEb 0.082 0.076    

95% CIb -0.77, -0.45 -0.85, -0.55    

Ls Meanc -0.64 -0.71 0.07 (-0.20, 0.33) 0.603  

SEc 0.123 0.102    

95% CIc -0.89, -0.39 -0.92, -0.50    

 

  Day 15 Actual n 21 23    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.58 -0.79    

SD 0.902 0.918    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.27, 0.26)     

Ls Meanb -0.77 -0.76 0.00 (-0.23, 0.22) 0.966  

SEb 0.084 0.081    

95% CIb -0.93, -0.60 -0.92, -0.60    

Ls Meanc -0.68 -0.68 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.68, -0.68 -0.68, -0.68    

 

  Day 29 Actual n 16 20    

Mean 0.00 0.05    

SD 0.000 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 14 18    

Mean -0.50 -0.72    

SD 0.941 0.826    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.30, 0.26)     

Ls Meanb -0.72 -0.70 -0.02 (-0.26, 0.22) 0.892  

SEb 0.094 0.082    

95% CIb -0.90, -0.54 -0.86, -0.54    

Ls Meanc -0.68 -0.63 -0.05 (-0.21, 0.12) 0.551  

SEc 0.079 0.063    

95% CIc -0.84, -0.52 -0.76, -0.50    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.05 (-0.14, 0.04)     

Ls Meanb -0.11 -0.08 -0.03 (-0.07, 0.02) 0.283  

 

  Baseline Actual n 22 31  NEd  

Mean 0.18 0.10    

SD 0.664 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 25 31    

Mean 0.00 0.13    

SD 0.000 0.428    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 22 27    

Mean -0.18 0.04    

SD 0.664 0.649    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.30 (-0.52, -0.07)     

Ls Meanb -0.12 0.04 -0.15 (-0.27, -0.04) 0.010  

SEb 0.047 0.041    

95% CIb -0.21, -0.02 -0.04, 0.12    

Ls Meanc -0.19 -0.06 -0.14 (-0.35, 0.08) 0.201  

SEc 0.107 0.090    

95% CIc -0.41, 0.02 -0.24, 0.13    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 21 24    

Mean 0.00 0.08    

SD 0.000 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 20 22    

Mean -0.20 0.00    

SD 0.696 0.617    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.40, 0.07)     

Ls Meanb -0.12 -0.03 -0.08 (-0.21, 0.04) 0.182  

SEb 0.048 0.044    

95% CIb -0.21, -0.02 -0.12, 0.05    

Ls Meanc -0.17 -0.09 -0.09 (-0.31, 0.13) 0.431  

SEc 0.103 0.086    

95% CIc -0.38, 0.03 -0.26, 0.09    

 

  Day 15 Actual n 21 23    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 48 of 1056 

Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 19 19    

Mean -0.16 0.00    

SD 0.688 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.28, 0.22)     

Ls Meanb -0.12 -0.10 -0.02 (-0.14, 0.11) 0.809  

SEb 0.049 0.047    

95% CIb -0.21, -0.02 -0.19, -0.01    

Ls Meanc -0.08 -0.08 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.08, -0.08 -0.08, -0.08    

 

  Day 29 Actual n 16 20    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 14 18    

Mean -0.21 0.00    

SD 0.802 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.20, 0.31)     

Ls Meanb -0.12 -0.14 0.03 (-0.11, 0.16) 0.695  

SEb 0.053 0.047    

95% CIb -0.22, -0.01 -0.24, -0.05    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Immune-based 

therapy 

Body Aches Overall  Effect Size (95% 

CI)a 

0.12 (-1.05, 1.28)     

Ls Meanb -1.03 -1.16 0.13 (-1.64, 1.91) 0.853  

 

  Baseline Actual n 7 2  NEd  

Mean 1.71 0.00    

SD 1.254 0.000    

Min 0.00 0.00    

Median 2.00 0.00    

Max 3.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.71 0.00    

SD 0.951 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean -1.00 0.00    

SD 1.155 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.50 (-0.85, 1.85)     

Ls Meanb -0.64 -1.21 0.58 (-1.00, 2.15) 0.470  

SEb 0.497 0.595    

95% CIb -1.62, 0.34 -2.39, -0.04    

Ls Meanc -0.76 -0.85 0.09 (-2.74, 2.93) 0.938  

SEc 0.742 0.759    

95% CIc -2.66, 1.15 -2.80, 1.10    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean -1.29 0.00    

SD 1.380 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-1.10, 1.60)     

Ls Meanb -0.92 -1.21 0.29 (-1.28, 1.87) 0.715  

SEb 0.497 0.595    

95% CIb -1.90, 0.06 -2.39, -0.04    

Ls Meanc -0.94 -1.21 0.27 (-2.37, 2.92) 0.801  

SEc 0.692 0.708    

95% CIc -2.72, 0.84 -3.03, 0.61    

 

  Day 15 Actual n 7 3    

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.43 0.00    

SD 1.397 0.000    

Min -3.00 0.00    

Median -2.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-1.22, 1.48)     

Ls Meanb -1.07 -1.21 0.15 (-1.42, 1.72) 0.852  

SEb 0.497 0.595    

95% CIb -2.05, -0.08 -2.39, -0.04    

Ls Meanc -1.07 -1.25 0.18 (-2.37, 2.74) 0.862  

SEc 0.668 0.684    

95% CIc -2.79, 0.65 -3.01, 0.50    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean -1.17 0.00    

SD 1.329 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-1.25, 1.45)     

Ls Meanb -1.10 -1.21 0.11 (-1.46, 1.69) 0.887  

SEb 0.498 0.595    

95% CIb -2.08, -0.12 -2.39, -0.04    

Ls Meanc -0.84 -0.98 0.13 (-2.87, 3.14) 0.908  

SEc 0.740 0.731    

95% CIc -2.90, 1.21 -3.01, 1.06    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.20 (-0.60, 1.00)     

Ls Meanb -0.49 -0.67 0.19 (-0.79, 1.16) 0.646  

 

  Baseline Actual n 7 2  NEd  

Mean 1.00 0.00    

SD 1.000 0.000    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 6 3    

Mean 0.50 0.00    

SD 0.548 0.000    

Min 0.00 0.00    

Median 0.50 0.00    

Max 1.00 0.00    

 

   Change n 6 2    

Mean -0.33 0.00    

SD 0.516 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.46 (-0.87, 1.78)     

Ls Meanb -0.30 -0.73 0.42 (-0.81, 1.66) 0.501  

SEb 0.358 0.510    

95% CIb -1.01, 0.40 -1.73, 0.28    

Ls Meanc -0.23 -0.30 0.07 (-0.65, 0.79) 0.804  

SEc 0.187 0.173    

95% CIc -0.75, 0.29 -0.78, 0.18    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.57 0.50    

SD 0.787 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.43 0.50    

SD 0.976 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-1.34, 1.30)     

Ls Meanb -0.24 -0.23 -0.02 (-1.25, 1.22) 0.978  

SEb 0.353 0.510    

95% CIb -0.94, 0.45 -1.23, 0.78    

Ls Meanc -0.78 -0.02 -0.76 (-3.06, 1.53) 0.433  

SEc 0.630 0.605    

95% CIc -2.40, 0.84 -1.57, 1.54    

 

  Day 15 Actual n 7 3    

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.71 0.00    

SD 1.254 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-1.11, 1.54)     

Ls Meanb -0.53 -0.73 0.20 (-1.04, 1.43) 0.752  

SEb 0.353 0.510    

95% CIb -1.23, 0.17 -1.73, 0.28    

Ls Meanc -0.49 -0.78 0.29 (-2.15, 2.72) 0.775  

SEc 0.668 0.642    

95% CIc -2.21, 1.23 -2.43, 0.87    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean -0.83 0.00    

SD 1.329 0.000    

Min -2.00 0.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-1.11, 1.55)     

Ls Meanb -0.52 -0.73 0.20 (-1.03, 1.44) 0.746  

SEb 0.358 0.510    

95% CIb -1.23, 0.18 -1.73, 0.28    

Ls Meanc -0.52 -0.94 0.41 (-2.63, 3.45) 0.725  

SEc 0.753 0.738    

95% CIc -2.61, 1.57 -2.98, 1.11    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.13)     

Ls Meanb -0.65 -0.63 -0.02 (-0.25, 0.21) 0.833  

 

  Baseline Actual n 7 2  NEd  

Mean 0.71 1.00    

SD 1.254 0.000    

Min 0.00 1.00    

Median 0.00 1.00    

Max 3.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 0.57 1.00    

SD 0.976 1.000    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.14 -0.50    

SD 1.464 0.707    

Min -3.00 -1.00    

Median 0.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.46, 0.54)     

Ls Meanb -0.18 -0.22 0.05 (-0.54, 0.63) 0.870  

SEb 0.149 0.256    

95% CIb -0.47, 0.12 -0.73, 0.28    

Ls Meanc -0.70 -0.30 -0.39 (-3.31, 2.52) 0.742  

SEc 0.847 0.751    

95% CIc -2.88, 1.48 -2.23, 1.62    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 2    

Mean -0.57 -1.00    

SD 1.397 0.000    

Min -3.00 -1.00    

Median 0.00 -1.00    

Max 1.00 -1.00    

Effect Size (95% 

CI)a 

0.10 (-0.40, 0.60)     

Ls Meanb -0.60 -0.72 0.12 (-0.46, 0.70) 0.686  

SEb 0.149 0.256    

95% CIb -0.90, -0.31 -1.23, -0.22    

Ls Meanc -0.64 -0.76 0.12 (-0.98, 1.23) 0.789  

SEc 0.321 0.285    

95% CIc -1.47, 0.19 -1.49, -0.03    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.71 -1.00    

SD 1.254 0.000    

Min -3.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.52, 0.48)     

Ls Meanb -0.75 -0.72 -0.02 (-0.61, 0.56) 0.938  

SEb 0.149 0.256    

95% CIb -1.04, -0.45 -1.23, -0.22    

Ls Meanc -0.78 -0.78 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.78, -0.78 -0.78, -0.78    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.33 -1.00    

SD 0.816 0.000    

Min -2.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.55, 0.47)     

Ls Meanb -0.77 -0.72 -0.04 (-0.64, 0.55) 0.883  

SEb 0.158 0.256    

95% CIb -1.08, -0.46 -1.23, -0.22    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.72 (-1.23, -0.20)     

Ls Meanb -0.88 -0.22 -0.66 (-1.29, -0.04) 0.041  

 

  Baseline Actual n 7 2  NEd  

Mean 1.00 1.00    

SD 1.000 0.000    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 0.86 0.67    

SD 0.900 0.577    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.14 0.00    

SD 0.378 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.36 (-1.36, 0.63)     

Ls Meanb -0.33 0.01 -0.34 (-1.27, 0.59) 0.476  

SEb 0.263 0.391    

95% CIb -0.85, 0.19 -0.76, 0.78    

Ls Meanc -0.14 0.00 -0.14 (-1.16, 0.88) 0.734  

SEc 0.298 0.263    

95% CIc -0.91, 0.62 -0.68, 0.68    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.71 1.00    

SD 0.951 0.000    

Min 0.00 1.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.29 0.00    

SD 0.488 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.52 (-1.51, 0.48)     

Ls Meanb -0.47 0.01 -0.48 (-1.41, 0.45) 0.311  

SEb 0.263 0.391    

95% CIb -0.99, 0.05 -0.76, 0.78    

Ls Meanc -0.29 0.00 -0.29 (-1.67, 1.09) 0.618  

SEc 0.403 0.355    

95% CIc -1.32, 0.75 -0.91, 0.91    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.00 -0.50    

SD 1.000 0.707    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.75 (-1.75, 0.25)     

Ls Meanb -1.19 -0.49 -0.69 (-1.62, 0.24) 0.143  

SEb 0.263 0.391    

95% CIb -1.70, -0.67 -1.26, 0.28    

Ls Meanc -1.50 -0.50 -1.00 (-1.00, -1.00) NE  

SEc 0.000 0.000    

95% CIc -1.50, -1.50 -0.50, -0.50    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 6 2    

Mean -1.00 -0.50    

SD 1.095 0.707    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.74 (-1.74, 0.27)     

Ls Meanb -1.17 -0.49 -0.68 (-1.62, 0.25) 0.152  

SEb 0.268 0.391    

95% CIb -1.70, -0.65 -1.26, 0.28    

Ls Meanc -1.50 -0.50 -1.00 (-1.00, -1.00) NE  

SEc 0.000 0.000    

95% CIc -1.50, -1.50 -0.50, -0.50    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.11 (-0.22, 0.43)     

Ls Meanb -0.13 -0.18 0.05 (-0.14, 0.24) 0.546  

 

  Baseline Actual n 7 2  NEd  

Mean 0.29 0.00    

SD 0.488 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

  Day 3 Actual n 6 3    

Mean 0.17 0.33    

SD 0.408 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 6 2    

Mean 0.00 0.50    

SD 0.632 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.59 (-1.60, 0.42)     

Ls Meanb 0.04 0.31 -0.27 (-0.73, 0.19) 0.254  

SEb 0.123 0.198    

95% CIb -0.20, 0.28 -0.09, 0.70    

Ls Meanc 0.55 0.35 0.20 (-1.16, 1.56) 0.704  

SEc 0.366 0.322    

95% CIc -0.47, 1.57 -0.54, 1.24    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 2    

Mean -0.14 0.00    

SD 0.690 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.31 (-0.68, 1.31)     

Ls Meanb -0.05 -0.19 0.14 (-0.31, 0.60) 0.537  

SEb 0.116 0.198    

95% CIb -0.28, 0.18 -0.59, 0.20    

Ls Meanc -0.07 -0.27 0.20 (-0.93, 1.33) 0.667  

SEc 0.321 0.292    

95% CIc -0.89, 0.76 -1.02, 0.49    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.29 0.00    

SD 0.488 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-1.00, 1.00)     

Ls Meanb -0.19 -0.19 0.00 (-0.45, 0.45) 0.998  

SEb 0.116 0.198    

95% CIb -0.42, 0.03 -0.59, 0.20    

Ls Meanc -0.22 -0.22 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.22, -0.22 -0.22, -0.22    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.33 0.00    

SD 0.516 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-1.04, 0.99)     

Ls Meanb -0.21 -0.19 -0.01 (-0.47, 0.45) 0.961  

SEb 0.123 0.198    

95% CIb -0.45, 0.04 -0.59, 0.20    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.22 (-0.94, 1.38)     

Ls Meanb -0.13 -0.33 0.20 (-1.18, 1.57) 0.725  

 

  Baseline Actual n 7 2  NEd  

Mean 0.57 0.00    

SD 0.976 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean -0.14 0.00    

SD 1.215 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.43 (-1.13, 2.00)     

Ls Meanb -0.06 -0.45 0.39 (-1.03, 1.81) 0.589  

SEb 0.449 0.561    

95% CIb -0.95, 0.82 -1.56, 0.65    

Ls Meanc -0.02 -0.42 0.40 (-2.02, 2.82) 0.689  

SEc 0.691 0.629    

95% CIc -1.80, 1.75 -2.04, 1.19    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.43 1.00    

SD 0.787 1.414    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.14 1.00    

SD 1.215 1.414    

Min -2.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.67 (-2.24, 0.89)     

Ls Meanb -0.06 0.55 -0.61 (-2.03, 0.81) 0.400  

SEb 0.449 0.561    

95% CIb -0.95, 0.82 -0.56, 1.65    

Ls Meanc -1.02 0.58 -1.60 (-4.02, 0.82) 0.150  

SEc 0.691 0.629    

95% CIc -2.80, 0.75 -1.04, 2.19    

 

  Day 15 Actual n 7 3    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.14 0.00    

SD 1.215 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.43 (-1.13, 2.00)     

Ls Meanb -0.06 -0.45 0.39 (-1.03, 1.81) 0.589  

SEb 0.449 0.561    

95% CIb -0.95, 0.82 -1.56, 0.65    

Ls Meanc -0.02 -0.42 0.40 (-2.02, 2.82) 0.689  

SEc 0.691 0.629    

95% CIc -1.80, 1.75 -2.04, 1.19    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean 0.00 0.00    

SD 1.265 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-1.31, 1.83)     

Ls Meanb -0.22 -0.45 0.24 (-1.19, 1.66) 0.744  

SEb 0.451 0.561    

95% CIb -1.11, 0.67 -1.56, 0.65    

Ls Meanc 0.10 -0.30 0.40 (-2.32, 3.12) 0.704  

SEc 0.731 0.644    

95% CIc -1.93, 2.13 -2.09, 1.49    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

1.15 (-0.21, 2.50)     

Ls Meanb -0.23 -1.15 0.92 (-0.51, 2.35) 0.159  

 

  Baseline Actual n 7 2  NEd  

Mean 2.00 0.50    

SD 0.816 0.707    

Min 1.00 0.00    

Median 2.00 0.50    

Max 3.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 1.29 1.00    

SD 0.756 1.000    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.71 0.00    

SD 1.254 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

1.82 (-0.10, 3.73)     

Ls Meanb -0.08 -1.53 1.46 (-0.09, 3.00) 0.064  

SEb 0.431 0.597    

95% CIb -0.93, 0.77 -2.71, -0.35    

Ls Meanc 0.33 -1.46 1.79 (-1.21, 4.79) 0.187  

SEc 0.720 0.731    

95% CIc -1.52, 2.18 -3.34, 0.42    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 1.29 1.00    

SD 0.756 0.000    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.71 0.50    

SD 1.254 0.707    

Min -3.00 0.00    

Median -1.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

1.19 (-0.72, 3.10)     

Ls Meanb -0.08 -1.03 0.96 (-0.59, 2.50) 0.223  

SEb 0.431 0.597    

95% CIb -0.93, 0.77 -2.21, 0.15    

Ls Meanc -0.17 -0.96 0.79 (-2.21, 3.79) 0.531  

SEc 0.720 0.731    

95% CIc -2.02, 1.68 -2.84, 0.92    

 

  Day 15 Actual n 7 3    

Mean 1.00 0.67    

SD 0.816 0.577    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.00 0.50    

SD 1.414 0.707    

Min -3.00 0.00    

Median -1.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.84 (-1.08, 2.75)     

Ls Meanb -0.36 -1.03 0.67 (-0.87, 2.21) 0.393  

SEb 0.431 0.597    

95% CIb -1.21, 0.49 -2.21, 0.15    

Ls Meanc -0.25 -1.25 1.00 (-1.91, 3.91) 0.418  

SEc 0.700 0.710    

95% CIc -2.05, 1.55 -3.08, 0.58    

 

  Day 29 Actual n 6 2    

Mean 1.33 1.00    

SD 0.816 0.000    

Min 0.00 1.00    

Median 1.50 1.00    

Max 2.00 1.00    

 

   Change n 6 2    

Mean -0.50 0.50    

SD 1.225 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

1.03 (-0.88, 2.95)     

Ls Meanb -0.20 -1.03 0.83 (-0.72, 2.38) 0.292  

SEb 0.435 0.597    

95% CIb -1.06, 0.65 -2.21, 0.15    

Ls Meanc 0.03 -0.74 0.76 (-3.03, 4.56) 0.606  

SEc 0.851 0.823    

95% CIc -2.33, 2.39 -3.02, 1.55    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.15 (-0.55, 0.25)     

Ls Meanb -1.42 -1.26 -0.16 (-0.72, 0.40) 0.500  

 

  Baseline Actual n 7 2  NEd  

Mean 1.71 0.50    

SD 1.113 0.707    

Min 0.00 0.00    

Median 2.00 0.50    

Max 3.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 0.86 0.33    

SD 0.900 0.577    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.86 0.00    

SD 0.900 0.000    

Min -2.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.61, 0.98)     

Ls Meanb -0.79 -0.99 0.20 (-0.66, 1.05) 0.652  

SEb 0.237 0.364    

95% CIb -1.26, -0.33 -1.71, -0.27    

Ls Meanc -0.97 -0.47 -0.50 (-2.69, 1.69) 0.583  

SEc 0.624 0.610    

95% CIc -2.58, 0.63 -2.04, 1.10    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.43 1.50    

SD 0.535 0.707    

Min 0.00 1.00    

Median 0.00 1.50    

Max 1.00 2.00    

 

   Change n 7 2    

Mean -1.29 1.00    

SD 1.254 0.000    

Min -3.00 1.00    

Median -2.00 1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.16 (-1.95, -0.36)     

Ls Meanb -1.22 0.01 -1.23 (-2.09, -0.38) 0.005  

SEb 0.237 0.364    

95% CIb -1.69, -0.76 -0.71, 0.73    

Ls Meanc -1.52 0.04 -1.56 (-3.21, 0.10) 0.060  

SEc 0.472 0.461    

95% CIc -2.73, -0.31 -1.15, 1.22    

 

  Day 15 Actual n 7 3    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.57 -0.50    

SD 1.272 0.707    

Min -3.00 -1.00    

Median -2.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.81, 0.78)     

Ls Meanb -1.51 -1.49 -0.02 (-0.87, 0.83) 0.965  

SEb 0.237 0.364    

95% CIb -1.98, -1.04 -2.21, -0.77    

Ls Meanc -1.32 -1.54 0.21 (-0.91, 1.34) 0.649  

SEc 0.320 0.313    

95% CIc -2.15, -0.50 -2.34, -0.73    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 2    

Mean -1.50 -0.50    

SD 1.378 0.707    

Min -3.00 -1.00    

Median -1.50 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.87, 0.73)     

Ls Meanb -1.56 -1.49 -0.07 (-0.93, 0.79) 0.869  

SEb 0.242 0.364    

95% CIb -2.04, -1.08 -2.21, -0.77    

Ls Meanc -1.23 -1.45 0.23 (-1.12, 1.58) 0.665  

SEc 0.360 0.342    

95% CIc -2.23, -0.23 -2.40, -0.51    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.14 (-0.94, 1.22)     

Ls Meanb -0.65 -0.78 0.13 (-1.20, 1.47) 0.810  

 

  Baseline Actual n 7 2  NEd  

Mean 1.43 0.50    

SD 0.976 0.707    

Min 0.00 0.00    

Median 2.00 0.50    

Max 2.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 0.71 0.00    

SD 0.951 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean -0.71 -0.50    

SD 0.951 0.707    

Min -2.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.66 (-0.85, 2.17)     

Ls Meanb -0.36 -0.98 0.62 (-0.81, 2.06) 0.393  

SEb 0.450 0.583    

95% CIb -1.25, 0.53 -2.13, 0.17    

Ls Meanc -0.36 -0.86 0.50 (-1.99, 2.99) 0.628  

SEc 0.726 0.688    

95% CIc -2.23, 1.50 -2.63, 0.91    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 1.00 1.00    

SD 1.000 0.000    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.43 0.50    

SD 1.134 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-1.61, 1.41)     

Ls Meanb -0.08 0.02 -0.09 (-1.53, 1.34) 0.900  

SEb 0.450 0.583    

95% CIb -0.96, 0.81 -1.13, 1.17    

Ls Meanc -0.12 0.03 -0.15 (-3.02, 2.72) 0.898  

SEc 0.835 0.792    

95% CIc -2.27, 2.03 -2.00, 2.07    

 

  Day 15 Actual n 7 3    

Mean 0.29 0.33    

SD 0.756 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.14 0.00    

SD 1.069 1.414    

Min -2.00 -1.00    

Median -2.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.32 (-1.84, 1.19)     

Ls Meanb -0.79 -0.48 -0.31 (-1.74, 1.13) 0.674  

SEb 0.450 0.583    

95% CIb -1.68, 0.10 -1.63, 0.67    

Ls Meanc -0.38 -0.58 0.20 (-2.03, 2.43) 0.827  

SEc 0.649 0.615    

95% CIc -2.05, 1.29 -2.16, 1.00    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean -1.00 -0.50    

SD 1.095 0.707    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-1.35, 1.68)     

Ls Meanb -0.82 -0.98 0.16 (-1.28, 1.60) 0.827  

SEb 0.453 0.583    

95% CIb -1.72, 0.07 -2.13, 0.17    

Ls Meanc -0.72 -0.97 0.25 (-2.37, 2.87) 0.804  

SEc 0.716 0.656    

95% CIc -2.71, 1.27 -2.79, 0.85    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.02 (-0.18, 0.23)     

Ls Meanb -0.38 -0.39 0.02 (-0.18, 0.21) 0.842  

 

  Baseline Actual n 7 2  NEd  

Mean 0.57 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.29 0.00    

SD 0.488 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 2    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.23, 0.93)     

Ls Meanb -0.15 -0.41 0.26 (-0.17, 0.68) 0.234  

SEb 0.110 0.185    

95% CIb -0.37, 0.06 -0.78, -0.05    

Ls Meanc -0.19 -0.34 0.15 (-1.26, 1.57) 0.791  

SEc 0.399 0.369    

95% CIc -1.21, 0.84 -1.29, 0.61    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.29 0.00    

SD 0.488 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 2    

Mean -0.29 0.00    

SD 0.488 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.23, 0.93)     

Ls Meanb -0.15 -0.41 0.26 (-0.17, 0.68) 0.234  

SEb 0.110 0.185    

95% CIb -0.37, 0.06 -0.78, -0.05    

Ls Meanc -0.22 -0.22 0.00 (-0.90, 0.90) 1.000  

SEc 0.254 0.235    

95% CIc -0.88, 0.43 -0.83, 0.38    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.57 0.00    

SD 0.787 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.62, 0.54)     

Ls Meanb -0.44 -0.41 -0.03 (-0.45, 0.40) 0.896  

SEb 0.110 0.185    

95% CIb -0.66, -0.22 -0.78, -0.05    

Ls Meanc -0.44 -0.44 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.44, -0.44 -0.44, -0.44    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.67 0.00    

SD 0.816 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.65, 0.53)     

Ls Meanb -0.46 -0.41 -0.05 (-0.48, 0.39) 0.836  

SEb 0.116 0.185    

95% CIb -0.69, -0.23 -0.78, -0.05    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.49 (-1.35, 0.37)     

Ls Meanb -0.95 -0.42 -0.52 (-1.73, 0.68) 0.314  

 

  Baseline Actual n 7 2  NEd  

Mean 1.00 1.00    

SD 1.000 1.414    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 7 3    

Mean 0.86 1.33    

SD 0.900 0.577    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.14 0.00    

SD 1.215 1.414    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.46 (-1.62, 0.70)     

Ls Meanb -0.47 0.02 -0.49 (-1.74, 0.75) 0.436  

SEb 0.416 0.478    

95% CIb -1.29, 0.35 -0.92, 0.97    

Ls Meanc -0.31 0.00 -0.31 (-3.16, 2.54) 0.791  

SEc 0.871 0.685    

95% CIc -2.55, 1.93 -1.76, 1.76    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.71 0.50    

SD 0.951 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.29 -0.50    

SD 1.496 2.121    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-1.29, 1.03)     

Ls Meanb -0.61 -0.48 -0.14 (-1.39, 1.11) 0.829  

SEb 0.416 0.478    

95% CIb -1.43, 0.21 -1.42, 0.47    

Ls Meanc -0.62 -0.50 -0.12 (-3.14, 2.90) 0.923  

SEc 0.923 0.725    

95% CIc -2.99, 1.75 -2.36, 1.36    

 

  Day 15 Actual n 7 3    

Mean 0.29 0.33    

SD 0.488 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.71 -0.50    

SD 1.113 2.121    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.53 (-1.69, 0.63)     

Ls Meanb -1.04 -0.48 -0.57 (-1.81, 0.68) 0.373  

SEb 0.416 0.478    

95% CIb -1.86, -0.22 -1.42, 0.47    

Ls Meanc -1.21 -0.50 -0.71 (-2.29, 0.86) 0.296  

SEc 0.481 0.378    

95% CIc -2.45, 0.02 -1.47, 0.47    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.50    

SD 0.408 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 6 2    

Mean -0.67 -0.50    

SD 1.211 2.121    

Min -2.00 -2.00    

Median -0.50 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.64 (-1.80, 0.52)     

Ls Meanb -1.16 -0.48 -0.68 (-1.94, 0.57) 0.281  

SEb 0.417 0.478    

95% CIb -1.99, -0.34 -1.42, 0.47    

Ls Meanc -1.04 -0.35 -0.69 (-2.01, 0.63) 0.220  

SEc 0.384 0.295    

95% CIc -2.11, 0.02 -1.17, 0.46    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.32 (-0.68, 1.32)     

Ls Meanb -0.20 -0.48 0.28 (-0.88, 1.44) 0.560  

 

  Baseline Actual n 7 2  NEd  

Mean 0.71 0.00    

SD 0.951 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.71 0.67    

SD 0.951 1.155    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean 0.00 0.00    

SD 1.000 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.69 (-0.68, 2.07)     

Ls Meanb 0.13 -0.48 0.61 (-0.61, 1.83) 0.324  

SEb 0.378 0.484    

95% CIb -0.62, 0.87 -1.44, 0.47    

Ls Meanc 0.09 -0.31 0.39 (-2.27, 3.06) 0.719  

SEc 0.750 0.695    

95% CIc -1.84, 2.02 -2.09, 1.48    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.71 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean 0.00 0.00    

SD 1.000 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.69 (-0.68, 2.07)     

Ls Meanb 0.13 -0.48 0.61 (-0.61, 1.83) 0.324  

SEb 0.378 0.484    

95% CIb -0.62, 0.87 -1.44, 0.47    

Ls Meanc 0.12 -0.41 0.53 (-1.71, 2.76) 0.571  

SEc 0.629 0.583    

95% CIc -1.50, 1.73 -1.91, 1.09    

 

  Day 15 Actual n 7 3    

Mean 0.43 0.00    

SD 0.535 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 36 of 1056 

Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.37 (-1.01, 1.74)     

Ls Meanb -0.16 -0.48 0.33 (-0.89, 1.54) 0.599  

SEb 0.378 0.484    

95% CIb -0.91, 0.59 -1.44, 0.47    

Ls Meanc -0.18 -0.37 0.18 (-1.14, 1.51) 0.736  

SEc 0.374 0.347    

95% CIc -1.14, 0.78 -1.26, 0.53    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 2    

Mean -0.67 0.00    

SD 1.211 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-1.39, 1.37)     

Ls Meanb -0.49 -0.48 -0.01 (-1.23, 1.21) 0.990  

SEb 0.380 0.484    

95% CIb -1.24, 0.26 -1.44, 0.47    

Ls Meanc -0.42 -0.73 0.31 (-1.01, 1.63) 0.549  

SEc 0.341 0.316    

95% CIc -1.37, 0.53 -1.61, 0.15    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.02 (-0.26, 0.23)     

Ls Meanb -0.19 -0.18 -0.01 (-0.27, 0.25) 0.904  

 

  Baseline Actual n 6 2  NEd  

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.71 0.33    

SD 0.951 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 6 2    

Mean 0.17 0.50    

SD 0.983 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.67, 0.55)     

Ls Meanb 0.24 0.29 -0.05 (-0.50, 0.41) 0.845  

SEb 0.127 0.194    

95% CIb -0.01, 0.49 -0.10, 0.67    

Ls Meanc -0.28 0.33 -0.60 (-3.32, 2.12) 0.573  

SEc 0.731 0.644    

95% CIc -2.31, 1.76 -1.46, 2.11    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 2    

Mean -0.17 0.00    

SD 0.983 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.45, 0.77)     

Ls Meanb -0.09 -0.21 0.12 (-0.34, 0.58) 0.602  

SEb 0.127 0.194    

95% CIb -0.34, 0.16 -0.60, 0.17    

Ls Meanc -0.08 -0.28 0.20 (-1.16, 1.56) 0.704  

SEc 0.366 0.322    

95% CIc -1.09, 0.94 -1.17, 0.62    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 6 2    

Mean -0.33 0.00    

SD 0.816 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.67, 0.55)     

Ls Meanb -0.26 -0.21 -0.05 (-0.50, 0.41) 0.845  

SEb 0.127 0.194    

95% CIb -0.51, -0.01 -0.60, 0.17    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.62, 0.61)     

Ls Meanb -0.22 -0.21 0.00 (-0.47, 0.46) 0.986  

SEb 0.133 0.194    

95% CIb -0.48, 0.05 -0.60, 0.17    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-1.23 (-2.00, -0.46)     

Ls Meanb -0.73 0.38 -1.11 (-2.02, -0.20) 0.026  

 

  Baseline Actual n 7 2  NEd  

Mean 0.57 0.00    

SD 0.976 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.43 0.33    

SD 0.787 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.14 0.50    

SD 0.378 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.03 (-2.09, 0.03)     

Ls Meanb -0.63 0.30 -0.93 (-1.90, 0.04) 0.059  

SEb 0.301 0.384    

95% CIb -1.23, -0.04 -0.46, 1.06    

Ls Meanc -0.61 0.39 -1.00 (-1.89, -0.11) 0.034  

SEc 0.254 0.231    

95% CIc -1.26, 0.04 -0.21, 0.98    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.43 1.00    

SD 0.787 1.414    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.14 1.00    

SD 0.378 1.414    

Min -1.00 0.00    

Median 0.00 1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-1.58 (-2.65, -0.52)     

Ls Meanb -0.63 0.80 -1.43 (-2.40, -0.46) 0.004  

SEb 0.301 0.384    

95% CIb -1.23, -0.04 0.04, 1.56    

Ls Meanc -1.11 0.89 -2.00 (-2.89, -1.11) 0.002  

SEc 0.254 0.231    

95% CIc -1.76, -0.46 0.29, 1.48    

 

  Day 15 Actual n 7 3    

Mean 0.43 0.33    

SD 0.787 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.14 0.50    

SD 0.378 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.03 (-2.09, 0.03)     

Ls Meanb -0.63 0.30 -0.93 (-1.90, 0.04) 0.059  

SEb 0.301 0.384    

95% CIb -1.23, -0.04 -0.46, 1.06    

Ls Meanc -0.61 0.39 -1.00 (-1.89, -0.11) 0.034  

SEc 0.254 0.231    

95% CIc -1.26, 0.04 -0.21, 0.98    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.50    

SD 0.816 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

 

   Change n 6 2    

Mean -0.33 0.50    

SD 0.816 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.20 (-2.27, -0.14)     

Ls Meanb -0.79 0.30 -1.09 (-2.05, -0.12) 0.028  

SEb 0.303 0.384    

95% CIb -1.39, -0.19 -0.46, 1.06    

Ls Meanc -0.75 0.25 -1.00 (-3.19, 1.19) 0.275  

SEc 0.580 0.523    

95% CIc -2.36, 0.86 -1.20, 1.70    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 43 of 1056 

Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -0.33 -0.35 0.01 (-0.17, 0.20) 0.838  

 

  Baseline Actual n 6 2  NEd  

Mean 0.50 0.00    

SD 0.837 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.59 (0.05, 1.13)     

Ls Meanb 0.11 -0.35 0.45 (0.03, 0.87) 0.034  

SEb 0.112 0.179    

95% CIb -0.12, 0.33 -0.70, 0.01    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.50 0.00    

SD 0.837 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.61, 0.48)     

Ls Meanb -0.39 -0.35 -0.05 (-0.47, 0.37) 0.819  

SEb 0.112 0.179    

95% CIb -0.62, -0.17 -0.70, 0.01    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 45 of 1056 

Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 6 2    

Mean -0.50 0.00    

SD 0.837 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.61, 0.48)     

Ls Meanb -0.39 -0.35 -0.05 (-0.47, 0.37) 0.819  

SEb 0.112 0.179    

95% CIb -0.62, -0.17 -0.70, 0.01    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 2    

Mean -0.60 0.00    

SD 0.894 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.10 (-0.65, 0.45)     

Ls Meanb -0.42 -0.35 -0.08 (-0.50, 0.35) 0.723  

SEb 0.120 0.179    

95% CIb -0.66, -0.19 -0.70, 0.01    

Ls Meanc -0.43 -0.43 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.43, -0.43 -0.43, -0.43    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.19 -0.21 0.01 (-0.08, 0.10) 0.760  

 

  Baseline Actual n 7 2  NEd  

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.60 (0.25, 0.95)     

Ls Meanb 0.21 -0.21 0.42 (0.17, 0.67) 0.001  

SEb 0.063 0.110    

95% CIb 0.09, 0.34 -0.42, 0.01    

Ls Meanc 0.15 -0.02 0.17 (-0.97, 1.30) 0.721  

SEc 0.328 0.293    

95% CIc -0.69, 0.99 -0.77, 0.73    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 2    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.37, 0.34)     

Ls Meanb -0.21 -0.21 -0.01 (-0.26, 0.24) 0.943  

SEb 0.063 0.110    

95% CIb -0.34, -0.09 -0.42, 0.01    

Ls Meanc -0.22 -0.22 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.22, -0.22 -0.22, -0.22    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 48 of 1056 

Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.37, 0.34)     

Ls Meanb -0.21 -0.21 -0.01 (-0.26, 0.24) 0.943  

SEb 0.063 0.110    

95% CIb -0.34, -0.09 -0.42, 0.01    

Ls Meanc -0.22 -0.22 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.22, -0.22 -0.22, -0.22    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.33 0.00    

SD 0.816 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.39, 0.33)     

Ls Meanb -0.22 -0.21 -0.02 (-0.27, 0.24) 0.887  

SEb 0.067 0.110    

95% CIb -0.36, -0.09 -0.42, 0.01    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Corticosteroids Body Aches Overall  Effect Size (95% 

CI)a 

-0.21 (-0.45, 0.03)     

Ls Meanb -1.47 -1.27 -0.20 (-0.46, 0.05) 0.105  

 

  Baseline Actual n 12 10  NEd  

Mean 1.50 1.70    

SD 1.000 0.949    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.71 1.00    

SD 0.914 1.128    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 3.00    

 

   Change n 11 10    

Mean -0.91 -0.50    

SD 1.221 1.179    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.56 (-1.23, 0.10)     

Ls Meanb -1.13 -0.58 -0.55 (-1.20, 0.10) 0.098  

SEb 0.265 0.260    

95% CIb -1.65, -0.61 -1.09, -0.07    

Ls Meanc -1.00 -0.48 -0.53 (-1.55, 0.49) 0.291  

SEc 0.657 0.545    

95% CIc -2.39, 0.39 -1.63, 0.68    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.31 0.69    

SD 0.751 1.182    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 10    

Mean -1.20 -0.80    

SD 1.135 1.317    

Min -3.00 -3.00    

Median -1.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.55 (-1.22, 0.12)     

Ls Meanb -1.42 -0.88 -0.54 (-1.20, 0.12) 0.110  

SEb 0.269 0.260    

95% CIb -1.95, -0.89 -1.39, -0.37    

Ls Meanc -1.65 -1.05 -0.60 (-1.63, 0.43) 0.232  

SEc 0.652 0.540    

95% CIc -3.04, -0.26 -2.20, 0.10    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.00 -1.50    

SD 1.000 1.049    

Min -2.00 -3.00    

Median -1.00 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.77, 0.92)     

Ls Meanb -1.57 -1.65 0.08 (-0.75, 0.91) 0.853  

SEb 0.333 0.308    

95% CIb -2.22, -0.91 -2.25, -1.04    

Ls Meanc -1.32 -1.24 -0.07 (-0.55, 0.40) 0.721  

SEc 0.142 0.131    

95% CIc -1.65, -0.98 -1.55, -0.93    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.11    

SD 0.000 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 6 7    

Mean -1.17 -1.57    

SD 0.983 1.134    

Min -2.00 -3.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.34 (-1.14, 0.45)     

Ls Meanb -1.71 -1.38 -0.33 (-1.11, 0.45) 0.401  

SEb 0.315 0.290    

95% CIb -2.33, -1.09 -1.95, -0.81    

Ls Meanc -1.52 -1.37 -0.16 (-0.59, 0.27) 0.427  

SEc 0.215 0.176    

95% CIc -2.02, -1.03 -1.77, -0.96    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.04)     

Ls Meanb -1.16 -1.07 -0.09 (-0.24, 0.05) 0.180  

 

  Baseline Actual n 12 10  NEd  

Mean 1.17 1.40    

SD 0.937 1.075    

Min 0.00 0.00    

Median 1.50 2.00    

Max 2.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.36 0.42    

SD 0.745 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 11 10    

Mean -0.82 -1.00    

SD 0.874 0.943    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.45, 0.38)     

Ls Meanb -0.94 -0.90 -0.03 (-0.45, 0.38) 0.874  

SEb 0.166 0.165    

95% CIb -1.27, -0.61 -1.23, -0.58    

Ls Meanc -0.76 -0.84 0.08 (-0.52, 0.67) 0.786  

SEc 0.391 0.320    

95% CIc -1.59, 0.07 -1.52, -0.16    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.08 0.46    

SD 0.277 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 10 10    

Mean -1.10 -1.00    

SD 0.994 1.247    

Min -2.00 -3.00    

Median -1.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.36 (-0.79, 0.06)     

Ls Meanb -1.27 -0.90 -0.36 (-0.79, 0.06) 0.092  

SEb 0.170 0.165    

95% CIb -1.60, -0.93 -1.23, -0.58    

Ls Meanc -1.40 -1.01 -0.39 (-0.89, 0.12) 0.123  

SEc 0.327 0.266    

95% CIc -2.10, -0.70 -1.58, -0.45    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.00 -1.17    

SD 1.000 0.983    

Min -2.00 -2.00    

Median -1.00 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.40, 0.70)     

Ls Meanb -1.14 -1.29 0.15 (-0.40, 0.70) 0.596  

SEb 0.219 0.202    

95% CIb -1.57, -0.71 -1.68, -0.89    

Ls Meanc -1.09 -1.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.09, -1.09 -1.09, -1.09    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -1.33 -1.29    

SD 1.033 0.951    

Min -2.00 -2.00    

Median -2.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.66, 0.36)     

Ls Meanb -1.34 -1.19 -0.15 (-0.66, 0.36) 0.565  

SEb 0.205 0.187    

95% CIb -1.74, -0.94 -1.56, -0.82    

Ls Meanc -1.31 -1.31 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.31, -1.31 -1.31, -1.31    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.06 (-0.04, 0.16)     

Ls Meanb -0.58 -0.64 0.06 (-0.04, 0.16) 0.237  

 

  Baseline Actual n 12 10  NEd  

Mean 0.83 0.80    

SD 0.937 0.919    

Min 0.00 0.00    

Median 0.50 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.93 0.25    

SD 0.829 0.452    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 1.00    

 

   Change n 11 10    

Mean 0.18 -0.60    

SD 1.168 0.699    

Min -1.00 -2.00    

Median 0.00 -0.50    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.72 (0.35, 1.09)     

Ls Meanb 0.14 -0.53 0.67 (0.33, 1.02) <.001  

SEb 0.133 0.133    

95% CIb -0.12, 0.40 -0.79, -0.27    

Ls Meanc -0.22 -0.73 0.51 (-0.14, 1.16) 0.114  

SEc 0.436 0.348    

95% CIc -1.14, 0.71 -1.47, 0.01    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.15 0.46    

SD 0.376 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 10 10    

Mean -0.50 -0.60    

SD 0.850 0.966    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.49, 0.27)     

Ls Meanb -0.63 -0.53 -0.10 (-0.45, 0.25) 0.572  

SEb 0.138 0.133    

95% CIb -0.90, -0.36 -0.79, -0.27    

Ls Meanc -0.63 -0.55 -0.08 (-0.50, 0.35) 0.709  

SEc 0.276 0.217    

95% CIc -1.22, -0.04 -1.02, -0.09    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -0.80 -0.33    

SD 0.837 0.516    

Min -2.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.23 (-0.73, 0.28)     

Ls Meanb -0.76 -0.55 -0.21 (-0.68, 0.26) 0.381  

SEb 0.185 0.169    

95% CIb -1.12, -0.40 -0.88, -0.22    

Ls Meanc -0.64 -0.48 -0.16 (-0.65, 0.32) 0.445  

SEc 0.145 0.135    

95% CIc -0.99, -0.30 -0.80, -0.16    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.22    

SD 0.000 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 7    

Mean -0.33 -0.43    

SD 0.516 0.535    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.39, 0.54)     

Ls Meanb -0.63 -0.70 0.07 (-0.36, 0.51) 0.747  

SEb 0.171 0.156    

95% CIb -0.96, -0.29 -1.01, -0.39    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.13 (-0.60, 0.35)     

Ls Meanb -0.44 -0.33 -0.10 (-0.52, 0.31) 0.613  

 

  Baseline Actual n 12 10  NEd  

Mean 1.50 1.30    

SD 0.798 0.823    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 1.50 1.33    

SD 1.019 0.651    

Min 0.00 1.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 11 10    

Mean -0.09 0.10    

SD 0.701 0.876    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.90, 0.86)     

Ls Meanb 0.22 0.24 -0.02 (-0.73, 0.69) 0.959  

SEb 0.335 0.314    

95% CIb -0.44, 0.88 -0.38, 0.85    

Ls Meanc -0.35 -0.09 -0.26 (-1.03, 0.50) 0.478  

SEc 0.495 0.411    

95% CIc -1.40, 0.70 -0.96, 0.78    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 1.15 1.54    

SD 0.987 0.877    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 10 10    

Mean -0.60 0.10    

SD 0.699 0.994    

Min -2.00 -1.00    

Median -0.50 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.78 (-1.67, 0.10)     

Ls Meanb -0.40 0.24 -0.64 (-1.35, 0.08) 0.081  

SEb 0.337 0.314    

95% CIb -1.06, 0.26 -0.38, 0.85    

Ls Meanc -0.14 0.38 -0.52 (-1.34, 0.29) 0.188  

SEc 0.518 0.429    

95% CIc -1.24, 0.96 -0.53, 1.30    

 

  Day 15 Actual n 8 8    

Mean 0.63 0.63    

SD 0.518 0.916    

Min 0.00 0.00    

Median 1.00 0.00    

Max 1.00 2.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -0.80 -1.00    

SD 0.447 0.632    

Min -1.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-1.00, 0.97)     

Ls Meanb -0.62 -0.61 -0.01 (-0.81, 0.79) 0.978  

SEb 0.363 0.337    

95% CIb -1.34, 0.09 -1.27, 0.05    

Ls Meanc -0.86 -0.94 0.08 (-0.73, 0.88) 0.828  

SEc 0.244 0.227    

95% CIc -1.44, -0.29 -1.48, -0.40    

 

  Day 29 Actual n 7 9    

Mean 0.43 0.44    

SD 0.535 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 7    

Mean -0.67 -1.14    

SD 0.516 0.690    

Min -1.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.23 (-0.72, 1.19)     

Ls Meanb -0.61 -0.80 0.19 (-0.59, 0.96) 0.634  

SEb 0.357 0.326    

95% CIb -1.31, 0.09 -1.44, -0.16    

Ls Meanc -0.80 -1.09 0.29 (-0.23, 0.81) 0.235  

SEc 0.265 0.211    

95% CIc -1.41, -0.19 -1.58, -0.60    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.26 (-0.38, -0.13)     

Ls Meanb -0.83 -0.55 -0.27 (-0.42, -0.13) 0.001  

 

  Baseline Actual n 12 10  NEd  

Mean 1.00 0.40    

SD 1.279 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 14 12    

Mean 0.21 0.58    

SD 0.802 0.669    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    

 

   Change n 11 10    

Mean -0.91 0.20    

SD 1.300 0.632    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.63 (-0.97, -0.29)     

Ls Meanb -0.86 -0.19 -0.67 (-1.03, -0.31) <.001  

SEb 0.145 0.143    

95% CIb -1.15, -0.58 -0.48, 0.09    

Ls Meanc -1.01 -0.29 -0.72 (-1.22, -0.23) 0.007  

SEc 0.312 0.261    

95% CIc -1.67, -0.35 -0.84, 0.27    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.00 0.54    

SD 0.000 0.967    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 10 10    

Mean -1.00 0.00    

SD 1.333 0.816    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.44 (-0.79, -0.10)     

Ls Meanb -0.87 -0.39 -0.47 (-0.83, -0.11) 0.011  

SEb 0.148 0.143    

95% CIb -1.16, -0.58 -0.68, -0.11    

Ls Meanc -0.90 -0.44 -0.46 (-1.01, 0.09) 0.097  

SEc 0.340 0.285    

95% CIc -1.62, -0.17 -1.04, 0.17    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.60 -0.17    

SD 1.517 0.408    

Min -3.00 -1.00    

Median -2.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-0.61, 0.25)     

Ls Meanb -0.88 -0.70 -0.19 (-0.65, 0.27) 0.422  

SEb 0.183 0.170    

95% CIb -1.24, -0.52 -1.03, -0.36    

Ls Meanc -0.82 -0.82 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.82, -0.82 -0.82, -0.82    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -1.17 0.00    

SD 1.329 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.26 (-0.66, 0.15)     

Ls Meanb -0.87 -0.60 -0.27 (-0.70, 0.16) 0.216  

SEb 0.173 0.160    

95% CIb -1.21, -0.53 -0.91, -0.28    

Ls Meanc -0.54 -0.54 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.54, -0.54 -0.54, -0.54    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.10 (-0.20, 0.40)     

Ls Meanb -0.23 -0.34 0.11 (-0.25, 0.48) 0.514  

 

  Baseline Actual n 12 10  NEd  

Mean 0.67 0.60    

SD 0.985 1.265    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.64 0.58    

SD 0.842 1.084    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 11 10    

Mean -0.09 0.10    

SD 0.539 1.595    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.62, 0.63)     

Ls Meanb -0.04 -0.04 0.01 (-0.70, 0.71) 0.986  

SEb 0.314 0.298    

95% CIb -0.65, 0.58 -0.63, 0.54    

Ls Meanc -0.61 -0.28 -0.34 (-1.26, 0.59) 0.454  

SEc 0.607 0.501    

95% CIc -1.90, 0.67 -1.34, 0.79    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.69 0.69    

SD 0.855 1.109    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 10    

Mean -0.10 0.30    

SD 1.101 1.889    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.78, 0.48)     

Ls Meanb -0.01 0.16 -0.17 (-0.87, 0.54) 0.642  

SEb 0.316 0.298    

95% CIb -0.63, 0.61 -0.43, 0.74    

Ls Meanc -0.27 -0.11 -0.17 (-1.25, 0.91) 0.747  

SEc 0.697 0.576    

95% CIc -1.76, 1.21 -1.33, 1.12    

 

  Day 15 Actual n 8 8    

Mean 0.13 0.13    

SD 0.354 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -0.60 -0.33    

SD 0.894 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.41 (-0.31, 1.14)     

Ls Meanb -0.11 -0.58 0.46 (-0.35, 1.28) 0.266  

SEb 0.353 0.329    

95% CIb -0.81, 0.58 -1.22, 0.07    

Ls Meanc -0.51 -0.39 -0.12 (-0.49, 0.25) 0.475  

SEc 0.112 0.105    

95% CIc -0.77, -0.25 -0.64, -0.14    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.33    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 7    

Mean -0.33 0.00    

SD 0.816 1.155    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.94, 0.45)     

Ls Meanb -0.44 -0.17 -0.27 (-1.06, 0.51) 0.491  

SEb 0.344 0.316    

95% CIb -1.12, 0.23 -0.79, 0.45    

Ls Meanc -0.55 -0.07 -0.49 (-1.31, 0.34) 0.212  

SEc 0.424 0.339    

95% CIc -1.53, 0.42 -0.85, 0.71    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.25 (-0.08, 0.58)     

Ls Meanb -0.92 -1.20 0.28 (-0.11, 0.68) 0.152  

 

  Baseline Actual n 12 10  NEd  

Mean 1.83 1.80    

SD 1.030 1.229    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 1.64 1.25    

SD 1.008 1.288    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

   Change n 11 10    

Mean -0.36 -0.40    

SD 1.027 1.075    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.66, 0.68)     

Ls Meanb -0.60 -0.61 0.01 (-0.75, 0.77) 0.981  

SEb 0.340 0.323    

95% CIb -1.27, 0.07 -1.24, 0.03    

Ls Meanc -0.67 -0.77 0.10 (-0.89, 1.10) 0.827  

SEc 0.645 0.535    

95% CIc -2.04, 0.70 -1.91, 0.36    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 1.38 1.31    

SD 1.261 1.437    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 10 10    

Mean -0.70 -0.30    

SD 1.160 1.160    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.21 (-0.88, 0.47)     

Ls Meanb -0.74 -0.51 -0.23 (-0.99, 0.53) 0.546  

SEb 0.342 0.323    

95% CIb -1.41, -0.07 -1.14, 0.13    

Ls Meanc -0.96 -0.67 -0.28 (-1.49, 0.93) 0.625  

SEc 0.771 0.644    

95% CIc -2.60, 0.69 -2.05, 0.70    

 

  Day 15 Actual n 8 8    

Mean 0.75 0.75    

SD 0.463 1.165    

Min 0.00 0.00    

Median 1.00 0.00    

Max 1.00 3.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.00 -1.17    

SD 0.707 1.169    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.46 (-0.31, 1.24)     

Ls Meanb -0.91 -1.43 0.52 (-0.36, 1.40) 0.243  

SEb 0.380 0.355    

95% CIb -1.65, -0.16 -2.12, -0.73    

Ls Meanc -0.96 -1.21 0.26 (-0.74, 1.25) 0.563  

SEc 0.302 0.282    

95% CIc -1.67, -0.24 -1.88, -0.54    

 

  Day 29 Actual n 7 9    

Mean 0.57 0.44    

SD 0.787 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 6 7    

Mean -1.17 -1.14    

SD 0.753 1.069    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.22 (-0.97, 0.53)     

Ls Meanb -1.45 -1.20 -0.25 (-1.09, 0.59) 0.563  

SEb 0.371 0.341    

95% CIb -2.17, -0.72 -1.87, -0.53    

Ls Meanc -1.01 -1.26 0.25 (-0.47, 0.97) 0.451  

SEc 0.366 0.296    

95% CIc -1.85, -0.16 -1.94, -0.57    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.41 (-0.61, -0.20)     

Ls Meanb -1.29 -0.92 -0.37 (-0.57, -0.17) 0.001  

 

  Baseline Actual n 12 10  NEd  

Mean 1.50 1.20    

SD 1.000 0.789    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 14 12    

Mean 0.71 1.25    

SD 0.825 1.288    

Min 0.00 0.00    

Median 0.50 1.00    

Max 2.00 3.00    

 

   Change n 11 10    

Mean -0.82 0.10    

SD 1.328 0.738    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.79 (-1.38, -0.20)     

Ls Meanb -0.82 -0.10 -0.72 (-1.26, -0.18) 0.009  

SEb 0.216 0.215    

95% CIb -1.25, -0.40 -0.53, 0.32    

Ls Meanc -1.33 -0.33 -1.00 (-2.06, 0.06) 0.063  

SEc 0.673 0.576    

95% CIc -2.75, 0.10 -1.55, 0.89    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 23 of 1056 

Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.31 0.62    

SD 0.751 1.044    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 10    

Mean -1.20 -0.90    

SD 1.135 0.738    

Min -3.00 -2.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.25 (-0.85, 0.35)     

Ls Meanb -1.33 -1.10 -0.22 (-0.77, 0.32) 0.421  

SEb 0.221 0.215    

95% CIb -1.76, -0.89 -1.53, -0.68    

Ls Meanc -1.19 -1.00 -0.19 (-0.89, 0.50) 0.565  

SEc 0.439 0.372    

95% CIc -2.12, -0.25 -1.79, -0.20    

 

  Day 15 Actual n 8 8    

Mean 0.38 0.63    

SD 0.744 1.061    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.20 -0.83    

SD 1.304 0.408    

Min -3.00 -1.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.10 (-0.87, 0.66)     

Ls Meanb -1.23 -1.14 -0.09 (-0.79, 0.61) 0.793  

SEb 0.279 0.259    

95% CIb -1.78, -0.68 -1.64, -0.63    

Ls Meanc -1.05 -0.99 -0.06 (-0.79, 0.68) 0.854  

SEc 0.213 0.204    

95% CIc -1.55, -0.55 -1.47, -0.51    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.33    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 7    

Mean -1.33 -0.71    

SD 1.211 0.488    

Min -3.00 -1.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.44 (-1.15, 0.28)     

Ls Meanb -1.28 -0.88 -0.40 (-1.05, 0.26) 0.235  

SEb 0.263 0.243    

95% CIb -1.80, -0.76 -1.36, -0.41    

Ls Meanc -1.14 -0.93 -0.21 (-0.62, 0.21) 0.280  

SEc 0.206 0.173    

95% CIc -1.61, -0.66 -1.33, -0.53    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.19 (-0.40, 0.02)     

Ls Meanb -1.24 -1.03 -0.21 (-0.46, 0.04) 0.090  

 

  Baseline Actual n 12 10  NEd  

Mean 1.17 1.60    

SD 1.030 1.174    

Min 0.00 0.00    

Median 1.00 1.50    

Max 3.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.50 1.17    

SD 0.760 1.115    

Min 0.00 0.00    

Median 0.00 1.50    

Max 2.00 3.00    

 

   Change n 11 10    

Mean -0.82 -0.40    

SD 1.079 1.174    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.60 (-1.10, -0.10)     

Ls Meanb -0.94 -0.28 -0.66 (-1.21, -0.11) 0.019  

SEb 0.235 0.224    

95% CIb -1.40, -0.47 -0.72, 0.16    

Ls Meanc -1.25 -0.53 -0.72 (-1.63, 0.19) 0.115  

SEc 0.603 0.479    

95% CIc -2.52, 0.03 -1.55, 0.49    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.08 0.85    

SD 0.277 1.345    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 10 10    

Mean -1.20 -0.80    

SD 1.135 1.317    

Min -3.00 -3.00    

Median -1.50 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.56 (-1.06, -0.06)     

Ls Meanb -1.29 -0.68 -0.61 (-1.17, -0.06) 0.030  

SEb 0.238 0.224    

95% CIb -1.76, -0.82 -1.12, -0.24    

Ls Meanc -1.36 -0.75 -0.61 (-1.56, 0.34) 0.190  

SEc 0.623 0.493    

95% CIc -2.69, -0.04 -1.80, 0.30    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.50    

SD 0.000 0.926    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -0.60 -1.33    

SD 0.894 1.033    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.69, 0.53)     

Ls Meanb -1.26 -1.18 -0.09 (-0.76, 0.58) 0.796  

SEb 0.280 0.257    

95% CIb -1.81, -0.71 -1.68, -0.67    

Ls Meanc -1.03 -0.99 -0.04 (-1.04, 0.96) 0.929  

SEc 0.294 0.269    

95% CIc -1.72, -0.33 -1.62, -0.35    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -0.83 -1.43    

SD 0.983 1.272    

Min -2.00 -3.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.64, 0.52)     

Ls Meanb -1.24 -1.18 -0.06 (-0.70, 0.57) 0.841  

SEb 0.269 0.243    

95% CIb -1.77, -0.71 -1.65, -0.70    

Ls Meanc -1.15 -1.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.15, -1.15 -1.15, -1.15    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.23 (-0.37, -0.09)     

Ls Meanb -0.74 -0.50 -0.24 (-0.40, -0.08) 0.006  

 

  Baseline Actual n 12 10  NEd  

Mean 0.75 0.70    

SD 1.055 1.059    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.07 0.58    

SD 0.267 0.996    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 11 10    

Mean -0.73 0.00    

SD 1.009 1.247    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.56 (-0.95, -0.18)     

Ls Meanb -0.68 -0.09 -0.60 (-1.01, -0.19) 0.005  

SEb 0.167 0.164    

95% CIb -1.01, -0.35 -0.41, 0.24    

Ls Meanc -0.82 -0.25 -0.57 (-1.33, 0.18) 0.127  

SEc 0.488 0.406    

95% CIc -1.86, 0.21 -1.11, 0.61    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.15 0.46    

SD 0.555 0.967    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 10    

Mean -0.70 -0.40    

SD 1.059 1.265    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.47, 0.31)     

Ls Meanb -0.57 -0.49 -0.09 (-0.50, 0.33) 0.686  

SEb 0.170 0.164    

95% CIb -0.91, -0.24 -0.81, -0.16    

Ls Meanc -0.73 -0.59 -0.14 (-0.85, 0.58) 0.691  

SEc 0.457 0.380    

95% CIc -1.70, 0.25 -1.40, 0.22    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.25    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.00 -0.50    

SD 1.225 1.225    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.50, 0.47)     

Ls Meanb -0.77 -0.76 -0.02 (-0.53, 0.50) 0.950  

SEb 0.209 0.194    

95% CIb -1.18, -0.36 -1.14, -0.37    

Ls Meanc -0.73 -0.73 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.73, -0.73 -0.73, -0.73    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -0.67 -0.57    

SD 1.211 1.134    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.57, 0.34)     

Ls Meanb -0.74 -0.61 -0.12 (-0.61, 0.37) 0.624  

SEb 0.198 0.182    

95% CIb -1.13, -0.35 -0.97, -0.26    

Ls Meanc -0.62 -0.62 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.62, -0.62 -0.62, -0.62    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.09 (-0.11, 0.28)     

Ls Meanb -0.59 -0.69 0.09 (-0.13, 0.32) 0.398  

 

  Baseline Actual n 12 10  NEd  

Mean 0.75 0.70    

SD 1.055 1.160    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.64 0.67    

SD 0.842 0.888    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 11 10    

Mean -0.18 0.00    

SD 1.168 1.414    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.54, 0.31)     

Ls Meanb -0.25 -0.12 -0.13 (-0.59, 0.34) 0.591  

SEb 0.207 0.196    

95% CIb -0.65, 0.16 -0.51, 0.27    

Ls Meanc -0.57 -0.37 -0.20 (-1.13, 0.72) 0.650  

SEc 0.615 0.503    

95% CIc -1.88, 0.73 -1.44, 0.70    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.54 0.38    

SD 1.050 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 10    

Mean -0.40 -0.40    

SD 1.350 1.265    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.34, 0.51)     

Ls Meanb -0.43 -0.52 0.09 (-0.38, 0.56) 0.704  

SEb 0.209 0.196    

95% CIb -0.84, -0.02 -0.91, -0.13    

Ls Meanc -0.67 -0.64 -0.03 (-0.86, 0.80) 0.940  

SEc 0.541 0.441    

95% CIc -1.82, 0.48 -1.58, 0.30    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.00 -0.83    

SD 1.414 1.329    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.38, 0.61)     

Ls Meanb -0.71 -0.83 0.13 (-0.42, 0.68) 0.653  

SEb 0.236 0.219    

95% CIb -1.17, -0.25 -1.26, -0.41    

Ls Meanc -0.91 -0.91 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.91, -0.91 -0.91, -0.91    

 

  Day 29 Actual n 7 9    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 7    

Mean -0.50 -0.71    

SD 0.837 1.254    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.29, 0.66)     

Ls Meanb -0.64 -0.85 0.21 (-0.32, 0.73) 0.435  

SEb 0.229 0.209    

95% CIb -1.09, -0.19 -1.26, -0.44    

Ls Meanc -0.43 -0.62 0.19 (-0.18, 0.55) 0.269  

SEc 0.192 0.153    

95% CIc -0.88, 0.01 -0.97, -0.27    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.11 (-0.10, 0.32)     

Ls Meanb -0.56 -0.68 0.12 (-0.12, 0.35) 0.315  

 

  Baseline Actual n 12 10  NEd  

Mean 0.67 0.70    

SD 0.985 1.160    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.43 0.33    

SD 0.756 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 11 10    

Mean -0.18 -0.40    

SD 1.168 1.506    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.29 (-0.15, 0.72)     

Ls Meanb -0.19 -0.49 0.30 (-0.16, 0.77) 0.199  

SEb 0.211 0.197    

95% CIb -0.60, 0.23 -0.88, -0.11    

Ls Meanc -0.40 -0.58 0.18 (-0.65, 1.01) 0.649  

SEc 0.554 0.446    

95% CIc -1.57, 0.78 -1.53, 0.37    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.54 0.31    

SD 1.050 0.751    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 10    

Mean -0.30 -0.50    

SD 1.252 1.434    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.19 (-0.25, 0.63)     

Ls Meanb -0.39 -0.59 0.20 (-0.27, 0.67) 0.399  

SEb 0.212 0.197    

95% CIb -0.81, 0.02 -0.98, -0.21    

Ls Meanc -0.57 -0.66 0.09 (-0.73, 0.92) 0.811  

SEc 0.545 0.438    

95% CIc -1.73, 0.59 -1.59, 0.27    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.20 -0.83    

SD 1.304 1.329    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.46, 0.56)     

Ls Meanb -0.71 -0.77 0.06 (-0.49, 0.60) 0.837  

SEb 0.237 0.218    

95% CIb -1.18, -0.25 -1.20, -0.34    

Ls Meanc -1.00 -1.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.00, -1.00 -1.00, -1.00    

 

  Day 29 Actual n 7 9    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 7    

Mean -0.50 -0.71    

SD 0.837 1.254    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.28 (-0.20, 0.77)     

Ls Meanb -0.56 -0.87 0.30 (-0.22, 0.82) 0.257  

SEb 0.231 0.209    

95% CIb -1.02, -0.11 -1.28, -0.45    

Ls Meanc -0.45 -0.63 0.18 (-0.23, 0.59) 0.336  

SEc 0.217 0.173    

95% CIc -0.95, 0.05 -1.03, -0.23    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 37 of 1056 

Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.37 (-0.63, -0.12)     

Ls Meanb -0.55 -0.29 -0.25 (-0.44, -0.07) 0.011  

 

  Baseline Actual n 12 10  NEd  

Mean 1.17 0.20    

SD 0.835 0.422    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 14 12    

Mean 0.79 0.25    

SD 0.802 0.622    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

   Change n 11 10    

Mean -0.36 0.00    

SD 0.809 0.471    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.43, 0.79)     

Ls Meanb -0.11 -0.23 0.13 (-0.29, 0.54) 0.553  

SEb 0.168 0.169    

95% CIb -0.44, 0.22 -0.57, 0.10    

Ls Meanc -0.06 -0.12 0.06 (-0.66, 0.78) 0.857  

SEc 0.406 0.361    

95% CIc -0.92, 0.80 -0.89, 0.64    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.46 0.38    

SD 0.776 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 10    

Mean -0.60 0.00    

SD 0.843 0.471    

Min -2.00 -1.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-0.85, 0.38)     

Ls Meanb -0.40 -0.23 -0.16 (-0.58, 0.26) 0.447  

SEb 0.171 0.169    

95% CIb -0.73, -0.06 -0.57, 0.10    

Ls Meanc -0.31 -0.10 -0.21 (-0.97, 0.55) 0.565  

SEc 0.423 0.373    

95% CIc -1.21, 0.59 -0.90, 0.70    

 

  Day 15 Actual n 8 8    

Mean 0.13 0.13    

SD 0.354 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -0.80 -0.17    

SD 0.447 0.408    

Min -1.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.48 (-1.23, 0.27)     

Ls Meanb -0.58 -0.26 -0.33 (-0.84, 0.19) 0.213  

SEb 0.206 0.195    

95% CIb -0.99, -0.18 -0.64, 0.12    

Ls Meanc -0.61 -0.33 -0.28 (-0.76, 0.21) 0.217  

SEc 0.140 0.129    

95% CIc -0.94, -0.28 -0.64, -0.03    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.33    

SD 0.000 1.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 6 7    

Mean -0.67 -0.29    

SD 0.516 0.488    

Min -1.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.33 (-1.04, 0.38)     

Ls Meanb -0.72 -0.50 -0.22 (-0.71, 0.26) 0.363  

SEb 0.197 0.185    

95% CIb -1.11, -0.34 -0.86, -0.14    

Ls Meanc -0.46 -0.46 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.46, -0.46 -0.46, -0.46    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.09 (-0.16, 0.35)     

Ls Meanb -0.69 -0.81 0.13 (-0.25, 0.50) 0.480  

 

  Baseline Actual n 12 10  NEd  

Mean 1.17 0.80    

SD 1.403 1.317    

Min 0.00 0.00    

Median 0.50 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 14 12    

Mean 0.50 0.92    

SD 0.760 1.240    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 11 10    

Mean -0.82 0.30    

SD 1.250 1.160    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.48 (-1.01, 0.04)     

Ls Meanb -0.68 -0.02 -0.66 (-1.38, 0.06) 0.072  

SEb 0.321 0.307    

95% CIb -1.31, -0.05 -0.62, 0.59    

Ls Meanc -1.26 -0.26 -1.00 (-1.92, -0.08) 0.034  

SEc 0.586 0.491    

95% CIc -2.51, -0.02 -1.30, 0.78    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.54 0.62    

SD 0.967 1.044    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 10    

Mean -0.90 -0.20    

SD 1.370 1.751    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.62, 0.44)     

Ls Meanb -0.64 -0.52 -0.12 (-0.85, 0.60) 0.736  

SEb 0.323 0.307    

95% CIb -1.28, 0.00 -1.12, 0.09    

Ls Meanc -0.82 -0.66 -0.16 (-1.29, 0.97) 0.763  

SEc 0.708 0.595    

95% CIc -2.33, 0.69 -1.92, 0.61    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.00 -0.33    

SD 1.000 0.816    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.46, 0.77)     

Ls Meanb -0.80 -1.01 0.21 (-0.63, 1.05) 0.621  

SEb 0.361 0.338    

95% CIb -1.50, -0.09 -1.67, -0.34    

Ls Meanc -0.78 -0.52 -0.26 (-0.57, 0.05) 0.089  

SEc 0.093 0.087    

95% CIc -1.00, -0.56 -0.73, -0.31    

 

  Day 29 Actual n 7 9    

Mean 0.14 0.11    

SD 0.378 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 6 7    

Mean -1.00 -0.29    

SD 1.549 1.254    

Min -4.00 -3.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.66, 0.52)     

Ls Meanb -0.94 -0.84 -0.10 (-0.91, 0.71) 0.808  

SEb 0.352 0.325    

95% CIb -1.63, -0.25 -1.48, -0.20    

Ls Meanc -0.64 -0.65 0.01 (-0.59, 0.61) 0.973  

SEc 0.298 0.241    

95% CIc -1.33, 0.05 -1.20, -0.09    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.19, 0.22)     

Ls Meanb -0.50 -0.51 0.01 (-0.17, 0.20) 0.868  

 

  Baseline Actual n 12 10  NEd  

Mean 0.83 0.50    

SD 0.937 0.707    

Min 0.00 0.00    

Median 0.50 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 14 12    

Mean 0.50 0.25    

SD 0.760 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 11 10    

Mean -0.36 -0.20    

SD 1.206 0.632    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.54, 0.57)     

Ls Meanb -0.36 -0.37 0.01 (-0.46, 0.48) 0.965  

SEb 0.191 0.188    

95% CIb -0.73, 0.02 -0.74, 0.00    

Ls Meanc -0.57 -0.49 -0.08 (-0.70, 0.54) 0.791  

SEc 0.397 0.332    

95% CIc -1.41, 0.27 -1.19, 0.22    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.23 0.15    

SD 0.599 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 10 10    

Mean -0.70 -0.30    

SD 1.059 0.949    

Min -2.00 -2.00    

Median -0.50 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.20 (-0.76, 0.37)     

Ls Meanb -0.63 -0.47 -0.17 (-0.64, 0.31) 0.493  

SEb 0.194 0.188    

95% CIb -1.02, -0.25 -0.84, -0.10    

Ls Meanc -0.65 -0.59 -0.06 (-0.45, 0.33) 0.741  

SEc 0.244 0.204    

95% CIc -1.17, -0.13 -1.02, -0.15    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -1.00 -0.50    

SD 1.000 0.837    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.67, 0.74)     

Ls Meanb -0.64 -0.67 0.03 (-0.56, 0.62) 0.922  

SEb 0.239 0.222    

95% CIb -1.11, -0.17 -1.10, -0.23    

Ls Meanc -0.73 -0.73 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.73, -0.73 -0.73, -0.73    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.33    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 7    

Mean -0.50 -0.14    

SD 0.837 0.378    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.20 (-0.86, 0.46)     

Ls Meanb -0.63 -0.46 -0.17 (-0.73, 0.39) 0.547  

SEb 0.227 0.209    

95% CIb -1.07, -0.18 -0.87, -0.05    

Ls Meanc -0.45 -0.27 -0.19 (-0.60, 0.22) 0.322  

SEc 0.208 0.168    

95% CIc -0.93, 0.03 -0.65, 0.12    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.07)     

Ls Meanb -0.31 -0.27 -0.04 (-0.14, 0.06) 0.422  

 

  Baseline Actual n 12 10  NEd  

Mean 0.42 0.20    

SD 0.996 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 14 12    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 11 10    

Mean -0.45 -0.20    

SD 1.036 0.632    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.21, 0.25)     

Ls Meanb -0.32 -0.33 0.02 (-0.18, 0.21) 0.881  

SEb 0.088 0.084    

95% CIb -0.49, -0.14 -0.50, -0.17    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 13 13    

Mean 0.00 0.15    

SD 0.000 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 10 10    

Mean -0.50 0.00    

SD 1.080 0.943    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.45, 0.02)     

Ls Meanb -0.32 -0.13 -0.18 (-0.38, 0.01) 0.068  

SEb 0.089 0.084    

95% CIb -0.49, -0.14 -0.30, 0.03    

Ls Meanc -0.40 -0.22 -0.17 (-0.67, 0.32) 0.461  

SEc 0.311 0.257    

95% CIc -1.06, 0.27 -0.77, 0.33    

 

  Day 15 Actual n 8 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 6    

Mean -0.60 0.00    

SD 1.342 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.34, 0.20)     

Ls Meanb -0.32 -0.26 -0.06 (-0.29, 0.17) 0.602  

SEb 0.099 0.092    

95% CIb -0.51, -0.12 -0.44, -0.08    

Ls Meanc -0.27 -0.27 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.27, -0.27 -0.27, -0.27    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -0.50 0.00    

SD 1.225 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.24, 0.27)     

Ls Meanb -0.32 -0.33 0.01 (-0.21, 0.23) 0.919  

SEb 0.096 0.089    

95% CIb -0.51, -0.13 -0.51, -0.16    

Ls Meanc -0.23 -0.23 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.23, -0.23 -0.23, -0.23    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Adjunctive 

therapy 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.00)     

Ls Meanb -0.78 -0.74 -0.04 (-0.09, 0.00) 0.078  

 

  Baseline Actual n 180 199  NEd  

Mean 1.09 0.90    

SD 1.034 0.946    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 189 205    

Mean 0.67 0.72    

SD 0.881 0.905    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean -0.45 -0.21    

SD 0.928 1.027    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.26, 0.00)     

Ls Meanb -0.41 -0.29 -0.13 (-0.26, 0.00) 0.051  

SEb 0.051 0.048    

95% CIb -0.51, -0.32 -0.38, -0.19    

Ls Meanc -0.44 -0.28 -0.16 (-0.33, 0.01) 0.071  

SEc 0.091 0.088    

95% CIc -0.62, -0.26 -0.46, -0.11    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 179    

Mean 0.42 0.46    

SD 0.760 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 151 159    

Mean -0.67 -0.51    

SD 1.005 1.024    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.06)     

Ls Meanb -0.65 -0.58 -0.07 (-0.20, 0.06) 0.281  

SEb 0.052 0.050    

95% CIb -0.75, -0.55 -0.68, -0.48    

Ls Meanc -0.69 -0.62 -0.07 (-0.23, 0.10) 0.423  

SEc 0.086 0.084    

95% CIc -0.86, -0.52 -0.79, -0.46    

 

  Day 15 Actual n 160 171    

Mean 0.18 0.16    

SD 0.536 0.477    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.86 -0.78    

SD 1.032 0.944    

Min -3.00 -4.00    

Median -0.50 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.15)     

Ls Meanb -0.88 -0.90 0.02 (-0.12, 0.15) 0.829  

SEb 0.054 0.052    

95% CIb -0.99, -0.78 -1.00, -0.80    

Ls Meanc -0.81 -0.83 0.02 (-0.09, 0.13) 0.736  

SEc 0.057 0.055    

95% CIc -0.92, -0.70 -0.94, -0.72    

 

  Day 29 Actual n 136 138    

Mean 0.15 0.12    

SD 0.500 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 117 129    

Mean -0.93 -0.78    

SD 1.073 0.976    

Min -3.00 -4.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.08)     

Ls Meanb -0.91 -0.84 -0.07 (-0.21, 0.08) 0.357  

SEb 0.055 0.053    

95% CIb -1.02, -0.80 -0.95, -0.74    

Ls Meanc -0.83 -0.82 -0.01 (-0.12, 0.10) 0.847  

SEc 0.057 0.055    

95% CIc -0.94, -0.72 -0.93, -0.71    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.74 -0.75 0.01 (-0.02, 0.04) 0.506  

 

  Baseline Actual n 180 199  NEd  

Mean 0.81 0.85    

SD 0.979 0.957    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 188 205    

Mean 0.45 0.39    

SD 0.816 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 160 183    

Mean -0.36 -0.50    

SD 0.879 0.977    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.01, 0.20)     

Ls Meanb -0.38 -0.49 0.10 (0.01, 0.19) 0.024  

SEb 0.035 0.033    

95% CIb -0.45, -0.32 -0.55, -0.42    

Ls Meanc -0.39 -0.50 0.11 (-0.04, 0.25) 0.142  

SEc 0.078 0.075    

95% CIc -0.54, -0.23 -0.64, -0.35    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.16 0.23    

SD 0.500 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.66 -0.65    

SD 1.007 1.029    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.03)     

Ls Meanb -0.69 -0.63 -0.06 (-0.15, 0.03) 0.191  

SEb 0.035 0.034    

95% CIb -0.76, -0.62 -0.70, -0.56    

Ls Meanc -0.76 -0.71 -0.05 (-0.17, 0.06) 0.383  

SEc 0.060 0.059    

95% CIc -0.88, -0.64 -0.83, -0.60    

 

  Day 15 Actual n 160 171    

Mean 0.06 0.03    

SD 0.280 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.75 -0.77    

SD 1.014 0.948    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.79 -0.82 0.02 (-0.07, 0.12) 0.616  

SEb 0.037 0.035    

95% CIb -0.87, -0.72 -0.89, -0.75    

Ls Meanc -0.76 -0.76 0.01 (-0.05, 0.06) 0.858  

SEc 0.031 0.030    

95% CIc -0.82, -0.70 -0.82, -0.70    

 

  Day 29 Actual n 136 138    

Mean 0.02 0.01    

SD 0.191 0.085    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 117 129    

Mean -0.84 -0.81    

SD 1.025 0.990    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.83 -0.84 0.02 (-0.08, 0.12) 0.747  

SEb 0.039 0.037    

95% CIb -0.90, -0.75 -0.92, -0.77    

Ls Meanc -0.83 -0.84 0.01 (-0.03, 0.05) 0.597  

SEc 0.019 0.018    

95% CIc -0.86, -0.79 -0.87, -0.80    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.04)     

Ls Meanb -0.50 -0.49 0.00 (-0.04, 0.04) 0.868  

 

  Baseline Actual n 180 199  NEd  

Mean 0.69 0.71    

SD 0.819 0.874    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 189 205    

Mean 0.50 0.47    

SD 0.734 0.745    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean -0.19 -0.25    

SD 0.877 0.825    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.16)     

Ls Meanb -0.21 -0.24 0.03 (-0.07, 0.13) 0.581  

SEb 0.041 0.040    

95% CIb -0.30, -0.13 -0.32, -0.17    

Ls Meanc -0.24 -0.29 0.04 (-0.10, 0.18) 0.555  

SEc 0.076 0.073    

95% CIc -0.39, -0.09 -0.43, -0.14    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.36 0.34    

SD 0.662 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.26 -0.34    

SD 0.905 0.831    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.13)     

Ls Meanb -0.35 -0.36 0.00 (-0.10, 0.11) 0.944  

SEb 0.042 0.041    

95% CIb -0.43, -0.27 -0.44, -0.28    

Ls Meanc -0.35 -0.39 0.04 (-0.10, 0.18) 0.562  

SEc 0.071 0.069    

95% CIc -0.49, -0.21 -0.53, -0.25    

 

  Day 15 Actual n 160 171    

Mean 0.11 0.12    

SD 0.372 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.55 -0.53    

SD 0.823 0.823    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.58 -0.56 -0.02 (-0.13, 0.09) 0.727  

SEb 0.044 0.042    

95% CIb -0.67, -0.50 -0.65, -0.48    

Ls Meanc -0.57 -0.56 -0.01 (-0.09, 0.08) 0.858  

SEc 0.044 0.042    

95% CIc -0.65, -0.48 -0.64, -0.47    

 

  Day 29 Actual n 136 138    

Mean 0.04 0.04    

SD 0.225 0.205    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 117 129    

Mean -0.55 -0.60    

SD 0.815 0.879    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.61 -0.62 0.00 (-0.11, 0.12) 0.942  

SEb 0.045 0.043    

95% CIb -0.70, -0.53 -0.70, -0.53    

Ls Meanc -0.59 -0.60 0.00 (-0.05, 0.06) 0.877  

SEc 0.029 0.028    

95% CIc -0.65, -0.54 -0.65, -0.54    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.11 (-0.18, -0.03)     

Ls Meanb -0.66 -0.58 -0.09 (-0.15, -0.03) 0.005  

 

  Baseline Actual n 180 199  NEd  

Mean 1.14 1.15    

SD 0.853 0.796    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 189 205    

Mean 1.13 1.18    

SD 0.831 0.853    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 161 183    

Mean -0.02 0.04    

SD 0.733 0.848    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.08)     

Ls Meanb -0.05 0.02 -0.07 (-0.21, 0.06) 0.288  

SEb 0.056 0.054    

95% CIb -0.16, 0.06 -0.08, 0.13    

Ls Meanc -0.04 0.02 -0.07 (-0.22, 0.08) 0.372  

SEc 0.082 0.079    

95% CIc -0.21, 0.12 -0.13, 0.18    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 11 of 1056 

Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.87 1.07    

SD 0.862 0.909    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 151 160    

Mean -0.30 -0.07    

SD 0.915 0.898    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.33 (-0.50, -0.15)     

Ls Meanb -0.33 -0.06 -0.27 (-0.41, -0.13) <.001  

SEb 0.057 0.055    

95% CIb -0.44, -0.22 -0.17, 0.04    

Ls Meanc -0.35 -0.12 -0.22 (-0.40, -0.05) 0.013  

SEc 0.094 0.091    

95% CIc -0.53, -0.16 -0.30, 0.06    

 

  Day 15 Actual n 160 171    

Mean 0.36 0.49    

SD 0.619 0.672    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.78 -0.72    

SD 0.927 0.836    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.31, 0.05)     

Ls Meanb -0.82 -0.71 -0.11 (-0.25, 0.04) 0.155  

SEb 0.059 0.057    

95% CIb -0.93, -0.70 -0.82, -0.60    

Ls Meanc -0.81 -0.71 -0.10 (-0.24, 0.04) 0.152  

SEc 0.073 0.070    

95% CIc -0.95, -0.67 -0.85, -0.57    

 

  Day 29 Actual n 136 138    

Mean 0.25 0.20    

SD 0.527 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 117 129    

Mean -0.93 -0.92    

SD 0.944 0.872    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.15, 0.22)     

Ls Meanb -0.94 -0.96 0.03 (-0.12, 0.18) 0.708  

SEb 0.060 0.058    

95% CIb -1.05, -0.82 -1.08, -0.85    

Ls Meanc -0.88 -0.93 0.05 (-0.06, 0.17) 0.368  

SEc 0.062 0.060    

95% CIc -1.00, -0.76 -1.05, -0.82    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.00)     

Ls Meanb -0.32 -0.30 -0.03 (-0.05, 0.00) 0.053  

 

  Baseline Actual n 180 199  NEd  

Mean 0.42 0.40    

SD 0.762 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 188 205    

Mean 0.30 0.36    

SD 0.668 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 183    

Mean -0.15 -0.05    

SD 0.826 0.786    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.22, 0.01)     

Ls Meanb -0.13 -0.05 -0.08 (-0.16, 0.01) 0.070  

SEb 0.032 0.030    

95% CIb -0.19, -0.07 -0.11, 0.01    

Ls Meanc -0.19 -0.10 -0.09 (-0.22, 0.04) 0.157  

SEc 0.070 0.067    

95% CIc -0.33, -0.05 -0.23, 0.04    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.19 0.22    

SD 0.564 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 151 160    

Mean -0.24 -0.23    

SD 0.798 0.729    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.11)     

Ls Meanb -0.23 -0.22 0.00 (-0.09, 0.08) 0.937  

SEb 0.033 0.032    

95% CIb -0.29, -0.16 -0.28, -0.16    

Ls Meanc -0.27 -0.26 -0.01 (-0.12, 0.10) 0.891  

SEc 0.057 0.055    

95% CIc -0.38, -0.16 -0.37, -0.15    

 

  Day 15 Actual n 160 171    

Mean 0.07 0.08    

SD 0.277 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.33 -0.31    

SD 0.826 0.714    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.35 -0.34 -0.01 (-0.10, 0.08) 0.762  

SEb 0.035 0.033    

95% CIb -0.42, -0.29 -0.41, -0.28    

Ls Meanc -0.34 -0.36 0.02 (-0.05, 0.08) 0.642  

SEc 0.034 0.033    

95% CIc -0.41, -0.28 -0.42, -0.29    

 

  Day 29 Actual n 136 138    

Mean 0.02 0.02    

SD 0.191 0.146    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 117 129    

Mean -0.38 -0.36    

SD 0.716 0.694    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.38 -0.37 -0.01 (-0.10, 0.09) 0.881  

SEb 0.036 0.034    

95% CIb -0.45, -0.31 -0.44, -0.30    

Ls Meanc -0.37 -0.37 0.00 (-0.04, 0.04) 0.993  

SEc 0.023 0.022    

95% CIc -0.42, -0.33 -0.42, -0.33    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.05, 0.09)     

Ls Meanb -0.10 -0.12 0.01 (-0.04, 0.06) 0.620  

 

  Baseline Actual n 180 199  NEd  

Mean 0.28 0.31    

SD 0.677 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 189 205    

Mean 0.37 0.31    

SD 0.700 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 161 183    

Mean 0.12 0.02    

SD 0.773 0.767    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.23)     

Ls Meanb 0.07 0.02 0.05 (-0.06, 0.16) 0.399  

SEb 0.044 0.042    

95% CIb -0.02, 0.15 -0.06, 0.10    

Ls Meanc 0.06 0.00 0.07 (-0.08, 0.21) 0.356  

SEc 0.077 0.073    

95% CIc -0.09, 0.21 -0.15, 0.14    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.27 0.34    

SD 0.680 0.779    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 151 160    

Mean 0.03 0.07    

SD 0.800 0.952    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.16 (-0.32, 0.00)     

Ls Meanb -0.02 0.09 -0.11 (-0.22, 0.00) 0.055  

SEb 0.045 0.043    

95% CIb -0.10, 0.07 0.01, 0.18    

Ls Meanc -0.03 0.03 -0.06 (-0.23, 0.10) 0.437  

SEc 0.085 0.083    

95% CIc -0.20, 0.13 -0.13, 0.19    

 

  Day 15 Actual n 160 171    

Mean 0.11 0.11    

SD 0.462 0.407    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.03 -0.16    

SD 0.665 0.491    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.25)     

Ls Meanb -0.12 -0.18 0.06 (-0.06, 0.17) 0.330  

SEb 0.046 0.044    

95% CIb -0.21, -0.03 -0.27, -0.09    

Ls Meanc -0.08 -0.16 0.08 (-0.01, 0.17) 0.088  

SEc 0.049 0.047    

95% CIc -0.18, 0.02 -0.25, -0.07    

 

  Day 29 Actual n 136 138    

Mean 0.06 0.04    

SD 0.317 0.223    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 117 129    

Mean -0.16 -0.26    

SD 0.742 0.688    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -0.22 -0.23 0.01 (-0.11, 0.13) 0.891  

SEb 0.047 0.045    

95% CIb -0.31, -0.13 -0.32, -0.14    

Ls Meanc -0.21 -0.25 0.04 (-0.03, 0.10) 0.268  

SEc 0.034 0.033    

95% CIc -0.28, -0.14 -0.31, -0.18    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.02 (-0.05, 0.09)     

Ls Meanb -0.93 -0.95 0.02 (-0.05, 0.09) 0.616  

 

  Baseline Actual n 180 199  NEd  

Mean 1.46 1.46    

SD 1.005 1.028    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 189 205    

Mean 1.16 1.17    

SD 1.000 0.973    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean -0.29 -0.27    

SD 0.958 1.094    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.15)     

Ls Meanb -0.39 -0.38 -0.01 (-0.17, 0.15) 0.876  

SEb 0.065 0.062    

95% CIb -0.52, -0.27 -0.50, -0.26    

Ls Meanc -0.38 -0.39 0.00 (-0.18, 0.19) 0.968  

SEc 0.100 0.096    

95% CIc -0.58, -0.19 -0.58, -0.20    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.93 0.94    

SD 0.965 0.993    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 151 160    

Mean -0.52 -0.51    

SD 1.019 1.133    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -0.62 -0.62 0.00 (-0.17, 0.16) 0.984  

SEb 0.066 0.064    

95% CIb -0.75, -0.49 -0.74, -0.49    

Ls Meanc -0.65 -0.67 0.02 (-0.18, 0.22) 0.835  

SEc 0.104 0.101    

95% CIc -0.85, -0.44 -0.87, -0.47    

 

  Day 15 Actual n 160 171    

Mean 0.44 0.38    

SD 0.707 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.98 -1.03    

SD 1.059 1.058    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.23)     

Ls Meanb -1.09 -1.15 0.06 (-0.11, 0.23) 0.470  

SEb 0.068 0.066    

95% CIb -1.22, -0.96 -1.28, -1.02    

Ls Meanc -1.04 -1.11 0.07 (-0.09, 0.22) 0.381  

SEc 0.081 0.077    

95% CIc -1.20, -0.88 -1.26, -0.96    

 

  Day 29 Actual n 136 138    

Mean 0.32 0.31    

SD 0.629 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 117 129    

Mean -1.12 -1.12    

SD 1.018 1.075    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.17, 0.17)     

Ls Meanb -1.20 -1.20 0.00 (-0.18, 0.17) 0.985  

SEb 0.069 0.067    

95% CIb -1.34, -1.07 -1.33, -1.07    

Ls Meanc -1.17 -1.17 0.01 (-0.13, 0.14) 0.935  

SEc 0.074 0.071    

95% CIc -1.31, -1.02 -1.31, -1.04    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.74 -0.72 -0.02 (-0.06, 0.03) 0.408  

 

  Baseline Actual n 180 199  NEd  

Mean 1.00 1.05    

SD 0.980 0.991    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 189 205    

Mean 0.60 0.64    

SD 0.855 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean -0.39 -0.43    

SD 0.994 0.991    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.12)     

Ls Meanb -0.42 -0.41 0.00 (-0.13, 0.12) 0.947  

SEb 0.049 0.047    

95% CIb -0.52, -0.32 -0.51, -0.32    

Ls Meanc -0.52 -0.51 -0.01 (-0.17, 0.15) 0.917  

SEc 0.087 0.084    

95% CIc -0.69, -0.35 -0.68, -0.35    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.45 0.48    

SD 0.793 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.51 -0.61    

SD 1.057 1.016    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.59 -0.57 -0.02 (-0.15, 0.11) 0.773  

SEb 0.050 0.049    

95% CIb -0.68, -0.49 -0.66, -0.47    

Ls Meanc -0.61 -0.63 0.02 (-0.14, 0.17) 0.850  

SEc 0.082 0.080    

95% CIc -0.78, -0.45 -0.79, -0.47    

 

  Day 15 Actual n 160 171    

Mean 0.24 0.27    

SD 0.580 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.75 -0.78    

SD 1.014 0.972    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.11)     

Ls Meanb -0.82 -0.80 -0.02 (-0.16, 0.11) 0.744  

SEb 0.053 0.050    

95% CIb -0.92, -0.72 -0.90, -0.70    

Ls Meanc -0.81 -0.75 -0.06 (-0.18, 0.06) 0.347  

SEc 0.063 0.060    

95% CIc -0.93, -0.69 -0.87, -0.64    

 

  Day 29 Actual n 136 138    

Mean 0.15 0.17    

SD 0.453 0.477    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 117 129    

Mean -0.81 -0.84    

SD 1.025 0.897    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.91 -0.87 -0.04 (-0.18, 0.10) 0.578  

SEb 0.054 0.052    

95% CIb -1.01, -0.80 -0.97, -0.77    

Ls Meanc -0.86 -0.81 -0.05 (-0.16, 0.06) 0.374  

SEc 0.057 0.054    

95% CIc -0.97, -0.75 -0.92, -0.71    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 25 of 1056 

Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.02)     

Ls Meanb -0.85 -0.83 -0.02 (-0.07, 0.02) 0.319  

 

  Baseline Actual n 180 199  NEd  

Mean 1.08 1.07    

SD 1.040 0.987    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 189 205    

Mean 0.67 0.67    

SD 0.893 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean -0.44 -0.45    

SD 1.005 0.965    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.11)     

Ls Meanb -0.46 -0.45 -0.01 (-0.14, 0.11) 0.823  

SEb 0.050 0.048    

95% CIb -0.56, -0.36 -0.54, -0.35    

Ls Meanc -0.53 -0.52 -0.01 (-0.17, 0.16) 0.927  

SEc 0.089 0.085    

95% CIc -0.71, -0.36 -0.69, -0.36    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.41 0.46    

SD 0.744 0.821    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 151 160    

Mean -0.64 -0.71    

SD 0.976 1.084    

Min -3.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.69 -0.69 0.00 (-0.13, 0.13) 0.985  

SEb 0.051 0.050    

95% CIb -0.79, -0.59 -0.79, -0.59    

Ls Meanc -0.75 -0.78 0.02 (-0.14, 0.18) 0.786  

SEc 0.084 0.082    

95% CIc -0.92, -0.59 -0.94, -0.62    

 

  Day 15 Actual n 160 171    

Mean 0.17 0.21    

SD 0.517 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.89 -0.91    

SD 1.031 1.058    

Min -3.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -0.97 -0.94 -0.03 (-0.16, 0.11) 0.696  

SEb 0.054 0.051    

95% CIb -1.07, -0.86 -1.04, -0.84    

Ls Meanc -0.89 -0.84 -0.05 (-0.16, 0.07) 0.425  

SEc 0.061 0.059    

95% CIc -1.01, -0.77 -0.96, -0.73    

 

  Day 29 Actual n 136 138    

Mean 0.11 0.17    

SD 0.416 0.467    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 117 129    

Mean -0.96 -0.92    

SD 1.045 1.035    

Min -3.00 -4.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.26, 0.01)     

Ls Meanb -1.03 -0.90 -0.13 (-0.27, 0.01) 0.073  

SEb 0.055 0.053    

95% CIb -1.14, -0.92 -1.01, -0.80    

Ls Meanc -0.96 -0.87 -0.09 (-0.19, 0.01) 0.083  

SEc 0.054 0.052    

95% CIc -1.07, -0.86 -0.98, -0.77    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.35 -0.35 0.00 (-0.03, 0.03) 0.932  

 

  Baseline Actual n 180 199  NEd  

Mean 0.41 0.47    

SD 0.775 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 189 205    

Mean 0.39 0.30    

SD 0.789 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean 0.01 -0.17    

SD 0.887 0.718    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.15 (0.03, 0.26)     

Ls Meanb -0.04 -0.15 0.11 (0.03, 0.20) 0.011  

SEb 0.034 0.032    

95% CIb -0.11, 0.03 -0.22, -0.09    

Ls Meanc -0.05 -0.18 0.12 (-0.02, 0.27) 0.094  

SEc 0.078 0.074    

95% CIc -0.21, 0.10 -0.32, -0.03    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.19 0.24    

SD 0.529 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.17 -0.28    

SD 0.743 0.801    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -0.23 -0.22 -0.01 (-0.10, 0.08) 0.873  

SEb 0.035 0.034    

95% CIb -0.29, -0.16 -0.28, -0.15    

Ls Meanc -0.27 -0.28 0.01 (-0.11, 0.14) 0.849  

SEc 0.065 0.063    

95% CIc -0.40, -0.14 -0.40, -0.16    

 

  Day 15 Actual n 160 171    

Mean 0.07 0.05    

SD 0.357 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.32 -0.42    

SD 0.755 0.716    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.17)     

Ls Meanb -0.38 -0.42 0.03 (-0.06, 0.13) 0.461  

SEb 0.036 0.034    

95% CIb -0.45, -0.31 -0.49, -0.35    

Ls Meanc -0.39 -0.42 0.03 (-0.04, 0.10) 0.381  

SEc 0.038 0.036    

95% CIc -0.46, -0.31 -0.49, -0.35    

 

  Day 29 Actual n 136 138    

Mean 0.01 0.04    

SD 0.121 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 117 129    

Mean -0.37 -0.45    

SD 0.794 0.770    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.12)     

Ls Meanb -0.43 -0.43 0.00 (-0.10, 0.09) 0.973  

SEb 0.037 0.036    

95% CIb -0.50, -0.35 -0.50, -0.36    

Ls Meanc -0.44 -0.42 -0.02 (-0.08, 0.04) 0.456  

SEc 0.031 0.030    

95% CIc -0.50, -0.38 -0.48, -0.36    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.04 (-0.10, 0.03)     

Ls Meanb -0.39 -0.35 -0.04 (-0.10, 0.03) 0.246  

 

  Baseline Actual n 180 199  NEd  

Mean 0.61 0.66    

SD 0.982 0.982    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 189 205    

Mean 0.53 0.61    

SD 0.878 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean -0.08 -0.07    

SD 1.049 1.041    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.10 -0.04 -0.06 (-0.19, 0.07) 0.363  

SEb 0.053 0.051    

95% CIb -0.20, 0.01 -0.14, 0.06    

Ls Meanc -0.17 -0.13 -0.04 (-0.21, 0.13) 0.641  

SEc 0.093 0.090    

95% CIc -0.36, 0.01 -0.31, 0.05    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.41 0.48    

SD 0.796 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.23 -0.16    

SD 1.080 1.136    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.05)     

Ls Meanb -0.25 -0.17 -0.08 (-0.21, 0.05) 0.236  

SEb 0.054 0.052    

95% CIb -0.35, -0.14 -0.27, -0.06    

Ls Meanc -0.28 -0.21 -0.07 (-0.24, 0.10) 0.425  

SEc 0.091 0.088    

95% CIc -0.46, -0.11 -0.39, -0.04    

 

  Day 15 Actual n 160 171    

Mean 0.20 0.22    

SD 0.581 0.537    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.42 -0.40    

SD 1.027 1.103    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.45 -0.42 -0.03 (-0.17, 0.11) 0.665  

SEb 0.055 0.053    

95% CIb -0.55, -0.34 -0.52, -0.31    

Ls Meanc -0.45 -0.43 -0.02 (-0.15, 0.10) 0.724  

SEc 0.066 0.063    

95% CIc -0.58, -0.32 -0.55, -0.30    

 

  Day 29 Actual n 136 138    

Mean 0.12 0.08    

SD 0.423 0.321    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 117 129    

Mean -0.38 -0.51    

SD 0.879 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.24)     

Ls Meanb -0.44 -0.54 0.10 (-0.04, 0.24) 0.163  

SEb 0.056 0.054    

95% CIb -0.55, -0.33 -0.64, -0.43    

Ls Meanc -0.43 -0.48 0.05 (-0.05, 0.14) 0.359  

SEc 0.051 0.049    

95% CIc -0.53, -0.33 -0.58, -0.38    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.04)     

Ls Meanb -0.39 -0.37 -0.02 (-0.08, 0.04) 0.531  

 

  Baseline Actual n 180 199  NEd  

Mean 0.63 0.63    

SD 0.975 0.980    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 189 205    

Mean 0.49 0.53    

SD 0.835 0.872    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean -0.11 -0.13    

SD 0.894 1.061    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.15)     

Ls Meanb -0.07 -0.10 0.03 (-0.09, 0.15) 0.673  

SEb 0.049 0.047    

95% CIb -0.17, 0.02 -0.19, -0.01    

Ls Meanc -0.14 -0.16 0.02 (-0.14, 0.18) 0.816  

SEc 0.089 0.085    

95% CIc -0.31, 0.03 -0.33, 0.01    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.41 0.40    

SD 0.782 0.788    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 160    

Mean -0.26 -0.24    

SD 0.985 1.131    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.13)     

Ls Meanb -0.21 -0.21 0.01 (-0.12, 0.13) 0.921  

SEb 0.050 0.048    

95% CIb -0.31, -0.11 -0.31, -0.12    

Ls Meanc -0.29 -0.31 0.02 (-0.14, 0.18) 0.812  

SEc 0.085 0.082    

95% CIc -0.46, -0.12 -0.47, -0.15    

 

  Day 15 Actual n 160 171    

Mean 0.17 0.15    

SD 0.517 0.485    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.48 -0.44    

SD 0.992 1.111    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.44 -0.44 -0.01 (-0.14, 0.12) 0.890  

SEb 0.052 0.050    

95% CIb -0.55, -0.34 -0.53, -0.34    

Ls Meanc -0.41 -0.43 0.02 (-0.09, 0.13) 0.747  

SEc 0.058 0.055    

95% CIc -0.53, -0.30 -0.54, -0.32    

 

  Day 29 Actual n 136 138    

Mean 0.08 0.04    

SD 0.345 0.238    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 117 129    

Mean -0.50 -0.57    

SD 0.934 1.060    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.18)     

Ls Meanb -0.48 -0.52 0.04 (-0.08, 0.17) 0.501  

SEb 0.052 0.050    

95% CIb -0.58, -0.38 -0.62, -0.42    

Ls Meanc -0.49 -0.55 0.05 (-0.03, 0.13) 0.197  

SEc 0.042 0.040    

95% CIc -0.58, -0.41 -0.62, -0.47    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.06 (-0.11, -0.02)     

Ls Meanb -0.43 -0.38 -0.04 (-0.08, -0.01) 0.008  

 

  Baseline Actual n 179 199  NEd  

Mean 0.60 0.54    

SD 0.738 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 189 205    

Mean 0.40 0.36    

SD 0.650 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 160 183    

Mean -0.20 -0.22    

SD 0.751 0.684    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.17 -0.21 0.04 (-0.05, 0.13) 0.347  

SEb 0.035 0.033    

95% CIb -0.24, -0.10 -0.28, -0.15    

Ls Meanc -0.24 -0.28 0.04 (-0.08, 0.16) 0.517  

SEc 0.065 0.062    

95% CIc -0.37, -0.12 -0.41, -0.16    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.24 0.29    

SD 0.502 0.534    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 150 160    

Mean -0.35 -0.27    

SD 0.742 0.632    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.03)     

Ls Meanb -0.36 -0.29 -0.07 (-0.16, 0.02) 0.144  

SEb 0.035 0.034    

95% CIb -0.43, -0.29 -0.36, -0.23    

Ls Meanc -0.36 -0.31 -0.05 (-0.15, 0.06) 0.387  

SEc 0.055 0.054    

95% CIc -0.46, -0.25 -0.41, -0.20    

 

  Day 15 Actual n 160 171    

Mean 0.09 0.15    

SD 0.292 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 151    

Mean -0.49 -0.40    

SD 0.706 0.655    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.47 -0.42 -0.05 (-0.14, 0.04) 0.293  

SEb 0.037 0.035    

95% CIb -0.55, -0.40 -0.49, -0.35    

Ls Meanc -0.48 -0.43 -0.05 (-0.13, 0.03) 0.259  

SEc 0.043 0.041    

95% CIc -0.57, -0.40 -0.52, -0.35    

 

  Day 29 Actual n 136 138    

Mean 0.05 0.06    

SD 0.222 0.235    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 116 129    

Mean -0.46 -0.48    

SD 0.703 0.697    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.09)     

Ls Meanb -0.51 -0.48 -0.03 (-0.13, 0.07) 0.547  

SEb 0.038 0.036    

95% CIb -0.59, -0.44 -0.56, -0.41    

Ls Meanc -0.47 -0.46 -0.01 (-0.06, 0.05) 0.769  

SEc 0.029 0.028    

95% CIc -0.53, -0.42 -0.52, -0.41    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 40 of 1056 

Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.10)     

Ls Meanb -0.26 -0.29 0.03 (-0.01, 0.08) 0.147  

 

  Baseline Actual n 180 199  NEd  

Mean 0.43 0.48    

SD 0.805 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 189 205    

Mean 0.35 0.37    

SD 0.704 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 161 183    

Mean -0.09 -0.10    

SD 0.753 0.813    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.13 -0.09 -0.04 (-0.15, 0.07) 0.467  

SEb 0.043 0.042    

95% CIb -0.22, -0.05 -0.17, -0.01    

Ls Meanc -0.10 -0.07 -0.03 (-0.17, 0.11) 0.681  

SEc 0.076 0.072    

95% CIc -0.25, 0.05 -0.21, 0.07    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.29 0.35    

SD 0.759 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 151 160    

Mean -0.10 -0.15    

SD 0.854 0.926    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.10)     

Ls Meanb -0.14 -0.12 -0.03 (-0.14, 0.08) 0.647  

SEb 0.044 0.043    

95% CIb -0.23, -0.06 -0.20, -0.03    

Ls Meanc -0.15 -0.17 0.02 (-0.14, 0.17) 0.822  

SEc 0.082 0.080    

95% CIc -0.31, 0.01 -0.32, -0.01    

 

  Day 15 Actual n 160 171    

Mean 0.14 0.06    

SD 0.469 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.17 -0.36    

SD 0.733 0.733    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.15 (0.01, 0.29)     

Ls Meanb -0.27 -0.39 0.12 (0.00, 0.24) 0.041  

SEb 0.046 0.044    

95% CIb -0.36, -0.18 -0.47, -0.30    

Ls Meanc -0.24 -0.35 0.11 (0.02, 0.20) 0.014  

SEc 0.047 0.045    

95% CIc -0.33, -0.15 -0.44, -0.27    

 

  Day 29 Actual n 136 138    

Mean 0.07 0.09    

SD 0.303 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 117 129    

Mean -0.31 -0.40    

SD 0.771 0.824    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.11)     

Ls Meanb -0.39 -0.36 -0.03 (-0.15, 0.09) 0.602  

SEb 0.047 0.045    

95% CIb -0.48, -0.30 -0.44, -0.27    

Ls Meanc -0.38 -0.37 -0.01 (-0.08, 0.06) 0.821  

SEc 0.039 0.037    

95% CIc -0.45, -0.30 -0.44, -0.30    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.51 -0.49 -0.02 (-0.05, 0.02) 0.346  

 

  Baseline Actual n 179 199  NEd  

Mean 0.61 0.64    

SD 0.843 0.864    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 189 205    

Mean 0.38 0.33    

SD 0.670 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 160 183    

Mean -0.18 -0.33    

SD 0.800 0.847    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.20)     

Ls Meanb -0.24 -0.32 0.08 (-0.01, 0.17) 0.070  

SEb 0.036 0.034    

95% CIb -0.31, -0.17 -0.39, -0.26    

Ls Meanc -0.26 -0.36 0.10 (-0.02, 0.23) 0.114  

SEc 0.068 0.065    

95% CIc -0.39, -0.12 -0.49, -0.23    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.21 0.23    

SD 0.517 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 150 160    

Mean -0.43 -0.44    

SD 0.830 0.956    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.47 -0.42 -0.05 (-0.14, 0.05) 0.334  

SEb 0.036 0.035    

95% CIb -0.54, -0.40 -0.49, -0.35    

Ls Meanc -0.52 -0.47 -0.05 (-0.16, 0.06) 0.383  

SEc 0.059 0.057    

95% CIc -0.64, -0.41 -0.58, -0.36    

 

  Day 15 Actual n 160 171    

Mean 0.04 0.08    

SD 0.191 0.287    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 131 151    

Mean -0.55 -0.58    

SD 0.852 0.875    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.09)     

Ls Meanb -0.59 -0.57 -0.02 (-0.12, 0.08) 0.668  

SEb 0.038 0.036    

95% CIb -0.66, -0.51 -0.64, -0.50    

Ls Meanc -0.58 -0.56 -0.03 (-0.08, 0.03) 0.323  

SEc 0.028 0.027    

95% CIc -0.64, -0.53 -0.61, -0.51    

 

  Day 29 Actual n 136 138    

Mean 0.04 0.09    

SD 0.295 0.317    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 116 129    

Mean -0.56 -0.47    

SD 0.916 0.781    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.24, -0.01)     

Ls Meanb -0.63 -0.52 -0.11 (-0.21, -0.01) 0.040  

SEb 0.039 0.038    

95% CIb -0.71, -0.55 -0.60, -0.45    

Ls Meanc -0.57 -0.53 -0.04 (-0.11, 0.03) 0.282  

SEc 0.039 0.037    

95% CIc -0.64, -0.49 -0.60, -0.45    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.00)     

Ls Meanb -0.12 -0.10 -0.01 (-0.03, 0.00) 0.043  

 

  Baseline Actual n 180 199  NEd  

Mean 0.18 0.06    

SD 0.599 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 189 205    

Mean 0.08 0.07    

SD 0.371 0.350    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 161 183    

Mean -0.10 0.00    

SD 0.594 0.348    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.10)     

Ls Meanb -0.05 -0.06 0.01 (-0.04, 0.05) 0.784  

SEb 0.017 0.016    

95% CIb -0.08, -0.02 -0.09, -0.03    

Ls Meanc -0.10 -0.08 -0.02 (-0.09, 0.06) 0.672  

SEc 0.039 0.037    

95% CIc -0.17, -0.02 -0.15, -0.01    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 175 180    

Mean 0.03 0.02    

SD 0.199 0.210    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 151 160    

Mean -0.13 -0.03    

SD 0.614 0.379    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.10)     

Ls Meanb -0.09 -0.09 0.00 (-0.04, 0.05) 0.845  

SEb 0.017 0.016    

95% CIb -0.12, -0.05 -0.12, -0.06    

Ls Meanc -0.08 -0.09 0.01 (-0.04, 0.06) 0.728  

SEc 0.026 0.025    

95% CIc -0.14, -0.03 -0.14, -0.04    

 

  Day 15 Actual n 160 171    

Mean 0.01 0.01    

SD 0.079 0.153    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 132 151    

Mean -0.20 -0.05    

SD 0.647 0.267    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.13 -0.12 -0.01 (-0.06, 0.03) 0.621  

SEb 0.018 0.017    

95% CIb -0.17, -0.10 -0.15, -0.09    

Ls Meanc -0.12 -0.12 0.01 (-0.01, 0.02) 0.431  

SEc 0.007 0.007    

95% CIc -0.13, -0.10 -0.14, -0.11    

 

  Day 29 Actual n 136 138    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 117 129    

Mean -0.21 -0.05    

SD 0.680 0.288    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.14 -0.13 -0.01 (-0.06, 0.04) 0.772  

SEb 0.019 0.018    

95% CIb -0.18, -0.10 -0.17, -0.10    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Other Body Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.79 -0.81 0.02 (-0.10, 0.14) 0.719  

 

  Baseline Actual n 38 43  NEd  

Mean 1.05 1.02    

SD 1.064 1.058    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 38 40    

Mean 0.76 0.75    

SD 0.971 0.981    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 32 38    

Mean -0.25 -0.34    

SD 1.047 1.236    

Min -2.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.33, 0.22)     

Ls Meanb -0.35 -0.29 -0.06 (-0.35, 0.24) 0.694  

SEb 0.138 0.132    

95% CIb -0.63, -0.08 -0.55, -0.04    

Ls Meanc -0.49 -0.46 -0.03 (-0.49, 0.42) 0.881  

SEc 0.504 0.478    

95% CIc -1.50, 0.51 -1.41, 0.50    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.33 0.46    

SD 0.711 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 27 33    

Mean -0.67 -0.70    

SD 1.109 1.311    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.36, 0.23)     

Ls Meanb -0.69 -0.62 -0.07 (-0.38, 0.25) 0.674  

SEb 0.143 0.137    

95% CIb -0.97, -0.41 -0.89, -0.35    

Ls Meanc -0.88 -0.77 -0.12 (-0.51, 0.28) 0.564  

SEc 0.295 0.289    

95% CIc -1.47, -0.29 -1.35, -0.19    

 

  Day 15 Actual n 31 36    

Mean 0.19 0.11    

SD 0.543 0.319    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.96 -1.06    

SD 1.076 1.134    

Min -3.00 -4.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.13, 0.48)     

Ls Meanb -0.87 -1.06 0.19 (-0.13, 0.50) 0.254  

SEb 0.146 0.138    

95% CIb -1.16, -0.58 -1.33, -0.79    

Ls Meanc -0.93 -1.02 0.09 (-0.09, 0.27) 0.331  

SEc 0.183 0.173    

95% CIc -1.30, -0.56 -1.37, -0.68    

 

  Day 29 Actual n 24 26    

Mean 0.17 0.08    

SD 0.565 0.272    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 19 24    

Mean -1.11 -1.08    

SD 1.150 1.176    

Min -3.00 -4.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.19 (-0.52, 0.13)     

Ls Meanb -1.03 -0.82 -0.20 (-0.55, 0.14) 0.247  

SEb 0.155 0.145    

95% CIb -1.33, -0.72 -1.10, -0.54    

Ls Meanc -1.08 -1.09 0.01 (-0.23, 0.25) 0.935  

SEc 0.215 0.198    

95% CIc -1.52, -0.65 -1.49, -0.69    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.06, 0.09)     

Ls Meanb -0.68 -0.69 0.01 (-0.06, 0.08) 0.739  

 

  Baseline Actual n 38 43  NEd  

Mean 0.84 0.77    

SD 1.001 0.922    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 37 40    

Mean 0.49 0.45    

SD 0.870 0.714    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 31 38    

Mean -0.32 -0.37    

SD 0.791 0.998    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.18, 0.27)     

Ls Meanb -0.31 -0.35 0.04 (-0.18, 0.26) 0.699  

SEb 0.098 0.092    

95% CIb -0.50, -0.12 -0.53, -0.17    

Ls Meanc -0.40 -0.45 0.05 (-0.31, 0.41) 0.795  

SEc 0.395 0.376    

95% CIc -1.19, 0.39 -1.20, 0.30    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.13 0.32    

SD 0.571 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 27 33    

Mean -0.74 -0.48    

SD 0.944 0.906    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.47, 0.02)     

Ls Meanb -0.67 -0.45 -0.22 (-0.45, 0.01) 0.067  

SEb 0.101 0.096    

95% CIb -0.87, -0.47 -0.64, -0.27    

Ls Meanc -0.74 -0.50 -0.24 (-0.54, 0.07) 0.134  

SEc 0.228 0.227    

95% CIc -1.19, -0.28 -0.96, -0.05    

 

  Day 15 Actual n 31 36    

Mean 0.03 0.03    

SD 0.180 0.167    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 6 of 1056 

Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.96 -0.69    

SD 1.038 0.896    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.19, 0.30)     

Ls Meanb -0.73 -0.78 0.05 (-0.19, 0.29) 0.671  

SEb 0.104 0.096    

95% CIb -0.93, -0.52 -0.97, -0.59    

Ls Meanc -0.30 -0.34 0.03 (-0.04, 0.11) 0.397  

SEc 0.073 0.070    

95% CIc -0.45, -0.16 -0.48, -0.20    

 

  Day 29 Actual n 24 26    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 19 24    

Mean -1.05 -0.71    

SD 1.079 0.955    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.35, 0.21)     

Ls Meanb -0.83 -0.76 -0.07 (-0.33, 0.20) 0.625  

SEb 0.114 0.104    

95% CIb -1.05, -0.61 -0.97, -0.56    

Ls Meanc -0.86 -0.86 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.86, -0.86 -0.86, -0.86    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.06 (-0.07, 0.18)     

Ls Meanb -0.63 -0.68 0.05 (-0.07, 0.17) 0.371  

 

  Baseline Actual n 38 43  NEd  

Mean 0.92 0.88    

SD 0.912 1.005    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 0.79 0.68    

SD 0.843 0.829    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 3.00    

 

   Change n 32 38    

Mean -0.09 -0.21    

SD 0.777 0.905    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.15, 0.42)     

Ls Meanb -0.10 -0.23 0.13 (-0.14, 0.40) 0.346  

SEb 0.132 0.127    

95% CIb -0.36, 0.15 -0.48, 0.01    

Ls Meanc -0.18 -0.26 0.08 (-0.26, 0.43) 0.628  

SEc 0.381 0.364    

95% CIc -0.94, 0.58 -0.99, 0.46    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.60 0.51    

SD 0.968 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 27 33    

Mean -0.15 -0.42    

SD 1.134 1.032    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.15, 0.45)     

Ls Meanb -0.34 -0.48 0.14 (-0.14, 0.43) 0.326  

SEb 0.135 0.131    

95% CIb -0.60, -0.07 -0.74, -0.22    

Ls Meanc -0.34 -0.49 0.15 (-0.30, 0.61) 0.495  

SEc 0.334 0.329    

95% CIc -1.01, 0.33 -1.15, 0.17    

 

  Day 15 Actual n 31 36    

Mean 0.16 0.08    

SD 0.454 0.368    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.69 -0.72    

SD 0.884 0.888    

Min -2.00 -3.00    

Median -0.50 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.21, 0.39)     

Ls Meanb -0.71 -0.80 0.09 (-0.21, 0.38) 0.566  

SEb 0.139 0.132    

95% CIb -0.98, -0.44 -1.06, -0.54    

Ls Meanc -0.68 -0.67 -0.01 (-0.21, 0.18) 0.882  

SEc 0.192 0.181    

95% CIc -1.07, -0.30 -1.03, -0.31    

 

  Day 29 Actual n 24 26    

Mean 0.00 0.08    

SD 0.000 0.392    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 19 24    

Mean -0.84 -0.83    

SD 0.958 1.007    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.45, 0.20)     

Ls Meanb -0.96 -0.84 -0.12 (-0.43, 0.19) 0.460  

SEb 0.144 0.137    

95% CIb -1.24, -0.67 -1.11, -0.57    

Ls Meanc -0.84 -0.84 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.84, -0.84 -0.84, -0.84    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.45 (-0.60, -0.30)     

Ls Meanb -0.73 -0.36 -0.37 (-0.49, -0.24) <.001  

 

  Baseline Actual n 38 43  NEd  

Mean 1.13 1.28    

SD 0.777 0.854    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 1.05 1.28    

SD 0.804 0.905    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 32 38    

Mean -0.03 -0.03    

SD 0.647 1.000    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.62, 0.11)     

Ls Meanb -0.07 0.14 -0.21 (-0.51, 0.09) 0.166  

SEb 0.142 0.136    

95% CIb -0.35, 0.21 -0.13, 0.41    

Ls Meanc 0.10 0.22 -0.12 (-0.49, 0.26) 0.537  

SEc 0.418 0.394    

95% CIc -0.73, 0.94 -0.56, 1.01    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.70 1.30    

SD 0.794 0.777    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 27 33    

Mean -0.41 0.06    

SD 0.797 0.864    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.73 (-1.11, -0.34)     

Ls Meanb -0.47 0.13 -0.60 (-0.91, -0.28) <.001  

SEb 0.147 0.141    

95% CIb -0.76, -0.18 -0.15, 0.40    

Ls Meanc -0.56 0.00 -0.55 (-0.93, -0.18) 0.004  

SEc 0.276 0.272    

95% CIc -1.11, 0.00 -0.55, 0.54    

 

  Day 15 Actual n 31 36    

Mean 0.26 0.75    

SD 0.514 0.770    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.85 -0.63    

SD 0.675 0.976    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.36 (-0.76, 0.03)     

Ls Meanb -0.85 -0.55 -0.30 (-0.62, 0.02) 0.069  

SEb 0.150 0.142    

95% CIb -1.14, -0.55 -0.83, -0.27    

Ls Meanc -0.64 -0.18 -0.46 (-0.76, -0.16) 0.003  

SEc 0.300 0.279    

95% CIc -1.24, -0.04 -0.74, 0.38    

 

  Day 29 Actual n 24 26    

Mean 0.25 0.46    

SD 0.532 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 24    

Mean -1.05 -0.79    

SD 0.705 0.932    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.36 (-0.78, 0.06)     

Ls Meanb -0.96 -0.66 -0.30 (-0.64, 0.05) 0.092  

SEb 0.157 0.148    

95% CIb -1.27, -0.65 -0.95, -0.37    

Ls Meanc -0.52 -0.37 -0.14 (-0.48, 0.19) 0.383  

SEc 0.301 0.279    

95% CIc -1.13, 0.09 -0.94, 0.19    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.11 (-0.20, -0.02)     

Ls Meanb -0.44 -0.35 -0.09 (-0.17, -0.02) 0.018  

 

  Baseline Actual n 38 43  NEd  

Mean 0.55 0.49    

SD 0.860 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 37 40    

Mean 0.27 0.48    

SD 0.693 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 31 38    

Mean -0.26 -0.03    

SD 0.999 0.854    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.52, 0.03)     

Ls Meanb -0.27 -0.07 -0.20 (-0.42, 0.02) 0.078  

SEb 0.100 0.094    

95% CIb -0.47, -0.08 -0.26, 0.11    

Ls Meanc 0.01 0.27 -0.26 (-0.56, 0.04) 0.093  

SEc 0.332 0.315    

95% CIc -0.65, 0.68 -0.36, 0.90    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.13 0.49    

SD 0.571 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 27 33    

Mean -0.48 -0.15    

SD 0.849 0.755    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-0.53, 0.05)     

Ls Meanb -0.37 -0.17 -0.19 (-0.43, 0.04) 0.111  

SEb 0.103 0.098    

95% CIb -0.57, -0.16 -0.37, 0.02    

Ls Meanc -0.48 -0.21 -0.27 (-0.59, 0.05) 0.092  

SEc 0.231 0.230    

95% CIc -0.94, -0.02 -0.67, 0.25    

 

  Day 15 Actual n 31 36    

Mean 0.10 0.14    

SD 0.301 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.42 -0.28    

SD 0.902 0.729    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.38, 0.22)     

Ls Meanb -0.46 -0.40 -0.06 (-0.31, 0.18) 0.608  

SEb 0.107 0.099    

95% CIb -0.67, -0.25 -0.59, -0.20    

Ls Meanc -0.43 -0.35 -0.08 (-0.30, 0.14) 0.453  

SEc 0.219 0.207    

95% CIc -0.87, 0.01 -0.77, 0.06    

 

  Day 29 Actual n 24 26    

Mean 0.00 0.08    

SD 0.000 0.272    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 19 24    

Mean -0.58 -0.50    

SD 0.902 0.780    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.38, 0.28)     

Ls Meanb -0.54 -0.50 -0.04 (-0.31, 0.23) 0.758  

SEb 0.116 0.106    

95% CIb -0.77, -0.31 -0.71, -0.29    

Ls Meanc -0.60 -0.51 -0.09 (-0.22, 0.05) 0.192  

SEc 0.120 0.111    

95% CIc -0.84, -0.36 -0.74, -0.29    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.08 (-0.03, 0.19)     

Ls Meanb -0.12 -0.19 0.06 (-0.03, 0.15) 0.177  

 

  Baseline Actual n 38 43  NEd  

Mean 0.45 0.33    

SD 0.860 0.680    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 0.32 0.30    

SD 0.620 0.883    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 32 38    

Mean 0.13 0.00    

SD 0.554 0.838    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.19, 0.35)     

Ls Meanb 0.07 0.01 0.06 (-0.15, 0.27) 0.567  

SEb 0.100 0.096    

95% CIb -0.12, 0.27 -0.18, 0.20    

Ls Meanc 0.05 -0.05 0.10 (-0.24, 0.44) 0.565  

SEc 0.375 0.356    

95% CIc -0.70, 0.80 -0.76, 0.67    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.17 0.24    

SD 0.592 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 27 33    

Mean -0.11 -0.03    

SD 0.506 0.847    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.40, 0.18)     

Ls Meanb -0.12 -0.03 -0.08 (-0.30, 0.14) 0.466  

SEb 0.103 0.099    

95% CIb -0.32, 0.08 -0.23, 0.16    

Ls Meanc -0.17 -0.08 -0.09 (-0.39, 0.21) 0.560  

SEc 0.221 0.219    

95% CIc -0.61, 0.27 -0.52, 0.36    

 

  Day 15 Actual n 31 36    

Mean 0.13 0.00    

SD 0.428 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 18 of 1056 

Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.04 -0.16    

SD 0.662 0.369    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.10, 0.49)     

Ls Meanb -0.10 -0.25 0.15 (-0.07, 0.38) 0.189  

SEb 0.105 0.100    

95% CIb -0.31, 0.10 -0.45, -0.06    

Ls Meanc -0.01 -0.14 0.13 (-0.04, 0.30) 0.139  

SEc 0.170 0.160    

95% CIc -0.35, 0.33 -0.46, 0.19    

 

  Day 29 Actual n 24 26    

Mean 0.08 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 19 24    

Mean -0.42 -0.13    

SD 1.121 0.448    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.34, 0.29)     

Ls Meanb -0.33 -0.31 -0.02 (-0.26, 0.22) 0.873  

SEb 0.110 0.104    

95% CIb -0.55, -0.12 -0.52, -0.11    

Ls Meanc -0.17 -0.29 0.12 (-0.09, 0.32) 0.255  

SEc 0.175 0.162    

95% CIc -0.53, 0.18 -0.62, 0.04    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.05 (-0.10, 0.19)     

Ls Meanb -0.79 -0.84 0.05 (-0.11, 0.20) 0.531  

 

  Baseline Actual n 38 43  NEd  

Mean 1.71 1.53    

SD 0.984 1.099    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 38 40    

Mean 1.50 1.20    

SD 0.862 1.091    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 4.00    

 

   Change n 32 38    

Mean -0.19 -0.26    

SD 0.859 1.288    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.13 (-0.21, 0.48)     

Ls Meanb -0.13 -0.27 0.14 (-0.22, 0.50) 0.446  

SEb 0.173 0.168    

95% CIb -0.47, 0.21 -0.60, 0.06    

Ls Meanc 0.10 -0.07 0.17 (-0.29, 0.63) 0.461  

SEc 0.511 0.490    

95% CIc -0.92, 1.12 -1.05, 0.90    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.93 1.08    

SD 0.907 1.010    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 27 33    

Mean -0.70 -0.45    

SD 1.031 1.121    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.45, 0.28)     

Ls Meanb -0.56 -0.47 -0.09 (-0.47, 0.29) 0.632  

SEb 0.178 0.173    

95% CIb -0.91, -0.22 -0.81, -0.13    

Ls Meanc -0.55 -0.42 -0.13 (-0.61, 0.35) 0.597  

SEc 0.356 0.362    

95% CIc -1.27, 0.16 -1.15, 0.30    

 

  Day 15 Actual n 31 36    

Mean 0.61 0.44    

SD 0.715 0.735    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -1.12 -1.03    

SD 0.993 1.231    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.28, 0.47)     

Ls Meanb -1.02 -1.12 0.10 (-0.29, 0.49) 0.618  

SEb 0.183 0.174    

95% CIb -1.38, -0.66 -1.46, -0.78    

Ls Meanc -1.08 -1.25 0.16 (-0.16, 0.49) 0.320  

SEc 0.326 0.312    

95% CIc -1.74, -0.43 -1.88, -0.62    

 

  Day 29 Actual n 24 26    

Mean 0.46 0.54    

SD 0.721 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 24    

Mean -1.05 -1.04    

SD 1.129 1.160    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.52, 0.27)     

Ls Meanb -1.05 -0.92 -0.13 (-0.55, 0.28) 0.535  

SEb 0.191 0.181    

95% CIb -1.43, -0.68 -1.28, -0.56    

Ls Meanc -1.13 -1.06 -0.07 (-0.51, 0.36) 0.737  

SEc 0.397 0.365    

95% CIc -1.94, -0.33 -1.80, -0.32    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.60 -0.56 -0.04 (-0.15, 0.07) 0.499  

 

  Baseline Actual n 38 43  NEd  

Mean 1.13 1.00    

SD 0.875 1.024    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 0.71 0.60    

SD 0.867 0.871    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 32 38    

Mean -0.41 -0.45    

SD 0.665 1.201    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.20, 0.39)     

Ls Meanb -0.19 -0.28 0.09 (-0.19, 0.38) 0.523  

SEb 0.131 0.125    

95% CIb -0.44, 0.07 -0.52, -0.03    

Ls Meanc -0.18 -0.26 0.08 (-0.30, 0.47) 0.661  

SEc 0.419 0.399    

95% CIc -1.02, 0.66 -1.06, 0.53    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.37 0.46    

SD 0.669 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 27 33    

Mean -0.67 -0.61    

SD 1.000 1.171    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.33, 0.30)     

Ls Meanb -0.46 -0.44 -0.02 (-0.32, 0.28) 0.905  

SEb 0.135 0.129    

95% CIb -0.73, -0.20 -0.70, -0.19    

Ls Meanc -0.37 -0.32 -0.05 (-0.39, 0.29) 0.763  

SEc 0.248 0.246    

95% CIc -0.87, 0.13 -0.81, 0.17    

 

  Day 15 Actual n 31 36    

Mean 0.32 0.44    

SD 0.653 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.92 -0.69    

SD 0.977 1.120    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.27, 0.37)     

Ls Meanb -0.55 -0.60 0.05 (-0.26, 0.35) 0.758  

SEb 0.139 0.130    

95% CIb -0.83, -0.28 -0.86, -0.35    

Ls Meanc 0.05 0.04 0.01 (-0.25, 0.27) 0.930  

SEc 0.255 0.240    

95% CIc -0.46, 0.56 -0.44, 0.52    

 

  Day 29 Actual n 24 26    

Mean 0.13 0.27    

SD 0.448 0.533    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 24    

Mean -1.00 -0.79    

SD 1.054 0.884    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.21 (-0.56, 0.14)     

Ls Meanb -0.86 -0.65 -0.20 (-0.54, 0.13) 0.236  

SEb 0.148 0.138    

95% CIb -1.15, -0.57 -0.92, -0.38    

Ls Meanc -0.52 -0.44 -0.08 (-0.27, 0.11) 0.386  

SEc 0.170 0.156    

95% CIc -0.86, -0.18 -0.75, -0.12    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.09)     

Ls Meanb -0.47 -0.43 -0.04 (-0.17, 0.09) 0.555  

 

  Baseline Actual n 38 43  NEd  

Mean 0.95 1.05    

SD 1.012 1.068    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 38 40    

Mean 0.68 0.73    

SD 0.989 0.933    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 32 38    

Mean -0.25 -0.39    

SD 0.916 1.128    

Min -2.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.36, 0.23)     

Ls Meanb -0.10 -0.03 -0.07 (-0.37, 0.24) 0.677  

SEb 0.147 0.141    

95% CIb -0.38, 0.19 -0.31, 0.25    

Ls Meanc 0.09 0.08 0.01 (-0.42, 0.44) 0.965  

SEc 0.470 0.444    

95% CIc -0.85, 1.03 -0.81, 0.97    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.40 0.51    

SD 0.724 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 27 33    

Mean -0.48 -0.64    

SD 0.849 1.270    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.40, 0.23)     

Ls Meanb -0.32 -0.23 -0.09 (-0.42, 0.24) 0.586  

SEb 0.152 0.145    

95% CIb -0.62, -0.03 -0.52, 0.05    

Ls Meanc -0.49 -0.39 -0.10 (-0.50, 0.30) 0.612  

SEc 0.294 0.286    

95% CIc -1.08, 0.10 -0.96, 0.19    

 

  Day 15 Actual n 31 36    

Mean 0.23 0.22    

SD 0.617 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.88 -0.97    

SD 0.993 1.282    

Min -3.00 -4.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.25, 0.39)     

Ls Meanb -0.57 -0.65 0.08 (-0.26, 0.41) 0.652  

SEb 0.155 0.146    

95% CIb -0.88, -0.27 -0.93, -0.36    

Ls Meanc -0.51 -0.49 -0.02 (-0.23, 0.20) 0.860  

SEc 0.216 0.203    

95% CIc -0.95, -0.08 -0.90, -0.09    

 

  Day 29 Actual n 24 26    

Mean 0.21 0.27    

SD 0.588 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 19 24    

Mean -0.79 -0.88    

SD 1.032 1.361    

Min -3.00 -4.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.32 (-0.66, 0.03)     

Ls Meanb -0.70 -0.37 -0.33 (-0.69, 0.03) 0.072  

SEb 0.163 0.153    

95% CIb -1.02, -0.38 -0.67, -0.07    

Ls Meanc -0.47 -0.40 -0.07 (-0.37, 0.23) 0.637  

SEc 0.267 0.244    

95% CIc -1.01, 0.07 -0.90, 0.09    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.02 (-0.07, 0.12)     

Ls Meanb -0.43 -0.45 0.02 (-0.06, 0.10) 0.612  

 

  Baseline Actual n 38 43  NEd  

Mean 0.74 0.63    

SD 0.921 0.817    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 38 40    

Mean 0.47 0.38    

SD 0.862 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 32 38    

Mean -0.09 -0.26    

SD 0.466 0.795    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.18, 0.36)     

Ls Meanb -0.11 -0.19 0.08 (-0.15, 0.31) 0.508  

SEb 0.106 0.100    

95% CIb -0.32, 0.10 -0.39, 0.01    

Ls Meanc -0.10 -0.25 0.15 (-0.15, 0.45) 0.330  

SEc 0.333 0.316    

95% CIc -0.76, 0.57 -0.88, 0.38    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.27 0.49    

SD 0.691 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 27 33    

Mean -0.33 -0.30    

SD 0.679 0.918    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.33, 0.25)     

Ls Meanb -0.25 -0.22 -0.03 (-0.28, 0.21) 0.784  

SEb 0.110 0.104    

95% CIb -0.47, -0.04 -0.42, -0.01    

Ls Meanc -0.39 -0.33 -0.05 (-0.40, 0.30) 0.764  

SEc 0.259 0.256    

95% CIc -0.91, 0.13 -0.85, 0.18    

 

  Day 15 Actual n 31 36    

Mean 0.19 0.11    

SD 0.654 0.398    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.38 -0.53    

SD 0.804 0.761    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.12, 0.47)     

Ls Meanb -0.38 -0.54 0.15 (-0.10, 0.40) 0.239  

SEb 0.113 0.105    

95% CIb -0.60, -0.16 -0.74, -0.33    

Ls Meanc -0.33 -0.47 0.14 (-0.13, 0.40) 0.308  

SEc 0.265 0.250    

95% CIc -0.87, 0.20 -0.97, 0.03    

 

  Day 29 Actual n 24 26    

Mean 0.04 0.04    

SD 0.204 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 19 24    

Mean -0.84 -0.54    

SD 0.958 0.884    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.39, 0.25)     

Ls Meanb -0.61 -0.55 -0.06 (-0.34, 0.22) 0.656  

SEb 0.121 0.112    

95% CIb -0.85, -0.37 -0.77, -0.33    

Ls Meanc -0.67 -0.66 -0.01 (-0.15, 0.13) 0.883  

SEc 0.121 0.112    

95% CIc -0.91, -0.42 -0.88, -0.43    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.52 -0.43 -0.09 (-0.24, 0.06) 0.244  

 

  Baseline Actual n 38 43  NEd  

Mean 0.79 0.79    

SD 1.018 1.081    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 0.58 0.75    

SD 0.976 0.954    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 32 38    

Mean -0.19 0.00    

SD 0.931 0.930    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.28 (-0.57, 0.02)     

Ls Meanb -0.30 -0.01 -0.29 (-0.60, 0.02) 0.069  

SEb 0.156 0.151    

95% CIb -0.60, 0.01 -0.30, 0.29    

Ls Meanc -0.37 -0.11 -0.26 (-0.64, 0.13) 0.190  

SEc 0.429 0.408    

95% CIc -1.22, 0.49 -0.93, 0.70    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.47 0.43    

SD 0.900 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 27 33    

Mean -0.44 -0.33    

SD 1.219 0.957    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.43, 0.19)     

Ls Meanb -0.45 -0.32 -0.13 (-0.46, 0.20) 0.436  

SEb 0.159 0.155    

95% CIb -0.77, -0.14 -0.63, -0.02    

Ls Meanc -0.54 -0.38 -0.16 (-0.56, 0.25) 0.434  

SEc 0.297 0.294    

95% CIc -1.14, 0.05 -0.97, 0.21    

 

  Day 15 Actual n 31 36    

Mean 0.13 0.17    

SD 0.428 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.62 -0.59    

SD 1.023 1.214    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.38, 0.25)     

Ls Meanb -0.63 -0.56 -0.07 (-0.40, 0.26) 0.685  

SEb 0.163 0.156    

95% CIb -0.95, -0.31 -0.87, -0.26    

Ls Meanc -0.66 -0.64 -0.02 (-0.28, 0.23) 0.870  

SEc 0.254 0.241    

95% CIc -1.17, -0.15 -1.12, -0.16    

 

  Day 29 Actual n 24 26    

Mean 0.17 0.15    

SD 0.482 0.464    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 24    

Mean -0.47 -0.50    

SD 0.905 1.319    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.30, 0.37)     

Ls Meanb -0.56 -0.59 0.03 (-0.32, 0.39) 0.846  

SEb 0.167 0.160    

95% CIb -0.89, -0.23 -0.91, -0.28    

Ls Meanc -0.50 -0.46 -0.04 (-0.34, 0.27) 0.800  

SEc 0.276 0.254    

95% CIc -1.06, 0.06 -0.98, 0.05    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.15 (-0.28, -0.01)     

Ls Meanb -0.54 -0.39 -0.15 (-0.29, -0.01) 0.033  

 

  Baseline Actual n 38 43  NEd  

Mean 0.71 0.74    

SD 1.011 0.978    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 0.26 0.68    

SD 0.685 0.971    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 32 38    

Mean -0.25 0.00    

SD 0.803 0.959    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.43 (-0.70, -0.16)     

Ls Meanb -0.42 0.01 -0.43 (-0.70, -0.15) 0.002  

SEb 0.137 0.133    

95% CIb -0.68, -0.15 -0.25, 0.27    

Ls Meanc -0.19 0.18 -0.37 (-0.74, -0.01) 0.045  

SEc 0.401 0.382    

95% CIc -0.99, 0.61 -0.58, 0.94    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.43 0.38    

SD 0.898 0.794    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 27 33    

Mean -0.33 -0.27    

SD 0.784 0.876    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.39, 0.18)     

Ls Meanb -0.38 -0.28 -0.10 (-0.39, 0.18) 0.482  

SEb 0.140 0.136    

95% CIb -0.65, -0.10 -0.54, -0.01    

Ls Meanc -0.48 -0.39 -0.10 (-0.44, 0.24) 0.569  

SEc 0.250 0.247    

95% CIc -0.98, 0.02 -0.88, 0.11    

 

  Day 15 Actual n 31 36    

Mean 0.10 0.11    

SD 0.396 0.398    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.50 -0.53    

SD 0.906 1.047    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.39, 0.19)     

Ls Meanb -0.61 -0.51 -0.10 (-0.39, 0.19) 0.507  

SEb 0.143 0.137    

95% CIb -0.89, -0.33 -0.78, -0.24    

Ls Meanc -0.56 -0.54 -0.02 (-0.25, 0.20) 0.827  

SEc 0.221 0.209    

95% CIc -1.00, -0.12 -0.95, -0.12    

 

  Day 29 Actual n 24 26    

Mean 0.08 0.12    

SD 0.408 0.431    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 24    

Mean -0.68 -0.42    

SD 1.057 1.139    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.24 (-0.54, 0.07)     

Ls Meanb -0.69 -0.45 -0.24 (-0.54, 0.07) 0.125  

SEb 0.147 0.140    

95% CIb -0.97, -0.40 -0.72, -0.17    

Ls Meanc -0.58 -0.51 -0.07 (-0.35, 0.22) 0.631  

SEc 0.252 0.231    

95% CIc -1.09, -0.07 -0.98, -0.04    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 37 of 1056 

Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.39 -0.37 -0.02 (-0.09, 0.05) 0.651  

 

  Baseline Actual n 37 43  NEd  

Mean 0.62 0.67    

SD 0.639 0.778    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 0.66 0.48    

SD 0.847 0.716    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 31 38    

Mean -0.03 -0.29    

SD 0.795 0.802    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.25 (-0.03, 0.53)     

Ls Meanb 0.07 -0.11 0.18 (-0.02, 0.38) 0.075  

SEb 0.091 0.085    

95% CIb -0.11, 0.25 -0.28, 0.06    

Ls Meanc 0.18 -0.01 0.19 (-0.16, 0.55) 0.272  

SEc 0.384 0.365    

95% CIc -0.58, 0.95 -0.74, 0.72    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 38 of 1056 

Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.37 0.43    

SD 0.669 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 33    

Mean -0.23 -0.33    

SD 0.587 0.595    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.35, 0.24)     

Ls Meanb -0.25 -0.21 -0.04 (-0.25, 0.18) 0.720  

SEb 0.095 0.089    

95% CIb -0.43, -0.06 -0.38, -0.04    

Ls Meanc -0.17 -0.20 0.03 (-0.24, 0.30) 0.834  

SEc 0.197 0.194    

95% CIc -0.57, 0.23 -0.59, 0.19    

 

  Day 15 Actual n 31 36    

Mean 0.13 0.11    

SD 0.341 0.319    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 32    

Mean -0.56 -0.63    

SD 0.712 0.707    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.20, 0.41)     

Ls Meanb -0.43 -0.50 0.07 (-0.15, 0.29) 0.519  

SEb 0.097 0.089    

95% CIb -0.62, -0.23 -0.67, -0.32    

Ls Meanc -0.11 -0.15 0.04 (-0.12, 0.20) 0.656  

SEc 0.159 0.150    

95% CIc -0.43, 0.21 -0.45, 0.16    

 

  Day 29 Actual n 24 26    

Mean 0.08 0.15    

SD 0.282 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 18 24    

Mean -0.39 -0.75    

SD 0.502 0.847    

Min -1.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.32, 0.36)     

Ls Meanb -0.53 -0.55 0.02 (-0.23, 0.26) 0.887  

SEb 0.106 0.096    

95% CIb -0.74, -0.32 -0.73, -0.36    

Ls Meanc -0.59 -0.66 0.07 (-0.10, 0.25) 0.400  

SEc 0.153 0.141    

95% CIc -0.90, -0.28 -0.95, -0.37    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.26 -0.25 -0.01 (-0.10, 0.09) 0.854  

 

  Baseline Actual n 38 43  NEd  

Mean 0.53 0.42    

SD 0.862 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 0.26 0.45    

SD 0.554 0.986    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 32 38    

Mean -0.13 0.05    

SD 0.660 0.928    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.25 (-0.51, 0.01)     

Ls Meanb -0.18 0.04 -0.22 (-0.44, 0.01) 0.061  

SEb 0.108 0.103    

95% CIb -0.39, 0.03 -0.17, 0.24    

Ls Meanc -0.31 -0.15 -0.16 (-0.50, 0.18) 0.356  

SEc 0.379 0.360    

95% CIc -1.07, 0.45 -0.87, 0.57    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.17 0.24    

SD 0.592 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 27 33    

Mean -0.26 -0.18    

SD 0.594 0.882    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.33, 0.22)     

Ls Meanb -0.25 -0.21 -0.05 (-0.29, 0.19) 0.711  

SEb 0.111 0.107    

95% CIb -0.47, -0.04 -0.42, 0.00    

Ls Meanc -0.27 -0.23 -0.04 (-0.31, 0.22) 0.747  

SEc 0.196 0.194    

95% CIc -0.67, 0.12 -0.62, 0.16    

 

  Day 15 Actual n 31 36    

Mean 0.13 0.00    

SD 0.428 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.15 -0.25    

SD 0.834 0.672    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.08, 0.48)     

Ls Meanb -0.22 -0.39 0.17 (-0.07, 0.42) 0.169  

SEb 0.114 0.108    

95% CIb -0.44, 0.00 -0.60, -0.18    

Ls Meanc -0.12 -0.25 0.13 (-0.04, 0.30) 0.137  

SEc 0.171 0.162    

95% CIc -0.46, 0.23 -0.57, 0.08    

 

  Day 29 Actual n 24 26    

Mean 0.17 0.12    

SD 0.482 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 19 24    

Mean -0.32 -0.33    

SD 1.108 0.702    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.26, 0.34)     

Ls Meanb -0.32 -0.35 0.03 (-0.23, 0.30) 0.795  

SEb 0.119 0.112    

95% CIb -0.55, -0.08 -0.57, -0.13    

Ls Meanc -0.27 -0.32 0.05 (-0.21, 0.31) 0.696  

SEc 0.230 0.212    

95% CIc -0.73, 0.20 -0.74, 0.11    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.58 -0.56 -0.02 (-0.10, 0.06) 0.609  

 

  Baseline Actual n 37 43  NEd  

Mean 0.65 0.72    

SD 0.789 0.882    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 38 40    

Mean 0.45 0.35    

SD 0.795 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 31 38    

Mean 0.00 -0.42    

SD 0.931 0.826    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.26 (0.02, 0.50)     

Ls Meanb -0.15 -0.37 0.22 (0.01, 0.42) 0.038  

SEb 0.095 0.089    

95% CIb -0.34, 0.03 -0.55, -0.20    

Ls Meanc -0.16 -0.43 0.27 (-0.08, 0.62) 0.130  

SEc 0.376 0.354    

95% CIc -0.92, 0.59 -1.14, 0.28    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.30 0.30    

SD 0.702 0.661    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 26 33    

Mean -0.42 -0.48    

SD 0.758 0.939    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.36, 0.16)     

Ls Meanb -0.49 -0.40 -0.09 (-0.30, 0.13) 0.438  

SEb 0.098 0.093    

95% CIb -0.68, -0.30 -0.59, -0.22    

Ls Meanc -0.56 -0.57 0.01 (-0.33, 0.35) 0.947  

SEc 0.246 0.242    

95% CIc -1.05, -0.06 -1.05, -0.08    

 

  Day 15 Actual n 31 36    

Mean 0.06 0.11    

SD 0.250 0.319    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 25 32    

Mean -0.52 -0.72    

SD 0.770 0.924    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.22, 0.31)     

Ls Meanb -0.60 -0.64 0.04 (-0.19, 0.26) 0.749  

SEb 0.101 0.093    

95% CIb -0.80, -0.40 -0.82, -0.45    

Ls Meanc -0.67 -0.64 -0.04 (-0.20, 0.13) 0.667  

SEc 0.160 0.149    

95% CIc -0.99, -0.35 -0.94, -0.34    

 

  Day 29 Actual n 24 26    

Mean 0.00 0.23    

SD 0.000 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 18 24    

Mean -0.72 -0.58    

SD 0.958 0.830    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.21 (-0.50, 0.08)     

Ls Meanb -0.75 -0.58 -0.18 (-0.42, 0.06) 0.150  

SEb 0.107 0.099    

95% CIb -0.96, -0.54 -0.77, -0.38    

Ls Meanc -0.73 -0.64 -0.09 (-0.23, 0.05) 0.217  

SEc 0.126 0.115    

95% CIc -0.98, -0.47 -0.87, -0.41    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.07, 0.05)     

Ls Meanb -0.12 -0.12 -0.01 (-0.04, 0.03) 0.755  

 

  Baseline Actual n 38 43  NEd  

Mean 0.24 0.14    

SD 0.675 0.467    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 38 40    

Mean 0.16 0.03    

SD 0.594 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 32 38    

Mean -0.03 -0.13    

SD 0.177 0.529    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.23 (0.03, 0.43)     

Ls Meanb 0.03 -0.10 0.13 (0.02, 0.25) 0.024  

SEb 0.051 0.048    

95% CIb -0.07, 0.13 -0.19, -0.01    

Ls Meanc 0.03 -0.08 0.11 (-0.05, 0.27) 0.161  

SEc 0.172 0.164    

95% CIc -0.32, 0.37 -0.41, 0.24    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 30 37    

Mean 0.00 0.05    

SD 0.000 0.329    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 27 33    

Mean -0.11 -0.09    

SD 0.424 0.631    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.21, 0.22)     

Ls Meanb -0.08 -0.09 0.00 (-0.12, 0.13) 0.948  

SEb 0.053 0.050    

95% CIb -0.19, 0.02 -0.19, 0.01    

Ls Meanc -0.15 -0.09 -0.05 (-0.19, 0.09) 0.452  

SEc 0.102 0.101    

95% CIc -0.35, 0.06 -0.30, 0.11    

 

  Day 15 Actual n 31 36    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 26 32    

Mean -0.23 -0.09    

SD 0.710 0.390    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.24, 0.20)     

Ls Meanb -0.15 -0.14 -0.01 (-0.14, 0.11) 0.866  

SEb 0.055 0.050    

95% CIb -0.26, -0.04 -0.24, -0.04    

Ls Meanc -0.16 -0.16 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.16, -0.16 -0.16, -0.16    

 

  Day 29 Actual n 24 26    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 19 24    

Mean -0.32 -0.13    

SD 0.820 0.448    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.39, 0.11)     

Ls Meanb -0.22 -0.14 -0.08 (-0.22, 0.06) 0.265  

SEb 0.060 0.055    

95% CIb -0.33, -0.10 -0.24, -0.03    

Ls Meanc -0.21 -0.21 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.21, -0.21 -0.21, -0.21    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

None Body Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.07)     

Ls Meanb -0.84 -0.85 0.01 (-0.05, 0.07) 0.742  

 

  Baseline Actual n 154 145  NEd  

Mean 1.03 1.16    

SD 1.038 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.56 0.58    

SD 0.871 0.840    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 141 132    

Mean -0.45 -0.52    

SD 1.059 0.920    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.09)     

Ls Meanb -0.56 -0.51 -0.06 (-0.20, 0.09) 0.443  

SEb 0.053 0.055    

95% CIb -0.67, -0.46 -0.61, -0.40    

Ls Meanc -0.57 -0.54 -0.03 (-0.21, 0.16) 0.765  

SEc 0.077 0.079    

95% CIc -0.72, -0.42 -0.70, -0.39    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.40 0.38    

SD 0.755 0.757    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.60 -0.68    

SD 1.063 1.023    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.11)     

Ls Meanb -0.74 -0.70 -0.03 (-0.18, 0.11) 0.658  

SEb 0.053 0.056    

95% CIb -0.84, -0.63 -0.81, -0.59    

Ls Meanc -0.73 -0.73 0.00 (-0.17, 0.18) 0.970  

SEc 0.071 0.076    

95% CIc -0.87, -0.59 -0.88, -0.58    

 

  Day 15 Actual n 167 148    

Mean 0.19 0.18    

SD 0.548 0.462    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.83 -0.95    

SD 1.113 0.999    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.18)     

Ls Meanb -0.91 -0.94 0.03 (-0.13, 0.19) 0.710  

SEb 0.056 0.060    

95% CIb -1.02, -0.80 -1.06, -0.82    

Ls Meanc -0.93 -0.96 0.02 (-0.12, 0.17) 0.748  

SEc 0.058 0.064    

95% CIc -1.05, -0.82 -1.08, -0.83    

 

  Day 29 Actual n 140 123    

Mean 0.11 0.12    

SD 0.417 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 109 91    

Mean -0.90 -1.11    

SD 1.122 1.069    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.08, 0.23)     

Ls Meanb -0.95 -1.02 0.07 (-0.08, 0.23) 0.368  

SEb 0.056 0.060    

95% CIb -1.06, -0.84 -1.14, -0.90    

Ls Meanc -1.02 -1.05 0.04 (-0.09, 0.16) 0.564  

SEc 0.050 0.055    

95% CIc -1.11, -0.92 -1.16, -0.95    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.64 -0.63 -0.02 (-0.04, 0.01) 0.157  

 

  Baseline Actual n 154 145  NEd  

Mean 0.76 0.68    

SD 0.964 0.849    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.25 0.25    

SD 0.593 0.563    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.48 -0.40    

SD 1.025 0.730    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.13)     

Ls Meanb -0.44 -0.47 0.03 (-0.05, 0.12) 0.477  

SEb 0.031 0.032    

95% CIb -0.50, -0.38 -0.53, -0.40    

Ls Meanc -0.47 -0.48 0.00 (-0.13, 0.14) 0.954  

SEc 0.057 0.059    

95% CIc -0.59, -0.36 -0.60, -0.36    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.06 0.17    

SD 0.300 0.522    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 136 117    

Mean -0.65 -0.44    

SD 0.923 0.875    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.25, -0.05)     

Ls Meanb -0.67 -0.54 -0.14 (-0.23, -0.05) 0.002  

SEb 0.031 0.033    

95% CIb -0.74, -0.61 -0.60, -0.47    

Ls Meanc -0.64 -0.50 -0.14 (-0.24, -0.04) 0.006  

SEc 0.040 0.043    

95% CIc -0.72, -0.56 -0.58, -0.41    

 

  Day 15 Actual n 167 148    

Mean 0.01 0.04    

SD 0.155 0.258    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.69 -0.64    

SD 0.968 0.900    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.07)     

Ls Meanb -0.70 -0.67 -0.03 (-0.13, 0.06) 0.522  

SEb 0.033 0.036    

95% CIb -0.77, -0.64 -0.74, -0.60    

Ls Meanc -0.69 -0.66 -0.03 (-0.10, 0.03) 0.325  

SEc 0.026 0.029    

95% CIc -0.74, -0.64 -0.72, -0.60    

 

  Day 29 Actual n 140 123    

Mean 0.02 0.04    

SD 0.188 0.236    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 109 91    

Mean -0.76 -0.66    

SD 1.017 0.872    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.68 -0.71 0.02 (-0.07, 0.12) 0.649  

SEb 0.034 0.037    

95% CIb -0.75, -0.62 -0.78, -0.63    

Ls Meanc -0.74 -0.72 -0.02 (-0.08, 0.05) 0.590  

SEc 0.026 0.029    

95% CIc -0.79, -0.69 -0.78, -0.67    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.06 (0.01, 0.11)     

Ls Meanb -0.53 -0.58 0.05 (0.00, 0.10) 0.033  

 

  Baseline Actual n 154 145  NEd  

Mean 0.79 0.75    

SD 0.885 0.886    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.54 0.54    

SD 0.759 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.19 -0.27    

SD 0.726 0.790    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.23)     

Ls Meanb -0.24 -0.32 0.08 (-0.04, 0.21) 0.180  

SEb 0.045 0.046    

95% CIb -0.32, -0.15 -0.41, -0.23    

Ls Meanc -0.25 -0.32 0.07 (-0.08, 0.22) 0.354  

SEc 0.061 0.063    

95% CIc -0.37, -0.13 -0.45, -0.20    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.42 0.41    

SD 0.665 0.690    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 136 117    

Mean -0.29 -0.38    

SD 0.797 0.889    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.25)     

Ls Meanb -0.34 -0.44 0.10 (-0.03, 0.22) 0.122  

SEb 0.045 0.048    

95% CIb -0.43, -0.25 -0.53, -0.35    

Ls Meanc -0.33 -0.42 0.09 (-0.06, 0.25) 0.233  

SEc 0.062 0.066    

95% CIc -0.45, -0.21 -0.55, -0.29    

 

  Day 15 Actual n 167 148    

Mean 0.20 0.14    

SD 0.497 0.398    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.50 -0.65    

SD 0.756 0.898    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.03, 0.27)     

Ls Meanb -0.58 -0.68 0.11 (-0.03, 0.24) 0.116  

SEb 0.047 0.051    

95% CIb -0.67, -0.49 -0.79, -0.58    

Ls Meanc -0.57 -0.69 0.13 (0.01, 0.24) 0.030  

SEc 0.046 0.051    

95% CIc -0.66, -0.48 -0.79, -0.59    

 

  Day 29 Actual n 140 123    

Mean 0.11 0.11    

SD 0.354 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 109 91    

Mean -0.57 -0.63    

SD 0.854 0.877    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.03, 0.27)     

Ls Meanb -0.63 -0.73 0.10 (-0.03, 0.24) 0.130  

SEb 0.048 0.051    

95% CIb -0.72, -0.53 -0.83, -0.63    

Ls Meanc -0.57 -0.59 0.02 (-0.09, 0.13) 0.687  

SEc 0.043 0.048    

95% CIc -0.66, -0.49 -0.69, -0.50    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.03 (-0.05, 0.10)     

Ls Meanb -0.67 -0.69 0.02 (-0.04, 0.08) 0.518  

 

  Baseline Actual n 154 145  NEd  

Mean 1.08 1.03    

SD 0.855 0.745    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.87 0.89    

SD 0.810 0.820    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.21 -0.20    

SD 0.754 0.759    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.18)     

Ls Meanb -0.28 -0.27 -0.01 (-0.15, 0.14) 0.942  

SEb 0.054 0.056    

95% CIb -0.38, -0.17 -0.38, -0.16    

Ls Meanc -0.28 -0.27 -0.01 (-0.17, 0.15) 0.923  

SEc 0.067 0.070    

95% CIc -0.41, -0.15 -0.41, -0.13    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.72 0.72    

SD 0.808 0.809    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.33 -0.36    

SD 0.817 0.866    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.16)     

Ls Meanb -0.41 -0.39 -0.02 (-0.17, 0.13) 0.763  

SEb 0.054 0.057    

95% CIb -0.51, -0.30 -0.50, -0.27    

Ls Meanc -0.39 -0.41 0.02 (-0.15, 0.20) 0.783  

SEc 0.071 0.076    

95% CIc -0.53, -0.25 -0.56, -0.26    

 

  Day 15 Actual n 167 148    

Mean 0.38 0.26    

SD 0.673 0.523    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.63 -0.78    

SD 0.952 0.880    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.11, 0.28)     

Ls Meanb -0.76 -0.83 0.07 (-0.09, 0.23) 0.385  

SEb 0.057 0.061    

95% CIb -0.87, -0.65 -0.95, -0.71    

Ls Meanc -0.69 -0.81 0.12 (-0.05, 0.28) 0.168  

SEc 0.066 0.074    

95% CIc -0.82, -0.56 -0.95, -0.66    

 

  Day 29 Actual n 140 123    

Mean 0.18 0.15    

SD 0.469 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 109 91    

Mean -0.84 -0.91    

SD 0.904 0.812    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.12, 0.27)     

Ls Meanb -0.89 -0.95 0.06 (-0.10, 0.22) 0.449  

SEb 0.057 0.061    

95% CIb -1.00, -0.77 -1.07, -0.83    

Ls Meanc -0.94 -0.99 0.05 (-0.08, 0.18) 0.433  

SEc 0.052 0.057    

95% CIc -1.04, -0.83 -1.10, -0.87    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.07)     

Ls Meanb -0.25 -0.27 0.02 (-0.01, 0.05) 0.240  

 

  Baseline Actual n 154 145  NEd  

Mean 0.39 0.35    

SD 0.744 0.693    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.27 0.23    

SD 0.575 0.533    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 141 132    

Mean -0.06 -0.14    

SD 0.674 0.759    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.03, 0.28)     

Ls Meanb -0.05 -0.16 0.11 (0.02, 0.20) 0.015  

SEb 0.032 0.033    

95% CIb -0.11, 0.02 -0.22, -0.09    

Ls Meanc -0.08 -0.18 0.11 (-0.02, 0.23) 0.088  

SEc 0.051 0.053    

95% CIc -0.18, 0.02 -0.29, -0.08    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.20 0.12    

SD 0.508 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 136 117    

Mean -0.16 -0.20    

SD 0.752 0.660    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.22)     

Ls Meanb -0.18 -0.24 0.07 (-0.03, 0.16) 0.156  

SEb 0.033 0.035    

95% CIb -0.24, -0.11 -0.31, -0.18    

Ls Meanc -0.15 -0.23 0.08 (-0.03, 0.19) 0.151  

SEc 0.044 0.047    

95% CIc -0.24, -0.06 -0.32, -0.14    

 

  Day 15 Actual n 167 148    

Mean 0.08 0.07    

SD 0.387 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.30 -0.23    

SD 0.693 0.771    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.27 -0.27 0.00 (-0.10, 0.10) 0.979  

SEb 0.034 0.037    

95% CIb -0.34, -0.20 -0.34, -0.19    

Ls Meanc -0.31 -0.31 0.01 (-0.09, 0.11) 0.901  

SEc 0.040 0.045    

95% CIc -0.39, -0.23 -0.40, -0.22    

 

  Day 29 Actual n 140 123    

Mean 0.01 0.02    

SD 0.169 0.127    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 109 91    

Mean -0.28 -0.31    

SD 0.591 0.662    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.10)     

Ls Meanb -0.32 -0.30 -0.03 (-0.12, 0.07) 0.613  

SEb 0.035 0.037    

95% CIb -0.39, -0.26 -0.37, -0.22    

Ls Meanc -0.28 -0.29 0.01 (-0.03, 0.05) 0.700  

SEc 0.017 0.019    

95% CIc -0.32, -0.25 -0.33, -0.26    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.24 -0.27 0.03 (-0.01, 0.07) 0.153  

 

  Baseline Actual n 154 145  NEd  

Mean 0.38 0.37    

SD 0.785 0.763    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.24 0.29    

SD 0.605 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.12 -0.09    

SD 0.671 0.693    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.15 -0.15 0.00 (-0.11, 0.10) 0.970  

SEb 0.039 0.040    

95% CIb -0.23, -0.07 -0.23, -0.07    

Ls Meanc -0.13 -0.11 -0.02 (-0.15, 0.11) 0.757  

SEc 0.053 0.055    

95% CIc -0.24, -0.03 -0.22, -0.01    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.21 0.22    

SD 0.568 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.18 -0.17    

SD 0.791 0.833    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.21 -0.18 -0.03 (-0.14, 0.08) 0.600  

SEb 0.039 0.041    

95% CIb -0.28, -0.13 -0.26, -0.10    

Ls Meanc -0.22 -0.20 -0.01 (-0.15, 0.12) 0.856  

SEc 0.054 0.058    

95% CIc -0.32, -0.11 -0.32, -0.09    

 

  Day 15 Actual n 167 148    

Mean 0.14 0.12    

SD 0.465 0.450    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.18 -0.30    

SD 0.673 0.933    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.23)     

Ls Meanb -0.24 -0.31 0.06 (-0.05, 0.18) 0.272  

SEb 0.041 0.044    

95% CIb -0.32, -0.16 -0.39, -0.22    

Ls Meanc -0.25 -0.30 0.05 (-0.07, 0.17) 0.384  

SEc 0.048 0.054    

95% CIc -0.35, -0.16 -0.41, -0.20    

 

  Day 29 Actual n 140 123    

Mean 0.06 0.05    

SD 0.288 0.251    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 109 91    

Mean -0.25 -0.35    

SD 0.722 0.780    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.16 (0.01, 0.31)     

Ls Meanb -0.26 -0.39 0.12 (0.01, 0.24) 0.037  

SEb 0.041 0.044    

95% CIb -0.34, -0.18 -0.47, -0.30    

Ls Meanc -0.29 -0.32 0.03 (-0.05, 0.11) 0.424  

SEc 0.033 0.036    

95% CIc -0.36, -0.23 -0.40, -0.25    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, 0.00)     

Ls Meanb -0.85 -0.78 -0.06 (-0.13, 0.00) 0.069  

 

  Baseline Actual n 154 145  NEd  

Mean 1.23 1.25    

SD 1.065 0.990    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.86 0.98    

SD 0.948 0.986    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.31 -0.18    

SD 0.950 0.881    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.24, 0.08)     

Ls Meanb -0.37 -0.29 -0.08 (-0.25, 0.08) 0.322  

SEb 0.060 0.062    

95% CIb -0.49, -0.25 -0.41, -0.17    

Ls Meanc -0.39 -0.27 -0.12 (-0.31, 0.07) 0.217  

SEc 0.078 0.081    

95% CIc -0.54, -0.24 -0.43, -0.11    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.66 0.74    

SD 0.875 0.900    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.51 -0.44    

SD 1.018 0.959    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.06)     

Ls Meanb -0.62 -0.52 -0.10 (-0.27, 0.07) 0.234  

SEb 0.061 0.064    

95% CIb -0.74, -0.50 -0.65, -0.39    

Ls Meanc -0.61 -0.55 -0.05 (-0.25, 0.14) 0.576  

SEc 0.077 0.083    

95% CIc -0.76, -0.46 -0.72, -0.39    

 

  Day 15 Actual n 167 148    

Mean 0.29 0.36    

SD 0.634 0.628    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.95 -0.89    

SD 1.099 0.962    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.08)     

Ls Meanb -1.00 -0.91 -0.09 (-0.27, 0.09) 0.314  

SEb 0.064 0.069    

95% CIb -1.12, -0.88 -1.04, -0.77    

Ls Meanc -1.02 -0.94 -0.08 (-0.25, 0.08) 0.333  

SEc 0.067 0.075    

95% CIc -1.15, -0.89 -1.09, -0.79    

 

  Day 29 Actual n 140 123    

Mean 0.19 0.24    

SD 0.489 0.559    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 109 91    

Mean -1.00 -1.07    

SD 1.139 1.020    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.24)     

Ls Meanb -1.04 -1.11 0.07 (-0.11, 0.25) 0.440  

SEb 0.064 0.069    

95% CIb -1.16, -0.91 -1.24, -0.97    

Ls Meanc -1.10 -1.10 0.00 (-0.15, 0.15) 0.991  

SEc 0.059 0.065    

95% CIc -1.22, -0.98 -1.23, -0.97    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.11)     

Ls Meanb -0.79 -0.84 0.05 (0.00, 0.10) 0.050  

 

  Baseline Actual n 154 145  NEd  

Mean 1.11 1.07    

SD 0.974 0.976    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.58 0.54    

SD 0.769 0.790    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.49 -0.56    

SD 0.946 0.998    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.23)     

Ls Meanb -0.51 -0.59 0.08 (-0.06, 0.22) 0.257  

SEb 0.052 0.053    

95% CIb -0.61, -0.41 -0.70, -0.49    

Ls Meanc -0.53 -0.63 0.10 (-0.07, 0.27) 0.259  

SEc 0.070 0.073    

95% CIc -0.67, -0.39 -0.77, -0.48    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.43 0.45    

SD 0.774 0.685    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.68 -0.60    

SD 1.039 1.018    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.13)     

Ls Meanb -0.69 -0.67 -0.02 (-0.16, 0.13) 0.819  

SEb 0.052 0.055    

95% CIb -0.79, -0.58 -0.78, -0.56    

Ls Meanc -0.66 -0.69 0.03 (-0.14, 0.19) 0.751  

SEc 0.066 0.071    

95% CIc -0.79, -0.53 -0.83, -0.55    

 

  Day 15 Actual n 167 148    

Mean 0.19 0.16    

SD 0.556 0.421    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.91 -0.86    

SD 1.012 1.015    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.14, 0.18)     

Ls Meanb -0.91 -0.93 0.02 (-0.13, 0.18) 0.782  

SEb 0.055 0.060    

95% CIb -1.01, -0.80 -1.05, -0.81    

Ls Meanc -0.88 -0.88 0.00 (-0.12, 0.13) 0.951  

SEc 0.052 0.058    

95% CIc -0.98, -0.77 -0.99, -0.77    

 

  Day 29 Actual n 140 123    

Mean 0.06 0.12    

SD 0.246 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 109 91    

Mean -1.06 -1.00    

SD 1.008 1.011    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.12)     

Ls Meanb -1.02 -0.98 -0.04 (-0.20, 0.12) 0.608  

SEb 0.056 0.060    

95% CIb -1.13, -0.91 -1.10, -0.86    

Ls Meanc -1.09 -1.02 -0.06 (-0.16, 0.03) 0.166  

SEc 0.036 0.040    

95% CIc -1.16, -1.02 -1.10, -0.94    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, -0.01)     

Ls Meanb -0.88 -0.81 -0.07 (-0.13, -0.01) 0.027  

 

  Baseline Actual n 154 145  NEd  

Mean 1.06 1.18    

SD 0.995 1.012    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.51 0.62    

SD 0.773 0.884    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.56 -0.52    

SD 0.959 1.066    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.30, -0.01)     

Ls Meanb -0.63 -0.48 -0.16 (-0.30, -0.01) 0.032  

SEb 0.052 0.054    

95% CIb -0.73, -0.53 -0.58, -0.37    

Ls Meanc -0.64 -0.49 -0.15 (-0.33, 0.03) 0.111  

SEc 0.076 0.078    

95% CIc -0.79, -0.49 -0.65, -0.34    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.37 0.40    

SD 0.743 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.67 -0.67    

SD 0.959 1.091    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.04)     

Ls Meanb -0.77 -0.67 -0.10 (-0.24, 0.04) 0.173  

SEb 0.052 0.055    

95% CIb -0.87, -0.67 -0.78, -0.56    

Ls Meanc -0.70 -0.64 -0.07 (-0.24, 0.11) 0.454  

SEc 0.071 0.076    

95% CIc -0.84, -0.56 -0.79, -0.49    

 

  Day 15 Actual n 167 148    

Mean 0.15 0.19    

SD 0.486 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.91 -0.95    

SD 1.012 0.988    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.12)     

Ls Meanb -0.96 -0.93 -0.03 (-0.18, 0.12) 0.688  

SEb 0.055 0.059    

95% CIb -1.07, -0.85 -1.04, -0.81    

Ls Meanc -0.96 -0.92 -0.04 (-0.17, 0.08) 0.491  

SEc 0.050 0.056    

95% CIc -1.06, -0.86 -1.03, -0.81    

 

  Day 29 Actual n 140 123    

Mean 0.09 0.15    

SD 0.315 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 109 91    

Mean -0.98 -1.01    

SD 1.045 1.130    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.22, 0.09)     

Ls Meanb -1.00 -0.94 -0.06 (-0.22, 0.09) 0.413  

SEb 0.055 0.059    

95% CIb -1.11, -0.89 -1.05, -0.82    

Ls Meanc -1.04 -0.98 -0.06 (-0.18, 0.06) 0.333  

SEc 0.048 0.053    

95% CIc -1.13, -0.94 -1.08, -0.88    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.01)     

Ls Meanb -0.29 -0.27 -0.02 (-0.05, 0.01) 0.177  

 

  Baseline Actual n 154 145  NEd  

Mean 0.42 0.30    

SD 0.748 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.21 0.24    

SD 0.555 0.558    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.19 -0.05    

SD 0.696 0.543    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.13 -0.14 0.01 (-0.07, 0.09) 0.849  

SEb 0.029 0.030    

95% CIb -0.19, -0.08 -0.20, -0.08    

Ls Meanc -0.18 -0.14 -0.04 (-0.16, 0.07) 0.471  

SEc 0.048 0.050    

95% CIc -0.28, -0.09 -0.24, -0.04    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.15 0.19    

SD 0.479 0.521    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 136 117    

Mean -0.22 -0.09    

SD 0.767 0.629    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.06)     

Ls Meanb -0.20 -0.16 -0.04 (-0.12, 0.04) 0.372  

SEb 0.029 0.031    

95% CIb -0.26, -0.14 -0.22, -0.10    

Ls Meanc -0.24 -0.20 -0.04 (-0.16, 0.08) 0.471  

SEc 0.048 0.052    

95% CIc -0.34, -0.15 -0.30, -0.10    

 

  Day 15 Actual n 167 148    

Mean 0.02 0.02    

SD 0.244 0.183    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.38 -0.26    

SD 0.801 0.631    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.13)     

Ls Meanb -0.33 -0.34 0.01 (-0.08, 0.09) 0.901  

SEb 0.031 0.033    

95% CIb -0.39, -0.27 -0.40, -0.27    

Ls Meanc -0.32 -0.34 0.03 (-0.03, 0.09) 0.370  

SEc 0.024 0.027    

95% CIc -0.36, -0.27 -0.40, -0.29    

 

  Day 29 Actual n 140 123    

Mean 0.01 0.01    

SD 0.085 0.090    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 109 91    

Mean -0.42 -0.31    

SD 0.797 0.627    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.36 -0.35 -0.01 (-0.09, 0.08) 0.898  

SEb 0.031 0.034    

95% CIb -0.42, -0.29 -0.42, -0.28    

Ls Meanc -0.37 -0.37 0.00 (-0.03, 0.03) 0.867  

SEc 0.011 0.012    

95% CIc -0.40, -0.35 -0.40, -0.35    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.08 (0.01, 0.15)     

Ls Meanb -0.49 -0.57 0.08 (0.01, 0.15) 0.026  

 

  Baseline Actual n 154 145  NEd  

Mean 0.71 0.70    

SD 1.014 1.023    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.53 0.64    

SD 0.836 0.985    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.20 -0.08    

SD 0.943 1.034    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.04)     

Ls Meanb -0.25 -0.14 -0.11 (-0.25, 0.04) 0.157  

SEb 0.055 0.056    

95% CIb -0.36, -0.14 -0.25, -0.03    

Ls Meanc -0.31 -0.19 -0.12 (-0.30, 0.06) 0.196  

SEc 0.076 0.079    

95% CIc -0.46, -0.16 -0.34, -0.03    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.45 0.49    

SD 0.809 0.853    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.22 -0.26    

SD 1.146 1.115    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.29 -0.29 0.00 (-0.15, 0.15) 0.994  

SEb 0.055 0.058    

95% CIb -0.40, -0.19 -0.41, -0.18    

Ls Meanc -0.36 -0.35 -0.01 (-0.20, 0.19) 0.959  

SEc 0.077 0.083    

95% CIc -0.51, -0.21 -0.52, -0.19    

 

  Day 15 Actual n 167 148    

Mean 0.19 0.14    

SD 0.570 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.46 -0.61    

SD 1.012 1.109    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.26)     

Ls Meanb -0.57 -0.68 0.11 (-0.05, 0.26) 0.187  

SEb 0.057 0.061    

95% CIb -0.68, -0.46 -0.80, -0.56    

Ls Meanc -0.52 -0.63 0.10 (-0.04, 0.25) 0.148  

SEc 0.056 0.063    

95% CIc -0.63, -0.41 -0.75, -0.50    

 

  Day 29 Actual n 140 123    

Mean 0.16 0.04    

SD 0.579 0.198    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 109 91    

Mean -0.58 -0.67    

SD 1.012 1.044    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.17 (0.01, 0.32)     

Ls Meanb -0.61 -0.78 0.17 (0.01, 0.33) 0.034  

SEb 0.057 0.061    

95% CIb -0.73, -0.50 -0.90, -0.67    

Ls Meanc -0.61 -0.71 0.10 (-0.01, 0.20) 0.070  

SEc 0.042 0.047    

95% CIc -0.70, -0.53 -0.80, -0.62    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.08 (0.01, 0.15)     

Ls Meanb -0.40 -0.47 0.07 (0.01, 0.14) 0.027  

 

  Baseline Actual n 154 145  NEd  

Mean 0.58 0.63    

SD 0.927 0.956    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.43 0.51    

SD 0.750 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.16 -0.14    

SD 0.867 0.872    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.06)     

Ls Meanb -0.22 -0.14 -0.08 (-0.22, 0.06) 0.272  

SEb 0.051 0.053    

95% CIb -0.32, -0.12 -0.25, -0.04    

Ls Meanc -0.29 -0.21 -0.08 (-0.24, 0.08) 0.322  

SEc 0.066 0.068    

95% CIc -0.42, -0.16 -0.34, -0.08    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.39 0.45    

SD 0.796 0.824    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.13 -0.21    

SD 1.141 1.079    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.12)     

Ls Meanb -0.22 -0.19 -0.03 (-0.17, 0.11) 0.707  

SEb 0.051 0.054    

95% CIb -0.32, -0.12 -0.30, -0.09    

Ls Meanc -0.28 -0.25 -0.03 (-0.22, 0.16) 0.769  

SEc 0.078 0.084    

95% CIc -0.43, -0.13 -0.42, -0.09    

 

  Day 15 Actual n 167 148    

Mean 0.17 0.14    

SD 0.549 0.398    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.35 -0.53    

SD 0.993 1.017    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.29)     

Ls Meanb -0.44 -0.57 0.13 (-0.02, 0.28) 0.091  

SEb 0.053 0.057    

95% CIb -0.55, -0.34 -0.68, -0.46    

Ls Meanc -0.42 -0.50 0.08 (-0.06, 0.22) 0.265  

SEc 0.055 0.062    

95% CIc -0.53, -0.32 -0.62, -0.38    

 

  Day 29 Actual n 140 123    

Mean 0.11 0.05    

SD 0.450 0.251    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 109 91    

Mean -0.41 -0.56    

SD 0.945 0.933    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.29)     

Ls Meanb -0.49 -0.62 0.13 (-0.02, 0.28) 0.083  

SEb 0.053 0.057    

95% CIb -0.60, -0.39 -0.73, -0.51    

Ls Meanc -0.49 -0.55 0.06 (-0.04, 0.17) 0.237  

SEc 0.041 0.046    

95% CIc -0.57, -0.41 -0.64, -0.46    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.09 (0.04, 0.15)     

Ls Meanb -0.48 -0.55 0.08 (0.03, 0.12) 0.001  

 

  Baseline Actual n 154 145  NEd  

Mean 0.62 0.73    

SD 0.809 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.45 0.41    

SD 0.695 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.13 -0.36    

SD 0.809 0.763    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (0.00, 0.27)     

Ls Meanb -0.22 -0.34 0.11 (0.00, 0.22) 0.045  

SEb 0.040 0.042    

95% CIb -0.30, -0.14 -0.42, -0.25    

Ls Meanc -0.23 -0.37 0.14 (-0.01, 0.28) 0.067  

SEc 0.060 0.062    

95% CIc -0.35, -0.12 -0.49, -0.25    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.33 0.30    

SD 0.596 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 136 117    

Mean -0.28 -0.41    

SD 0.814 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.20)     

Ls Meanb -0.37 -0.43 0.06 (-0.06, 0.17) 0.328  

SEb 0.041 0.043    

95% CIb -0.45, -0.29 -0.52, -0.35    

Ls Meanc -0.35 -0.41 0.06 (-0.09, 0.20) 0.429  

SEc 0.059 0.063    

95% CIc -0.47, -0.24 -0.54, -0.29    

 

  Day 15 Actual n 167 148    

Mean 0.20 0.10    

SD 0.485 0.303    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.43 -0.69    

SD 0.785 0.842    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.14 (0.00, 0.29)     

Ls Meanb -0.51 -0.63 0.12 (0.00, 0.24) 0.057  

SEb 0.043 0.046    

95% CIb -0.59, -0.43 -0.72, -0.54    

Ls Meanc -0.52 -0.68 0.15 (0.05, 0.26) 0.005  

SEc 0.043 0.049    

95% CIc -0.61, -0.44 -0.77, -0.58    

 

  Day 29 Actual n 140 123    

Mean 0.12 0.11    

SD 0.406 0.344    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 109 91    

Mean -0.41 -0.64    

SD 0.784 0.810    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.24)     

Ls Meanb -0.54 -0.62 0.08 (-0.04, 0.20) 0.182  

SEb 0.043 0.046    

95% CIb -0.63, -0.46 -0.71, -0.53    

Ls Meanc -0.50 -0.51 0.01 (-0.10, 0.11) 0.874  

SEc 0.041 0.045    

95% CIc -0.58, -0.42 -0.59, -0.42    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.03, 0.10)     

Ls Meanb -0.31 -0.34 0.03 (-0.02, 0.08) 0.255  

 

  Baseline Actual n 154 145  NEd  

Mean 0.50 0.43    

SD 0.818 0.780    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.36 0.28    

SD 0.753 0.585    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.13 -0.11    

SD 0.755 0.684    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.24)     

Ls Meanb -0.12 -0.19 0.07 (-0.05, 0.19) 0.250  

SEb 0.044 0.045    

95% CIb -0.21, -0.04 -0.28, -0.11    

Ls Meanc -0.13 -0.16 0.03 (-0.11, 0.17) 0.661  

SEc 0.059 0.061    

95% CIc -0.24, -0.01 -0.28, -0.04    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.21 0.25    

SD 0.558 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 117    

Mean -0.26 -0.21    

SD 0.828 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.08)     

Ls Meanb -0.28 -0.23 -0.06 (-0.18, 0.07) 0.368  

SEb 0.044 0.047    

95% CIb -0.37, -0.20 -0.32, -0.14    

Ls Meanc -0.27 -0.23 -0.04 (-0.19, 0.11) 0.591  

SEc 0.060 0.064    

95% CIc -0.39, -0.15 -0.36, -0.10    

 

  Day 15 Actual n 167 148    

Mean 0.17 0.11    

SD 0.549 0.439    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.28 -0.35    

SD 0.852 0.954    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.25)     

Ls Meanb -0.32 -0.39 0.07 (-0.06, 0.20) 0.269  

SEb 0.046 0.050    

95% CIb -0.41, -0.23 -0.49, -0.29    

Ls Meanc -0.32 -0.40 0.08 (-0.06, 0.22) 0.235  

SEc 0.056 0.063    

95% CIc -0.43, -0.20 -0.52, -0.28    

 

  Day 29 Actual n 140 123    

Mean 0.09 0.07    

SD 0.358 0.307    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 109 91    

Mean -0.32 -0.36    

SD 0.826 0.810    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.20 (0.04, 0.36)     

Ls Meanb -0.32 -0.47 0.16 (0.03, 0.29) 0.017  

SEb 0.047 0.050    

95% CIb -0.41, -0.22 -0.57, -0.38    

Ls Meanc -0.33 -0.39 0.07 (-0.03, 0.16) 0.178  

SEc 0.039 0.043    

95% CIc -0.40, -0.25 -0.48, -0.31    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.13)     

Ls Meanb -0.43 -0.48 0.05 (0.00, 0.10) 0.032  

 

  Baseline Actual n 154 145  NEd  

Mean 0.57 0.61    

SD 0.748 0.792    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 197 188    

Mean 0.32 0.34    

SD 0.659 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 132    

Mean -0.25 -0.32    

SD 0.794 0.765    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.14)     

Ls Meanb -0.30 -0.29 0.00 (-0.11, 0.11) 0.965  

SEb 0.040 0.042    

95% CIb -0.37, -0.22 -0.37, -0.21    

Ls Meanc -0.30 -0.30 0.00 (-0.14, 0.15) 0.964  

SEc 0.059 0.061    

95% CIc -0.42, -0.18 -0.42, -0.18    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.26 0.16    

SD 0.659 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 136 117    

Mean -0.29 -0.44    

SD 0.790 0.825    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.26)     

Ls Meanb -0.37 -0.46 0.09 (-0.02, 0.20) 0.125  

SEb 0.041 0.043    

95% CIb -0.45, -0.29 -0.54, -0.37    

Ls Meanc -0.34 -0.44 0.11 (-0.03, 0.24) 0.116  

SEc 0.054 0.058    

95% CIc -0.44, -0.23 -0.56, -0.33    

 

  Day 15 Actual n 167 148    

Mean 0.17 0.10    

SD 0.526 0.382    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.34 -0.51    

SD 0.835 0.790    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.26)     

Ls Meanb -0.43 -0.51 0.08 (-0.04, 0.20) 0.194  

SEb 0.043 0.046    

95% CIb -0.52, -0.35 -0.60, -0.42    

Ls Meanc -0.41 -0.49 0.08 (-0.05, 0.21) 0.240  

SEc 0.052 0.058    

95% CIc -0.51, -0.31 -0.60, -0.37    

 

  Day 29 Actual n 140 123    

Mean 0.06 0.10    

SD 0.288 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 109 91    

Mean -0.47 -0.56    

SD 0.740 0.833    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.18)     

Ls Meanb -0.52 -0.54 0.02 (-0.10, 0.14) 0.755  

SEb 0.043 0.046    

95% CIb -0.60, -0.44 -0.63, -0.45    

Ls Meanc -0.54 -0.52 -0.03 (-0.13, 0.07) 0.568  

SEc 0.039 0.043    

95% CIc -0.62, -0.47 -0.60, -0.43    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.05)     

Ls Meanb -0.07 -0.08 0.01 (0.00, 0.02) 0.130  

 

  Baseline Actual n 154 145  NEd  

Mean 0.11 0.11    

SD 0.465 0.427    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 197 188    

Mean 0.03 0.01    

SD 0.187 0.103    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 141 132    

Mean -0.07 -0.07    

SD 0.390 0.354    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.10)     

Ls Meanb -0.06 -0.07 0.01 (-0.03, 0.05) 0.703  

SEb 0.014 0.015    

95% CIb -0.09, -0.03 -0.10, -0.04    

Ls Meanc -0.06 -0.07 0.01 (-0.02, 0.05) 0.531  

SEc 0.015 0.016    

95% CIc -0.09, -0.03 -0.11, -0.04    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 183 173    

Mean 0.03 0.03    

SD 0.255 0.227    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 136 117    

Mean -0.07 -0.04    

SD 0.481 0.462    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.07)     

Ls Meanb -0.06 -0.05 -0.01 (-0.05, 0.03) 0.668  

SEb 0.014 0.015    

95% CIb -0.09, -0.03 -0.08, -0.02    

Ls Meanc -0.07 -0.06 -0.01 (-0.08, 0.06) 0.810  

SEc 0.028 0.030    

95% CIc -0.12, -0.01 -0.12, 0.00    

 

  Day 15 Actual n 167 148    

Mean 0.02 0.00    

SD 0.173 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 98    

Mean -0.08 -0.07    

SD 0.478 0.329    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.14)     

Ls Meanb -0.07 -0.09 0.02 (-0.02, 0.06) 0.338  

SEb 0.015 0.016    

95% CIb -0.10, -0.04 -0.12, -0.06    

Ls Meanc -0.07 -0.09 0.02 (-0.02, 0.06) 0.274  

SEc 0.016 0.018    

95% CIc -0.10, -0.04 -0.13, -0.06    

 

  Day 29 Actual n 140 123    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 109 91    

Mean -0.11 -0.08    

SD 0.497 0.341    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.09 -0.09 0.00 (-0.05, 0.04) 0.871  

SEb 0.015 0.017    

95% CIb -0.12, -0.06 -0.12, -0.06    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Negative 

baseline serum 

for SARS-CoV-2 

serology 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.02)     

Ls Meanb -0.86 -0.84 -0.03 (-0.07, 0.02) 0.228  

 

  Baseline Actual n 291 293  0.581d  

Mean 1.12 1.05    

SD 1.056 0.967    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 336 338    

Mean 0.64 0.69    

SD 0.891 0.888    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 262 271    

Mean -0.47 -0.34    

SD 1.020 1.017    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.00)     

Ls Meanb -0.50 -0.40 -0.10 (-0.21, 0.00) 0.050  

SEb 0.040 0.040    

95% CIb -0.58, -0.43 -0.48, -0.32    

Ls Meanc -0.52 -0.41 -0.11 (-0.24, 0.03) 0.129  

SEc 0.065 0.065    

95% CIc -0.64, -0.39 -0.54, -0.28    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 297    

Mean 0.42 0.42    

SD 0.773 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 249 232    

Mean -0.67 -0.61    

SD 1.071 1.030    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.05)     

Ls Meanb -0.73 -0.67 -0.06 (-0.16, 0.05) 0.310  

SEb 0.041 0.042    

95% CIb -0.81, -0.65 -0.75, -0.59    

Ls Meanc -0.73 -0.70 -0.03 (-0.16, 0.10) 0.605  

SEc 0.060 0.062    

95% CIc -0.85, -0.62 -0.82, -0.58    

 

  Day 15 Actual n 287 266    

Mean 0.18 0.18    

SD 0.546 0.497    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 1056 

Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.91 -0.87    

SD 1.102 0.980    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.97 -0.97 0.00 (-0.12, 0.11) 0.972  

SEb 0.042 0.044    

95% CIb -1.05, -0.89 -1.05, -0.88    

Ls Meanc -0.93 -0.94 0.01 (-0.09, 0.11) 0.890  

SEc 0.046 0.048    

95% CIc -1.02, -0.84 -1.04, -0.85    

 

  Day 29 Actual n 244 220    

Mean 0.14 0.11    

SD 0.471 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 198 184    

Mean -0.99 -0.98    

SD 1.135 1.037    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.11)     

Ls Meanb -1.00 -0.99 0.00 (-0.12, 0.11) 0.951  

SEb 0.043 0.044    

95% CIb -1.08, -0.91 -1.08, -0.91    

Ls Meanc -0.99 -1.03 0.03 (-0.05, 0.12) 0.438  

SEc 0.041 0.043    

95% CIc -1.07, -0.91 -1.11, -0.94    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.02)     

Ls Meanb -0.73 -0.73 0.00 (-0.02, 0.02) 0.960  

 

  Baseline Actual n 291 293  0.279d  

Mean 0.85 0.79    

SD 0.991 0.916    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 335 338    

Mean 0.39 0.34    

SD 0.753 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 261 271    

Mean -0.43 -0.44    

SD 1.004 0.879    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (0.03, 0.17)     

Ls Meanb -0.40 -0.49 0.09 (0.02, 0.16) 0.008  

SEb 0.026 0.026    

95% CIb -0.45, -0.35 -0.54, -0.44    

Ls Meanc -0.44 -0.50 0.06 (-0.05, 0.18) 0.266  

SEc 0.054 0.054    

95% CIc -0.54, -0.33 -0.61, -0.40    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.12 0.19    

SD 0.427 0.497    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 249 233    

Mean -0.71 -0.58    

SD 1.002 0.944    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.16, -0.01)     

Ls Meanb -0.72 -0.64 -0.08 (-0.15, -0.01) 0.024  

SEb 0.026 0.027    

95% CIb -0.77, -0.67 -0.69, -0.59    

Ls Meanc -0.71 -0.64 -0.07 (-0.15, 0.01) 0.070  

SEc 0.037 0.038    

95% CIc -0.78, -0.64 -0.71, -0.56    

 

  Day 15 Actual n 287 266    

Mean 0.04 0.04    

SD 0.247 0.278    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.78 -0.71    

SD 1.028 0.927    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.79 -0.78 -0.01 (-0.09, 0.06) 0.735  

SEb 0.028 0.029    

95% CIb -0.85, -0.74 -0.84, -0.73    

Ls Meanc -0.76 -0.75 -0.01 (-0.06, 0.04) 0.642  

SEc 0.024 0.025    

95% CIc -0.81, -0.72 -0.80, -0.70    

 

  Day 29 Actual n 244 220    

Mean 0.02 0.01    

SD 0.201 0.116    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 198 184    

Mean -0.87 -0.75    

SD 1.049 0.925    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.04, 0.12)     

Ls Meanb -0.80 -0.84 0.04 (-0.04, 0.12) 0.349  

SEb 0.029 0.030    

95% CIb -0.85, -0.74 -0.89, -0.78    

Ls Meanc -0.82 -0.83 0.01 (-0.02, 0.05) 0.427  

SEc 0.016 0.017    

95% CIc -0.85, -0.79 -0.86, -0.80    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.52 -0.53 0.01 (-0.02, 0.04) 0.565  

 

  Baseline Actual n 291 293  0.133d  

Mean 0.74 0.74    

SD 0.850 0.887    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 336 338    

Mean 0.52 0.53    

SD 0.741 0.767    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 262 271    

Mean -0.18 -0.24    

SD 0.823 0.819    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.22 -0.26 0.04 (-0.05, 0.13) 0.349  

SEb 0.033 0.033    

95% CIb -0.28, -0.15 -0.32, -0.19    

Ls Meanc -0.24 -0.28 0.04 (-0.07, 0.15) 0.461  

SEc 0.053 0.053    

95% CIc -0.35, -0.14 -0.39, -0.18    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.39 0.40    

SD 0.677 0.685    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 249 233    

Mean -0.28 -0.35    

SD 0.884 0.864    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.16)     

Ls Meanb -0.34 -0.39 0.05 (-0.04, 0.14) 0.309  

SEb 0.034 0.035    

95% CIb -0.41, -0.28 -0.46, -0.32    

Ls Meanc -0.34 -0.40 0.06 (-0.05, 0.18) 0.280  

SEc 0.052 0.054    

95% CIc -0.44, -0.23 -0.50, -0.29    

 

  Day 15 Actual n 287 266    

Mean 0.16 0.14    

SD 0.453 0.419    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.53 -0.57    

SD 0.796 0.862    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.59 -0.61 0.02 (-0.07, 0.12) 0.629  

SEb 0.035 0.036    

95% CIb -0.66, -0.52 -0.69, -0.54    

Ls Meanc -0.57 -0.61 0.04 (-0.04, 0.11) 0.358  

SEc 0.037 0.038    

95% CIc -0.64, -0.50 -0.68, -0.53    

 

  Day 29 Actual n 244 220    

Mean 0.07 0.09    

SD 0.286 0.340    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 198 184    

Mean -0.57 -0.62    

SD 0.845 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.65 -0.68 0.04 (-0.06, 0.13) 0.462  

SEb 0.036 0.037    

95% CIb -0.72, -0.58 -0.75, -0.61    

Ls Meanc -0.58 -0.59 0.01 (-0.05, 0.07) 0.694  

SEc 0.028 0.029    

95% CIc -0.63, -0.52 -0.65, -0.53    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.11, 0.00)     

Ls Meanb -0.68 -0.63 -0.04 (-0.09, 0.00) 0.068  

 

  Baseline Actual n 291 293  0.019d  

Mean 1.11 1.10    

SD 0.826 0.775    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 336 338    

Mean 1.02 1.07    

SD 0.810 0.845    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 262 271    

Mean -0.08 -0.03    

SD 0.734 0.836    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.07)     

Ls Meanb -0.15 -0.10 -0.06 (-0.17, 0.05) 0.311  

SEb 0.042 0.042    

95% CIb -0.23, -0.07 -0.18, -0.01    

Ls Meanc -0.13 -0.07 -0.06 (-0.18, 0.06) 0.358  

SEc 0.058 0.057    

95% CIc -0.24, -0.02 -0.19, 0.04    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.83 0.95    

SD 0.845 0.875    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 249 233    

Mean -0.29 -0.15    

SD 0.883 0.919    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.23 (-0.37, -0.09)     

Ls Meanb -0.37 -0.18 -0.19 (-0.30, -0.07) 0.001  

SEb 0.043 0.044    

95% CIb -0.45, -0.28 -0.27, -0.09    

Ls Meanc -0.33 -0.19 -0.14 (-0.28, 0.00) 0.050  

SEc 0.065 0.066    

95% CIc -0.46, -0.21 -0.32, -0.06    

 

  Day 15 Actual n 287 266    

Mean 0.40 0.40    

SD 0.661 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.68 -0.74    

SD 0.917 0.877    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.12)     

Ls Meanb -0.79 -0.77 -0.02 (-0.14, 0.10) 0.741  

SEb 0.045 0.046    

95% CIb -0.88, -0.70 -0.86, -0.68    

Ls Meanc -0.74 -0.76 0.01 (-0.10, 0.13) 0.806  

SEc 0.055 0.057    

95% CIc -0.85, -0.63 -0.87, -0.64    

 

  Day 29 Actual n 244 220    

Mean 0.23 0.19    

SD 0.510 0.448    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 198 184    

Mean -0.89 -0.90    

SD 0.915 0.837    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.19)     

Ls Meanb -0.94 -0.97 0.03 (-0.09, 0.15) 0.591  

SEb 0.045 0.046    

95% CIb -1.03, -0.85 -1.06, -0.88    

Ls Meanc -0.94 -1.00 0.06 (-0.04, 0.16) 0.216  

SEc 0.045 0.047    

95% CIc -1.03, -0.85 -1.09, -0.91    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.30 -0.29 -0.01 (-0.04, 0.01) 0.236  

 

  Baseline Actual n 291 293  0.029d  

Mean 0.43 0.39    

SD 0.768 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 335 338    

Mean 0.30 0.32    

SD 0.635 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 261 271    

Mean -0.11 -0.07    

SD 0.797 0.791    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.09 -0.09 0.00 (-0.07, 0.06) 0.932  

SEb 0.025 0.025    

95% CIb -0.14, -0.04 -0.13, -0.04    

Ls Meanc -0.13 -0.12 -0.02 (-0.12, 0.08) 0.716  

SEc 0.048 0.048    

95% CIc -0.23, -0.04 -0.21, -0.02    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.21 0.20    

SD 0.557 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 249 233    

Mean -0.20 -0.19    

SD 0.820 0.726    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.11)     

Ls Meanb -0.20 -0.22 0.01 (-0.06, 0.08) 0.719  

SEb 0.026 0.026    

95% CIb -0.25, -0.15 -0.27, -0.17    

Ls Meanc -0.21 -0.22 0.02 (-0.07, 0.11) 0.704  

SEc 0.041 0.042    

95% CIc -0.29, -0.13 -0.31, -0.14    

 

  Day 15 Actual n 287 266    

Mean 0.07 0.07    

SD 0.321 0.299    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.35 -0.28    

SD 0.799 0.745    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.34 -0.32 -0.02 (-0.09, 0.05) 0.604  

SEb 0.027 0.028    

95% CIb -0.39, -0.28 -0.37, -0.26    

Ls Meanc -0.35 -0.35 0.00 (-0.06, 0.06) 0.920  

SEc 0.028 0.029    

95% CIc -0.40, -0.30 -0.41, -0.30    

 

  Day 29 Actual n 244 220    

Mean 0.01 0.02    

SD 0.143 0.134    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 198 184    

Mean -0.35 -0.34    

SD 0.688 0.691    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.08)     

Ls Meanb -0.38 -0.36 -0.02 (-0.09, 0.06) 0.606  

SEb 0.028 0.028    

95% CIb -0.43, -0.32 -0.41, -0.30    

Ls Meanc -0.36 -0.36 0.00 (-0.03, 0.03) 0.923  

SEc 0.013 0.014    

95% CIc -0.38, -0.33 -0.38, -0.33    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.16 -0.19 0.03 (-0.01, 0.07) 0.094  

 

  Baseline Actual n 291 293  0.001d  

Mean 0.33 0.32    

SD 0.729 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 336 338    

Mean 0.31 0.32    

SD 0.654 0.731    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 262 271    

Mean 0.02 0.00    

SD 0.737 0.738    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.02 -0.04 0.02 (-0.07, 0.10) 0.717  

SEb 0.033 0.033    

95% CIb -0.09, 0.04 -0.10, 0.03    

Ls Meanc -0.01 -0.03 0.02 (-0.09, 0.12) 0.775  

SEc 0.051 0.051    

95% CIc -0.11, 0.09 -0.13, 0.07    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.27 0.27    

SD 0.649 0.684    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 249 233    

Mean -0.07 -0.06    

SD 0.834 0.882    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.09 -0.05 -0.04 (-0.13, 0.05) 0.358  

SEb 0.033 0.034    

95% CIb -0.15, -0.02 -0.11, 0.02    

Ls Meanc -0.09 -0.09 -0.01 (-0.12, 0.11) 0.911  

SEc 0.054 0.055    

95% CIc -0.20, 0.01 -0.20, 0.02    

 

  Day 15 Actual n 287 266    

Mean 0.14 0.11    

SD 0.489 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.09 -0.22    

SD 0.700 0.716    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.01, 0.25)     

Ls Meanb -0.16 -0.24 0.09 (0.00, 0.18) 0.062  

SEb 0.035 0.036    

95% CIb -0.22, -0.09 -0.31, -0.17    

Ls Meanc -0.15 -0.24 0.09 (0.01, 0.18) 0.032  

SEc 0.041 0.042    

95% CIc -0.23, -0.07 -0.33, -0.16    

 

  Day 29 Actual n 244 220    

Mean 0.07 0.05    

SD 0.338 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 198 184    

Mean -0.21 -0.29    

SD 0.790 0.753    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.22)     

Ls Meanb -0.24 -0.30 0.06 (-0.03, 0.16) 0.179  

SEb 0.035 0.036    

95% CIb -0.31, -0.17 -0.37, -0.23    

Ls Meanc -0.25 -0.29 0.04 (-0.02, 0.10) 0.212  

SEc 0.030 0.031    

95% CIc -0.31, -0.19 -0.35, -0.23    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.90 -0.88 -0.02 (-0.08, 0.03) 0.428  

 

  Baseline Actual n 291 293  <.001d  

Mean 1.40 1.37    

SD 1.023 1.014    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 336 338    

Mean 1.07 1.12    

SD 0.993 1.008    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 262 271    

Mean -0.26 -0.21    

SD 0.965 1.004    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.11)     

Ls Meanb -0.36 -0.35 -0.01 (-0.14, 0.11) 0.839  

SEb 0.049 0.049    

95% CIb -0.45, -0.26 -0.44, -0.25    

Ls Meanc -0.36 -0.33 -0.03 (-0.17, 0.12) 0.693  

SEc 0.069 0.069    

95% CIc -0.50, -0.23 -0.47, -0.20    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.83 0.87    

SD 0.940 0.955    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 249 233    

Mean -0.52 -0.45    

SD 1.020 1.054    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.07)     

Ls Meanb -0.62 -0.57 -0.06 (-0.19, 0.07) 0.397  

SEb 0.049 0.050    

95% CIb -0.72, -0.53 -0.67, -0.47    

Ls Meanc -0.63 -0.60 -0.02 (-0.18, 0.13) 0.753  

SEc 0.070 0.072    

95% CIc -0.77, -0.49 -0.74, -0.46    

 

  Day 15 Actual n 287 266    

Mean 0.39 0.41    

SD 0.685 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.96 -0.95    

SD 1.074 1.030    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.12)     

Ls Meanb -1.07 -1.06 -0.01 (-0.15, 0.12) 0.861  

SEb 0.051 0.053    

95% CIb -1.17, -0.97 -1.16, -0.96    

Ls Meanc -1.07 -1.07 0.00 (-0.12, 0.13) 0.955  

SEc 0.059 0.061    

95% CIc -1.18, -0.95 -1.19, -0.95    

 

  Day 29 Actual n 244 220    

Mean 0.27 0.31    

SD 0.583 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 198 184    

Mean -1.09 -1.07    

SD 1.081 1.061    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -1.16 -1.16 0.00 (-0.14, 0.14) 0.978  

SEb 0.052 0.053    

95% CIb -1.26, -1.06 -1.26, -1.06    

Ls Meanc -1.20 -1.19 -0.01 (-0.12, 0.11) 0.880  

SEc 0.054 0.056    

95% CIc -1.30, -1.09 -1.30, -1.08    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.79 -0.79 -0.01 (-0.04, 0.03) 0.688  

 

  Baseline Actual n 291 293  0.088d  

Mean 1.09 1.08    

SD 0.979 0.993    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 336 338    

Mean 0.60 0.61    

SD 0.812 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 262 271    

Mean -0.47 -0.49    

SD 0.997 0.999    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.48 -0.50 0.02 (-0.09, 0.12) 0.751  

SEb 0.039 0.038    

95% CIb -0.55, -0.40 -0.57, -0.42    

Ls Meanc -0.55 -0.57 0.02 (-0.11, 0.14) 0.814  

SEc 0.060 0.060    

95% CIc -0.67, -0.43 -0.68, -0.45    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.45 0.48    

SD 0.792 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 249 233    

Mean -0.62 -0.58    

SD 1.068 1.019    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.05)     

Ls Meanb -0.66 -0.60 -0.05 (-0.16, 0.05) 0.307  

SEb 0.039 0.040    

95% CIb -0.74, -0.58 -0.68, -0.53    

Ls Meanc -0.64 -0.62 -0.01 (-0.14, 0.11) 0.818  

SEc 0.058 0.059    

95% CIc -0.75, -0.52 -0.74, -0.51    

 

  Day 15 Actual n 287 266    

Mean 0.22 0.23    

SD 0.569 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.86 -0.83    

SD 1.011 1.000    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.10)     

Ls Meanb -0.89 -0.88 -0.01 (-0.12, 0.10) 0.823  

SEb 0.041 0.042    

95% CIb -0.97, -0.81 -0.96, -0.80    

Ls Meanc -0.86 -0.82 -0.03 (-0.13, 0.06) 0.484  

SEc 0.045 0.046    

95% CIc -0.94, -0.77 -0.91, -0.73    

 

  Day 29 Actual n 244 220    

Mean 0.11 0.16    

SD 0.363 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 198 184    

Mean -0.97 -0.93    

SD 1.040 0.941    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.06)     

Ls Meanb -0.99 -0.94 -0.06 (-0.17, 0.06) 0.336  

SEb 0.042 0.043    

95% CIb -1.08, -0.91 -1.02, -0.85    

Ls Meanc -1.00 -0.95 -0.06 (-0.14, 0.02) 0.139  

SEc 0.037 0.039    

95% CIc -1.08, -0.93 -1.02, -0.87    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.90 -0.86 -0.04 (-0.08, 0.00) 0.080  

 

  Baseline Actual n 291 293  0.895d  

Mean 1.11 1.17    

SD 1.045 0.997    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 336 338    

Mean 0.64 0.67    

SD 0.860 0.885    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 262 271    

Mean -0.47 -0.51    

SD 0.985 1.036    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.06)     

Ls Meanb -0.53 -0.49 -0.04 (-0.15, 0.06) 0.402  

SEb 0.039 0.039    

95% CIb -0.61, -0.45 -0.56, -0.41    

Ls Meanc -0.55 -0.52 -0.03 (-0.16, 0.10) 0.657  

SEc 0.064 0.063    

95% CIc -0.68, -0.43 -0.65, -0.40    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.40 0.43    

SD 0.750 0.785    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 249 233    

Mean -0.67 -0.73    

SD 0.999 1.078    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.06)     

Ls Meanb -0.77 -0.72 -0.04 (-0.15, 0.07) 0.450  

SEb 0.040 0.041    

95% CIb -0.84, -0.69 -0.80, -0.64    

Ls Meanc -0.73 -0.72 -0.01 (-0.14, 0.12) 0.893  

SEc 0.059 0.060    

95% CIc -0.85, -0.61 -0.84, -0.60    

 

  Day 15 Actual n 287 266    

Mean 0.17 0.20    

SD 0.515 0.539    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.92 -0.98    

SD 1.061 1.026    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -1.01 -1.00 -0.01 (-0.13, 0.10) 0.797  

SEb 0.042 0.043    

95% CIb -1.09, -0.93 -1.08, -0.91    

Ls Meanc -0.95 -0.93 -0.03 (-0.12, 0.07) 0.599  

SEc 0.044 0.046    

95% CIc -1.04, -0.87 -1.02, -0.84    

 

  Day 29 Actual n 244 220    

Mean 0.11 0.16    

SD 0.385 0.455    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 198 184    

Mean -1.01 -1.01    

SD 1.085 1.081    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.02)     

Ls Meanb -1.07 -0.97 -0.10 (-0.21, 0.02) 0.091  

SEb 0.042 0.043    

95% CIb -1.15, -0.99 -1.06, -0.89    

Ls Meanc -1.06 -0.99 -0.06 (-0.15, 0.02) 0.142  

SEc 0.040 0.042    

95% CIc -1.14, -0.98 -1.08, -0.91    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.33 -0.32 -0.01 (-0.04, 0.01) 0.340  

 

  Baseline Actual n 291 293  0.013d  

Mean 0.42 0.39    

SD 0.763 0.676    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 336 338    

Mean 0.34 0.28    

SD 0.723 0.605    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 262 271    

Mean -0.06 -0.11    

SD 0.817 0.634    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.05, 0.23)     

Ls Meanb -0.05 -0.15 0.10 (0.03, 0.16) 0.003  

SEb 0.025 0.025    

95% CIb -0.10, 0.00 -0.20, -0.10    

Ls Meanc -0.08 -0.16 0.08 (-0.02, 0.18) 0.132  

SEc 0.049 0.049    

95% CIc -0.18, 0.01 -0.26, -0.07    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.18 0.24    

SD 0.520 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 249 233    

Mean -0.20 -0.17    

SD 0.750 0.711    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.03)     

Ls Meanb -0.22 -0.18 -0.04 (-0.11, 0.02) 0.201  

SEb 0.025 0.026    

95% CIb -0.27, -0.17 -0.23, -0.13    

Ls Meanc -0.26 -0.23 -0.03 (-0.13, 0.06) 0.523  

SEc 0.045 0.046    

95% CIc -0.35, -0.17 -0.32, -0.14    

 

  Day 15 Actual n 287 266    

Mean 0.05 0.05    

SD 0.320 0.298    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.37 -0.35    

SD 0.792 0.667    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.37 -0.39 0.01 (-0.06, 0.09) 0.709  

SEb 0.026 0.027    

95% CIb -0.42, -0.32 -0.44, -0.33    

Ls Meanc -0.37 -0.40 0.02 (-0.03, 0.08) 0.417  

SEc 0.026 0.027    

95% CIc -0.43, -0.32 -0.45, -0.34    

 

  Day 29 Actual n 244 220    

Mean 0.01 0.03    

SD 0.110 0.232    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 198 184    

Mean -0.42 -0.39    

SD 0.813 0.684    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.40 -0.40 0.00 (-0.08, 0.07) 0.943  

SEb 0.027 0.028    

95% CIb -0.46, -0.35 -0.46, -0.35    

Ls Meanc -0.42 -0.41 -0.02 (-0.06, 0.02) 0.372  

SEc 0.018 0.019    

95% CIc -0.46, -0.39 -0.44, -0.37    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.40 -0.42 0.02 (-0.03, 0.07) 0.485  

 

  Baseline Actual n 291 293  <.001d  

Mean 0.62 0.66    

SD 0.966 0.989    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 336 338    

Mean 0.55 0.68    

SD 0.869 0.953    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 262 271    

Mean -0.06 -0.01    

SD 1.019 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.02)     

Ls Meanb -0.12 -0.04 -0.08 (-0.19, 0.02) 0.128  

SEb 0.042 0.042    

95% CIb -0.20, -0.04 -0.12, 0.04    

Ls Meanc -0.20 -0.12 -0.08 (-0.22, 0.06) 0.270  

SEc 0.066 0.066    

95% CIc -0.33, -0.07 -0.25, 0.01    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.47 0.53    

SD 0.837 0.865    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 249 233    

Mean -0.17 -0.12    

SD 1.145 1.101    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.08)     

Ls Meanb -0.22 -0.19 -0.04 (-0.15, 0.07) 0.511  

SEb 0.043 0.043    

95% CIb -0.31, -0.14 -0.27, -0.10    

Ls Meanc -0.28 -0.22 -0.05 (-0.20, 0.09) 0.452  

SEc 0.066 0.068    

95% CIc -0.41, -0.15 -0.36, -0.09    

 

  Day 15 Actual n 287 266    

Mean 0.21 0.20    

SD 0.594 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.39 -0.45    

SD 1.021 1.120    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.15)     

Ls Meanb -0.48 -0.51 0.03 (-0.08, 0.15) 0.562  

SEb 0.044 0.045    

95% CIb -0.56, -0.39 -0.60, -0.42    

Ls Meanc -0.48 -0.50 0.02 (-0.08, 0.13) 0.679  

SEc 0.050 0.052    

95% CIc -0.57, -0.38 -0.60, -0.40    

 

  Day 29 Actual n 244 220    

Mean 0.14 0.08    

SD 0.521 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 198 184    

Mean -0.45 -0.53    

SD 0.932 1.029    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.25)     

Ls Meanb -0.50 -0.63 0.13 (0.01, 0.24) 0.032  

SEb 0.044 0.045    

95% CIb -0.59, -0.41 -0.72, -0.54    

Ls Meanc -0.52 -0.57 0.05 (-0.03, 0.13) 0.204  

SEc 0.038 0.040    

95% CIc -0.60, -0.45 -0.65, -0.50    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.39 -0.41 0.02 (-0.03, 0.07) 0.405  

 

  Baseline Actual n 291 293  <.001d  

Mean 0.58 0.63    

SD 0.919 0.962    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 3 Actual n 336 338    

Mean 0.49 0.58    

SD 0.821 0.882    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 262 271    

Mean -0.08 -0.07    

SD 0.896 1.005    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.07)     

Ls Meanb -0.11 -0.08 -0.03 (-0.13, 0.07) 0.544  

SEb 0.040 0.040    

95% CIb -0.19, -0.03 -0.16, 0.00    

Ls Meanc -0.20 -0.15 -0.04 (-0.17, 0.08) 0.497  

SEc 0.062 0.062    

95% CIc -0.32, -0.08 -0.27, -0.03    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.44 0.48    

SD 0.823 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 249 233    

Mean -0.17 -0.15    

SD 1.094 1.111    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.19 -0.18 -0.01 (-0.12, 0.09) 0.803  

SEb 0.040 0.041    

95% CIb -0.27, -0.11 -0.26, -0.10    

Ls Meanc -0.27 -0.24 -0.03 (-0.17, 0.11) 0.705  

SEc 0.065 0.067    

95% CIc -0.40, -0.14 -0.37, -0.11    

 

  Day 15 Actual n 287 266    

Mean 0.18 0.17    

SD 0.550 0.479    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.40 -0.45    

SD 0.986 1.089    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.45 -0.50 0.04 (-0.06, 0.15) 0.427  

SEb 0.042 0.043    

95% CIb -0.53, -0.37 -0.58, -0.41    

Ls Meanc -0.44 -0.47 0.03 (-0.07, 0.13) 0.554  

SEc 0.046 0.048    

95% CIc -0.53, -0.35 -0.56, -0.37    

 

  Day 29 Actual n 244 220    

Mean 0.11 0.06    

SD 0.422 0.289    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 198 184    

Mean -0.45 -0.52    

SD 0.926 1.002    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.21)     

Ls Meanb -0.49 -0.58 0.09 (-0.02, 0.20) 0.106  

SEb 0.042 0.043    

95% CIb -0.57, -0.41 -0.66, -0.49    

Ls Meanc -0.51 -0.56 0.05 (-0.03, 0.12) 0.202  

SEc 0.035 0.036    

95% CIc -0.58, -0.44 -0.63, -0.49    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.46 -0.48 0.02 (-0.01, 0.04) 0.280  

 

  Baseline Actual n 290 293  0.703d  

Mean 0.62 0.65    

SD 0.759 0.791    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 336 338    

Mean 0.45 0.41    

SD 0.685 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 261 271    

Mean -0.14 -0.28    

SD 0.794 0.737    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.02, 0.21)     

Ls Meanb -0.18 -0.27 0.09 (0.01, 0.17) 0.020  

SEb 0.029 0.029    

95% CIb -0.24, -0.13 -0.33, -0.22    

Ls Meanc -0.22 -0.32 0.10 (0.00, 0.20) 0.057  

SEc 0.049 0.049    

95% CIc -0.32, -0.13 -0.42, -0.23    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.31 0.30    

SD 0.570 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 248 233    

Mean -0.31 -0.36    

SD 0.786 0.735    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.36 -0.38 0.01 (-0.06, 0.09) 0.720  

SEb 0.029 0.030    

95% CIb -0.42, -0.31 -0.44, -0.32    

Ls Meanc -0.34 -0.37 0.03 (-0.06, 0.13) 0.483  

SEc 0.043 0.044    

95% CIc -0.42, -0.25 -0.46, -0.28    

 

  Day 15 Actual n 287 266    

Mean 0.15 0.14    

SD 0.415 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 219 206    

Mean -0.46 -0.56    

SD 0.737 0.780    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.51 -0.53 0.03 (-0.05, 0.11) 0.496  

SEb 0.031 0.031    

95% CIb -0.57, -0.45 -0.60, -0.47    

Ls Meanc -0.52 -0.57 0.04 (-0.03, 0.12) 0.259  

SEc 0.035 0.036    

95% CIc -0.59, -0.46 -0.64, -0.50    

 

  Day 29 Actual n 244 220    

Mean 0.10 0.09    

SD 0.349 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 197 184    

Mean -0.42 -0.60    

SD 0.729 0.769    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.55 -0.58 0.03 (-0.05, 0.12) 0.459  

SEb 0.031 0.032    

95% CIb -0.61, -0.49 -0.64, -0.52    

Ls Meanc -0.48 -0.51 0.03 (-0.03, 0.09) 0.284  

SEc 0.027 0.028    

95% CIc -0.53, -0.43 -0.57, -0.46    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.06 (0.02, 0.11)     

Ls Meanb -0.26 -0.31 0.05 (0.01, 0.09) 0.007  

 

  Baseline Actual n 291 293  0.002d  

Mean 0.44 0.45    

SD 0.800 0.799    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 336 338    

Mean 0.36 0.34    

SD 0.732 0.735    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 262 271    

Mean -0.08 -0.09    

SD 0.741 0.737    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb -0.10 -0.13 0.03 (-0.06, 0.12) 0.528  

SEb 0.034 0.034    

95% CIb -0.17, -0.03 -0.19, -0.06    

Ls Meanc -0.07 -0.08 0.01 (-0.10, 0.12) 0.846  

SEc 0.051 0.051    

95% CIc -0.17, 0.03 -0.18, 0.02    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.26 0.30    

SD 0.682 0.672    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 249 233    

Mean -0.17 -0.19    

SD 0.868 0.840    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.18 -0.16 -0.02 (-0.11, 0.07) 0.612  

SEb 0.035 0.035    

95% CIb -0.25, -0.11 -0.23, -0.09    

Ls Meanc -0.17 -0.17 0.01 (-0.11, 0.13) 0.897  

SEc 0.054 0.056    

95% CIc -0.27, -0.06 -0.28, -0.06    

 

  Day 15 Actual n 287 266    

Mean 0.17 0.09    

SD 0.531 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.19 -0.35    

SD 0.820 0.830    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.17 (0.05, 0.29)     

Ls Meanb -0.26 -0.39 0.13 (0.04, 0.23) 0.006  

SEb 0.036 0.037    

95% CIb -0.33, -0.19 -0.46, -0.32    

Ls Meanc -0.25 -0.37 0.13 (0.03, 0.22) 0.007  

SEc 0.043 0.044    

95% CIc -0.33, -0.16 -0.46, -0.29    

 

  Day 29 Actual n 244 220    

Mean 0.11 0.09    

SD 0.381 0.346    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 198 184    

Mean -0.30 -0.35    

SD 0.842 0.803    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.33 -0.39 0.06 (-0.04, 0.16) 0.234  

SEb 0.036 0.037    

95% CIb -0.40, -0.26 -0.46, -0.32    

Ls Meanc -0.34 -0.38 0.04 (-0.03, 0.11) 0.252  

SEc 0.034 0.035    

95% CIc -0.40, -0.27 -0.45, -0.31    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.03)     

Ls Meanb -0.53 -0.53 0.00 (-0.03, 0.03) 0.934  

 

  Baseline Actual n 290 293  0.031d  

Mean 0.61 0.67    

SD 0.804 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 336 338    

Mean 0.35 0.35    

SD 0.661 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 261 271    

Mean -0.23 -0.35    

SD 0.834 0.838    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.30 -0.34 0.03 (-0.04, 0.11) 0.381  

SEb 0.029 0.029    

95% CIb -0.36, -0.25 -0.39, -0.28    

Ls Meanc -0.30 -0.34 0.05 (-0.06, 0.15) 0.357  

SEc 0.050 0.050    

95% CIc -0.39, -0.20 -0.44, -0.25    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 44 of 1056 

Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.24 0.20    

SD 0.612 0.514    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 248 233    

Mean -0.38 -0.48    

SD 0.840 0.924    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.11)     

Ls Meanb -0.46 -0.47 0.01 (-0.06, 0.09) 0.722  

SEb 0.029 0.030    

95% CIb -0.52, -0.40 -0.53, -0.42    

Ls Meanc -0.46 -0.48 0.03 (-0.07, 0.12) 0.584  

SEc 0.044 0.045    

95% CIc -0.54, -0.37 -0.57, -0.40    

 

  Day 15 Actual n 287 266    

Mean 0.10 0.09    

SD 0.413 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 219 206    

Mean -0.50 -0.59    

SD 0.869 0.860    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.57 -0.58 0.01 (-0.08, 0.09) 0.887  

SEb 0.031 0.031    

95% CIb -0.63, -0.51 -0.64, -0.52    

Ls Meanc -0.56 -0.57 0.01 (-0.06, 0.09) 0.693  

SEc 0.034 0.035    

95% CIc -0.62, -0.49 -0.64, -0.50    

 

  Day 29 Actual n 244 220    

Mean 0.05 0.10    

SD 0.297 0.361    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 197 184    

Mean -0.54 -0.55    

SD 0.842 0.828    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.03)     

Ls Meanb -0.63 -0.57 -0.06 (-0.14, 0.02) 0.154  

SEb 0.031 0.032    

95% CIb -0.69, -0.57 -0.63, -0.51    

Ls Meanc -0.60 -0.56 -0.04 (-0.10, 0.03) 0.263  

SEc 0.030 0.032    

95% CIc -0.66, -0.54 -0.63, -0.50    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.02)     

Ls Meanb -0.09 -0.08 0.00 (-0.02, 0.01) 0.461  

 

  Baseline Actual n 291 293  0.033d  

Mean 0.13 0.07    

SD 0.513 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 336 338    

Mean 0.06 0.04    

SD 0.317 0.264    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 262 271    

Mean -0.06 -0.02    

SD 0.476 0.349    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.04, 0.11)     

Ls Meanb -0.03 -0.05 0.02 (-0.02, 0.05) 0.355  

SEb 0.012 0.012    

95% CIb -0.06, -0.01 -0.07, -0.03    

Ls Meanc -0.05 -0.06 0.01 (-0.04, 0.06) 0.735  

SEc 0.023 0.023    

95% CIc -0.09, 0.00 -0.10, -0.01    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 312 298    

Mean 0.03 0.03    

SD 0.238 0.237    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 249 233    

Mean -0.08 -0.02    

SD 0.525 0.404    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.06 -0.06 -0.01 (-0.04, 0.03) 0.755  

SEb 0.012 0.013    

95% CIb -0.09, -0.04 -0.08, -0.03    

Ls Meanc -0.07 -0.06 -0.01 (-0.05, 0.04) 0.822  

SEc 0.022 0.022    

95% CIc -0.11, -0.02 -0.10, -0.02    

 

  Day 15 Actual n 287 266    

Mean 0.01 0.01    

SD 0.144 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 206    

Mean -0.14 -0.05    

SD 0.568 0.275    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.09 -0.09 0.00 (-0.03, 0.04) 0.973  

SEb 0.013 0.013    

95% CIb -0.12, -0.07 -0.12, -0.07    

Ls Meanc -0.09 -0.11 0.01 (-0.01, 0.04) 0.247  

SEc 0.010 0.011    

95% CIc -0.11, -0.07 -0.13, -0.09    

 

  Day 29 Actual n 244 220    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 198 184    

Mean -0.16 -0.05    

SD 0.591 0.291    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.07)     

Ls Meanb -0.11 -0.10 -0.01 (-0.04, 0.03) 0.733  

SEb 0.013 0.014    

95% CIb -0.14, -0.08 -0.13, -0.08    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Positive 

baseline serum 

for SARS-CoV-2 

serology 

Body Aches Overall  Effect Size (95% 

CI)a 

0.04 (-0.04, 0.12)     

Ls Meanb -0.54 -0.58 0.04 (-0.04, 0.12) 0.356  

 

  Baseline Actual n 51 56    

Mean 0.86 0.73    

SD 1.040 0.924    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.42 0.34    

SD 0.809 0.690    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 47 49    

Mean -0.47 -0.35    

SD 0.952 0.805    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.23, 0.21)     

Ls Meanb -0.41 -0.40 -0.01 (-0.23, 0.21) 0.940  

SEb 0.083 0.081    

95% CIb -0.58, -0.25 -0.56, -0.25    

Ls Meanc -0.41 -0.38 -0.02 (-0.30, 0.25) 0.862  

SEc 0.127 0.116    

95% CIc -0.66, -0.16 -0.62, -0.15    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.22 0.26    

SD 0.545 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 44 46    

Mean -0.64 -0.50    

SD 0.990 0.937    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.27, 0.18)     

Ls Meanb -0.57 -0.53 -0.05 (-0.27, 0.18) 0.681  

SEb 0.084 0.082    

95% CIb -0.74, -0.41 -0.69, -0.37    

Ls Meanc -0.56 -0.51 -0.04 (-0.30, 0.22) 0.739  

SEc 0.114 0.108    

95% CIc -0.78, -0.33 -0.73, -0.30    

 

  Day 15 Actual n 44 52    

Mean 0.20 0.08    

SD 0.553 0.269    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.66 -0.64    

SD 1.097 0.850    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.11, 0.37)     

Ls Meanb -0.57 -0.69 0.13 (-0.11, 0.36) 0.283  

SEb 0.088 0.085    

95% CIb -0.74, -0.39 -0.86, -0.53    

Ls Meanc -0.60 -0.71 0.11 (-0.07, 0.28) 0.238  

SEc 0.078 0.070    

95% CIc -0.76, -0.45 -0.85, -0.57    

 

  Day 29 Actual n 35 43    

Mean 0.11 0.19    

SD 0.471 0.546    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 32 38    

Mean -0.56 -0.58    

SD 0.914 0.889    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.25, 0.24)     

Ls Meanb -0.59 -0.59 0.00 (-0.24, 0.24) 0.995  

SEb 0.092 0.086    

95% CIb -0.77, -0.41 -0.76, -0.42    

Ls Meanc -0.62 -0.53 -0.08 (-0.31, 0.14) 0.460  

SEc 0.106 0.090    

95% CIc -0.83, -0.40 -0.71, -0.35    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.02)     

Ls Meanb -0.47 -0.46 -0.02 (-0.06, 0.02) 0.354  

 

  Baseline Actual n 51 56    

Mean 0.43 0.63    

SD 0.806 0.865    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.11 0.19    

SD 0.369 0.476    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 47 49    

Mean -0.30 -0.51    

SD 0.623 0.869    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.08)     

Ls Meanb -0.43 -0.37 -0.06 (-0.19, 0.06) 0.328  

SEb 0.048 0.046    

95% CIb -0.52, -0.34 -0.46, -0.28    

Ls Meanc -0.38 -0.37 -0.01 (-0.17, 0.15) 0.908  

SEc 0.075 0.068    

95% CIc -0.52, -0.23 -0.50, -0.23    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.04 0.18    

SD 0.283 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 44 46    

Mean -0.32 -0.50    

SD 0.771 1.090    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.31, 0.00)     

Ls Meanb -0.47 -0.33 -0.13 (-0.26, 0.00) 0.049  

SEb 0.049 0.047    

95% CIb -0.56, -0.37 -0.43, -0.24    

Ls Meanc -0.47 -0.35 -0.11 (-0.34, 0.11) 0.325  

SEc 0.098 0.092    

95% CIc -0.66, -0.27 -0.54, -0.17    

 

  Day 15 Actual n 44 52    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.39 -0.64    

SD 0.755 0.906    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.25)     

Ls Meanb -0.48 -0.55 0.07 (-0.07, 0.21) 0.320  

SEb 0.052 0.049    

95% CIb -0.58, -0.38 -0.64, -0.45    

Ls Meanc -0.53 -0.53 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.53, -0.53 -0.53, -0.53    

 

  Day 29 Actual n 35 43    

Mean 0.00 0.07    

SD 0.000 0.338    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 32 38    

Mean -0.41 -0.66    

SD 0.798 0.994    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.24, 0.11)     

Ls Meanb -0.52 -0.46 -0.05 (-0.20, 0.09) 0.474  

SEb 0.055 0.051    

95% CIb -0.62, -0.41 -0.56, -0.36    

Ls Meanc -0.58 -0.51 -0.07 (-0.20, 0.06) 0.301  

SEc 0.063 0.054    

95% CIc -0.70, -0.45 -0.62, -0.40    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.08 (0.00, 0.16)     

Ls Meanb -0.42 -0.48 0.07 (0.00, 0.14) 0.057  

 

  Baseline Actual n 51 56    

Mean 0.73 0.54    

SD 0.918 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.45 0.28    

SD 0.741 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 47 49    

Mean -0.30 -0.31    

SD 0.720 0.683    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.04, 0.36)     

Ls Meanb -0.23 -0.37 0.13 (-0.03, 0.30) 0.114  

SEb 0.063 0.061    

95% CIb -0.36, -0.11 -0.49, -0.25    

Ls Meanc -0.27 -0.37 0.11 (-0.10, 0.31) 0.304  

SEc 0.094 0.086    

95% CIc -0.45, -0.08 -0.55, -0.20    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.28 0.28    

SD 0.536 0.559    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 44 46    

Mean -0.34 -0.33    

SD 0.713 0.732    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.14, 0.26)     

Ls Meanb -0.31 -0.36 0.05 (-0.12, 0.22) 0.586  

SEb 0.064 0.062    

95% CIb -0.43, -0.18 -0.48, -0.23    

Ls Meanc -0.31 -0.33 0.02 (-0.17, 0.22) 0.816  

SEc 0.085 0.080    

95% CIc -0.48, -0.14 -0.49, -0.18    

 

  Day 15 Actual n 44 52    

Mean 0.14 0.06    

SD 0.347 0.235    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.53 -0.50    

SD 0.797 0.773    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.11, 0.31)     

Ls Meanb -0.46 -0.54 0.08 (-0.10, 0.26) 0.368  

SEb 0.067 0.064    

95% CIb -0.59, -0.33 -0.67, -0.41    

Ls Meanc -0.47 -0.57 0.10 (-0.02, 0.23) 0.106  

SEc 0.055 0.050    

95% CIc -0.58, -0.36 -0.67, -0.47    

 

  Day 29 Actual n 35 43    

Mean 0.09 0.05    

SD 0.373 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 32 38    

Mean -0.47 -0.47    

SD 0.761 0.830    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.14, 0.29)     

Ls Meanb -0.44 -0.50 0.07 (-0.11, 0.25) 0.466  

SEb 0.069 0.065    

95% CIb -0.57, -0.30 -0.63, -0.38    

Ls Meanc -0.36 -0.44 0.08 (-0.09, 0.25) 0.361  

SEc 0.080 0.068    

95% CIc -0.52, -0.20 -0.58, -0.30    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.69 -0.67 -0.02 (-0.14, 0.10) 0.748  

 

  Baseline Actual n 51 56    

Mean 1.22 1.13    

SD 1.006 0.810    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.87 0.90    

SD 0.883 0.831    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 47 49    

Mean -0.30 -0.27    

SD 0.689 0.836    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.31, 0.23)     

Ls Meanb -0.28 -0.25 -0.04 (-0.28, 0.21) 0.774  

SEb 0.095 0.092    

95% CIb -0.47, -0.10 -0.43, -0.07    

Ls Meanc -0.32 -0.33 0.01 (-0.26, 0.28) 0.954  

SEc 0.127 0.117    

95% CIc -0.58, -0.07 -0.57, -0.10    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.58 0.65    

SD 0.758 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 44 46    

Mean -0.50 -0.43    

SD 0.762 0.807    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.39, 0.16)     

Ls Meanb -0.51 -0.41 -0.10 (-0.35, 0.15) 0.418  

SEb 0.096 0.092    

95% CIb -0.70, -0.33 -0.59, -0.23    

Ls Meanc -0.55 -0.49 -0.06 (-0.33, 0.22) 0.675  

SEc 0.123 0.116    

95% CIc -0.80, -0.31 -0.72, -0.26    

 

  Day 15 Actual n 44 52    

Mean 0.25 0.33    

SD 0.534 0.585    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.79 -0.71    

SD 0.991 0.742    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.36, 0.21)     

Ls Meanb -0.82 -0.75 -0.07 (-0.33, 0.19) 0.593  

SEb 0.099 0.096    

95% CIb -1.01, -0.62 -0.93, -0.56    

Ls Meanc -0.81 -0.73 -0.08 (-0.33, 0.17) 0.545  

SEc 0.111 0.101    

95% CIc -1.03, -0.59 -0.94, -0.53    

 

  Day 29 Actual n 35 43    

Mean 0.20 0.16    

SD 0.531 0.374    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 32 38    

Mean -0.84 -1.03    

SD 0.954 0.944    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.12, 0.46)     

Ls Meanb -0.84 -0.99 0.15 (-0.11, 0.42) 0.248  

SEb 0.101 0.096    

95% CIb -1.04, -0.64 -1.18, -0.80    

Ls Meanc -0.89 -0.96 0.07 (-0.15, 0.29) 0.536  

SEc 0.106 0.090    

95% CIc -1.11, -0.68 -1.14, -0.78    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.14)     

Ls Meanb -0.19 -0.24 0.05 (0.00, 0.10) 0.033  

 

  Baseline Actual n 51 56    

Mean 0.33 0.32    

SD 0.739 0.690    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.11 0.16    

SD 0.369 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 47 49    

Mean -0.15 -0.16    

SD 0.589 0.773    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.17, 0.19)     

Ls Meanb -0.14 -0.15 0.01 (-0.12, 0.14) 0.887  

SEb 0.049 0.048    

95% CIb -0.24, -0.05 -0.24, -0.06    

Ls Meanc -0.18 -0.18 0.00 (-0.17, 0.17) 0.977  

SEc 0.080 0.073    

95% CIc -0.34, -0.02 -0.33, -0.04    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.06 0.05    

SD 0.240 0.225    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 44 46    

Mean -0.23 -0.28    

SD 0.565 0.688    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.26)     

Ls Meanb -0.21 -0.26 0.05 (-0.08, 0.18) 0.443  

SEb 0.050 0.048    

95% CIb -0.30, -0.11 -0.35, -0.16    

Ls Meanc -0.26 -0.29 0.02 (-0.07, 0.12) 0.619  

SEc 0.041 0.039    

95% CIc -0.35, -0.18 -0.36, -0.21    

 

  Day 15 Actual n 44 52    

Mean 0.11 0.08    

SD 0.443 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.16 -0.24    

SD 0.638 0.692    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.11, 0.28)     

Ls Meanb -0.17 -0.23 0.06 (-0.08, 0.20) 0.377  

SEb 0.052 0.050    

95% CIb -0.28, -0.07 -0.33, -0.14    

Ls Meanc -0.16 -0.26 0.09 (-0.08, 0.27) 0.301  

SEc 0.078 0.070    

95% CIc -0.32, -0.01 -0.40, -0.12    

 

  Day 29 Actual n 35 43    

Mean 0.06 0.02    

SD 0.338 0.152    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 32 38    

Mean -0.13 -0.26    

SD 0.336 0.601    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.12, 0.29)     

Ls Meanb -0.19 -0.25 0.06 (-0.08, 0.20) 0.409  

SEb 0.055 0.051    

95% CIb -0.29, -0.08 -0.35, -0.15    

Ls Meanc -0.16 -0.21 0.06 (-0.05, 0.16) 0.312  

SEc 0.052 0.044    

95% CIc -0.26, -0.06 -0.30, -0.13    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.06 (-0.13, 0.01)     

Ls Meanb -0.26 -0.21 -0.05 (-0.10, 0.01) 0.076  

 

  Baseline Actual n 51 56    

Mean 0.41 0.36    

SD 0.829 0.749    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.27 0.12    

SD 0.651 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 47 49    

Mean -0.11 -0.16    

SD 0.787 0.688    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.06, 0.30)     

Ls Meanb -0.11 -0.21 0.10 (-0.05, 0.24) 0.187  

SEb 0.054 0.053    

95% CIb -0.22, -0.01 -0.31, -0.11    

Ls Meanc -0.18 -0.25 0.07 (-0.12, 0.26) 0.463  

SEc 0.088 0.081    

95% CIc -0.36, -0.01 -0.41, -0.09    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.08 0.21    

SD 0.396 0.590    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 44 46    

Mean -0.23 -0.02    

SD 0.677 0.882    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.20 (-0.38, -0.01)     

Ls Meanb -0.24 -0.09 -0.15 (-0.30, -0.01) 0.038  

SEb 0.055 0.053    

95% CIb -0.35, -0.13 -0.19, 0.02    

Ls Meanc -0.24 -0.08 -0.17 (-0.39, 0.06) 0.153  

SEc 0.101 0.095    

95% CIc -0.44, -0.04 -0.27, 0.11    

 

  Day 15 Actual n 44 52    

Mean 0.07 0.12    

SD 0.334 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.26 -0.19    

SD 0.644 0.634    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.28, 0.11)     

Ls Meanb -0.30 -0.23 -0.06 (-0.22, 0.09) 0.412  

SEb 0.058 0.056    

95% CIb -0.41, -0.18 -0.34, -0.12    

Ls Meanc -0.26 -0.20 -0.07 (-0.17, 0.04) 0.198  

SEc 0.045 0.041    

95% CIc -0.35, -0.17 -0.28, -0.12    

 

  Day 29 Actual n 35 43    

Mean 0.03 0.05    

SD 0.169 0.213    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 32 38    

Mean -0.19 -0.26    

SD 0.535 0.685    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.21, 0.19)     

Ls Meanb -0.29 -0.29 0.00 (-0.16, 0.15) 0.958  

SEb 0.060 0.057    

95% CIb -0.41, -0.17 -0.40, -0.18    

Ls Meanc -0.25 -0.23 -0.01 (-0.11, 0.08) 0.763  

SEc 0.044 0.037    

95% CIc -0.34, -0.16 -0.31, -0.16    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.06)     

Ls Meanb -0.86 -0.81 -0.05 (-0.16, 0.06) 0.390  

 

  Baseline Actual n 51 56    

Mean 1.12 1.32    

SD 1.107 1.064    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.58 0.86    

SD 0.809 0.826    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

   Change n 47 49    

Mean -0.55 -0.35    

SD 0.904 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.30 (-0.54, -0.06)     

Ls Meanb -0.64 -0.32 -0.32 (-0.58, -0.06) 0.014  

SEb 0.099 0.096    

95% CIb -0.84, -0.45 -0.51, -0.13    

Ls Meanc -0.56 -0.29 -0.27 (-0.57, 0.02) 0.069  

SEc 0.137 0.125    

95% CIc -0.83, -0.29 -0.54, -0.04    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.46 0.65    

SD 0.762 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 44 46    

Mean -0.61 -0.65    

SD 1.039 1.037    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.36, 0.12)     

Ls Meanb -0.74 -0.61 -0.13 (-0.39, 0.13) 0.340  

SEb 0.100 0.097    

95% CIb -0.94, -0.55 -0.80, -0.42    

Ls Meanc -0.70 -0.60 -0.10 (-0.39, 0.20) 0.516  

SEc 0.130 0.123    

95% CIc -0.96, -0.44 -0.85, -0.36    

 

  Day 15 Actual n 44 52    

Mean 0.32 0.29    

SD 0.639 0.572    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.87 -0.93    

SD 1.095 1.091    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.22, 0.28)     

Ls Meanb -0.88 -0.91 0.03 (-0.24, 0.31) 0.820  

SEb 0.104 0.100    

95% CIb -1.09, -0.68 -1.11, -0.72    

Ls Meanc -0.91 -0.90 0.00 (-0.27, 0.26) 0.989  

SEc 0.117 0.106    

95% CIc -1.14, -0.67 -1.12, -0.69    

 

  Day 29 Actual n 35 43    

Mean 0.17 0.23    

SD 0.514 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 32 38    

Mean -0.81 -1.18    

SD 0.965 1.111    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.15, 0.37)     

Ls Meanb -0.97 -1.09 0.12 (-0.16, 0.40) 0.399  

SEb 0.107 0.101    

95% CIb -1.18, -0.76 -1.29, -0.89    

Ls Meanc -1.07 -1.03 -0.05 (-0.26, 0.17) 0.669  

SEc 0.102 0.086    

95% CIc -1.28, -0.87 -1.20, -0.86    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.14)     

Ls Meanb -0.64 -0.71 0.07 (0.00, 0.14) 0.060  

 

  Baseline Actual n 51 56    

Mean 0.88 0.91    

SD 1.013 0.900    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.53 0.40    

SD 0.766 0.620    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 47 49    

Mean -0.32 -0.55    

SD 0.935 0.980    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.04, 0.39)     

Ls Meanb -0.39 -0.55 0.16 (-0.04, 0.37) 0.115  

SEb 0.077 0.075    

95% CIb -0.54, -0.23 -0.70, -0.40    

Ls Meanc -0.31 -0.52 0.21 (-0.06, 0.48) 0.132  

SEc 0.127 0.116    

95% CIc -0.56, -0.06 -0.75, -0.29    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.26 0.30    

SD 0.527 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 44 46    

Mean -0.61 -0.70    

SD 0.993 0.916    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.24)     

Ls Meanb -0.64 -0.66 0.02 (-0.19, 0.23) 0.847  

SEb 0.079 0.076    

95% CIb -0.79, -0.48 -0.81, -0.51    

Ls Meanc -0.59 -0.64 0.05 (-0.16, 0.26) 0.633  

SEc 0.092 0.086    

95% CIc -0.77, -0.41 -0.81, -0.47    

 

  Day 15 Actual n 44 52    

Mean 0.23 0.17    

SD 0.565 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.74 -0.71    

SD 1.107 0.835    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.15, 0.31)     

Ls Meanb -0.67 -0.75 0.08 (-0.14, 0.30) 0.482  

SEb 0.083 0.079    

95% CIb -0.83, -0.51 -0.90, -0.59    

Ls Meanc -0.80 -0.81 0.01 (-0.21, 0.22) 0.958  

SEc 0.094 0.084    

95% CIc -0.99, -0.61 -0.97, -0.64    

 

  Day 29 Actual n 35 43    

Mean 0.11 0.12    

SD 0.404 0.391    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 32 38    

Mean -0.69 -0.82    

SD 0.931 0.926    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.17, 0.31)     

Ls Meanb -0.75 -0.82 0.07 (-0.16, 0.30) 0.550  

SEb 0.087 0.081    

95% CIb -0.92, -0.58 -0.98, -0.66    

Ls Meanc -0.82 -0.77 -0.05 (-0.21, 0.12) 0.556  

SEc 0.079 0.067    

95% CIc -0.98, -0.67 -0.91, -0.64    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.05)     

Ls Meanb -0.65 -0.61 -0.04 (-0.14, 0.05) 0.382  

 

  Baseline Actual n 51 56    

Mean 0.96 0.79    

SD 0.958 0.967    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.33 0.40    

SD 0.721 0.748    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 47 49    

Mean -0.66 -0.37    

SD 0.962 0.834    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.37, 0.08)     

Ls Meanb -0.56 -0.43 -0.14 (-0.36, 0.08) 0.218  

SEb 0.084 0.081    

95% CIb -0.73, -0.40 -0.58, -0.27    

Ls Meanc -0.60 -0.44 -0.16 (-0.44, 0.12) 0.260  

SEc 0.130 0.118    

95% CIc -0.86, -0.34 -0.68, -0.21    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.24 0.28    

SD 0.625 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 44 46    

Mean -0.73 -0.54    

SD 0.924 1.005    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.28, 0.18)     

Ls Meanb -0.62 -0.57 -0.05 (-0.27, 0.17) 0.647  

SEb 0.085 0.082    

95% CIb -0.78, -0.45 -0.73, -0.41    

Ls Meanc -0.60 -0.54 -0.06 (-0.32, 0.21) 0.673  

SEc 0.118 0.111    

95% CIc -0.83, -0.37 -0.76, -0.32    

 

  Day 15 Actual n 44 52    

Mean 0.16 0.17    

SD 0.479 0.474    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.87 -0.62    

SD 0.991 0.962    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.31, 0.17)     

Ls Meanb -0.71 -0.64 -0.07 (-0.30, 0.16) 0.562  

SEb 0.088 0.085    

95% CIb -0.88, -0.54 -0.81, -0.47    

Ls Meanc -0.79 -0.70 -0.09 (-0.30, 0.12) 0.386  

SEc 0.093 0.084    

95% CIc -0.97, -0.60 -0.86, -0.53    

 

  Day 29 Actual n 35 43    

Mean 0.09 0.19    

SD 0.373 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 32 38    

Mean -0.78 -0.68    

SD 0.906 1.042    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.30, 0.19)     

Ls Meanb -0.72 -0.67 -0.05 (-0.29, 0.19) 0.685  

SEb 0.091 0.086    

95% CIb -0.90, -0.54 -0.84, -0.50    

Ls Meanc -0.73 -0.61 -0.12 (-0.31, 0.07) 0.227  

SEc 0.092 0.078    

95% CIc -0.91, -0.55 -0.77, -0.46    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.05 (-0.10, -0.01)     

Ls Meanb -0.33 -0.29 -0.04 (-0.07, 0.00) 0.030  

 

  Baseline Actual n 51 56    

Mean 0.39 0.38    

SD 0.750 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.05 0.10    

SD 0.229 0.360    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 47 49    

Mean -0.28 -0.27    

SD 0.649 0.605    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.07)     

Ls Meanb -0.30 -0.24 -0.06 (-0.16, 0.05) 0.292  

SEb 0.039 0.037    

95% CIb -0.37, -0.22 -0.31, -0.17    

Ls Meanc -0.33 -0.28 -0.05 (-0.17, 0.07) 0.400  

SEc 0.055 0.051    

95% CIc -0.44, -0.22 -0.38, -0.18    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.04 0.11    

SD 0.198 0.363    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 44 46    

Mean -0.30 -0.30    

SD 0.701 0.785    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.31 -0.28 -0.03 (-0.14, 0.07) 0.549  

SEb 0.039 0.038    

95% CIb -0.39, -0.24 -0.36, -0.21    

Ls Meanc -0.31 -0.27 -0.03 (-0.16, 0.09) 0.608  

SEc 0.055 0.052    

95% CIc -0.41, -0.20 -0.38, -0.17    

 

  Day 15 Actual n 44 52    

Mean 0.00 0.02    

SD 0.000 0.139    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.26 -0.33    

SD 0.644 0.721    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.13)     

Ls Meanb -0.35 -0.34 -0.01 (-0.13, 0.10) 0.798  

SEb 0.042 0.040    

95% CIb -0.43, -0.27 -0.42, -0.26    

Ls Meanc -0.32 -0.30 -0.03 (-0.08, 0.02) 0.310  

SEc 0.023 0.020    

95% CIc -0.37, -0.28 -0.34, -0.26    

 

  Day 29 Actual n 35 43    

Mean 0.00 0.02    

SD 0.000 0.152    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 32 38    

Mean -0.31 -0.34    

SD 0.693 0.745    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.12)     

Ls Meanb -0.36 -0.33 -0.03 (-0.14, 0.09) 0.629  

SEb 0.044 0.041    

95% CIb -0.44, -0.27 -0.41, -0.25    

Ls Meanc -0.36 -0.33 -0.03 (-0.09, 0.03) 0.290  

SEc 0.028 0.024    

95% CIc -0.42, -0.30 -0.38, -0.28    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.08 (0.00, 0.16)     

Ls Meanb -0.53 -0.62 0.09 (0.00, 0.18) 0.042  

 

  Baseline Actual n 51 56    

Mean 0.84 0.75    

SD 1.138 1.049    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.45 0.22    

SD 0.878 0.563    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 47 49    

Mean -0.45 -0.49    

SD 0.880 0.916    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.04, 0.29)     

Ls Meanb -0.31 -0.45 0.14 (-0.05, 0.32) 0.149  

SEb 0.071 0.069    

95% CIb -0.45, -0.17 -0.59, -0.32    

Ls Meanc -0.36 -0.48 0.13 (-0.13, 0.38) 0.323  

SEc 0.117 0.106    

95% CIc -0.59, -0.13 -0.69, -0.27    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.20 0.18    

SD 0.535 0.571    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 44 46    

Mean -0.59 -0.63    

SD 0.972 1.103    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.14, 0.20)     

Ls Meanb -0.49 -0.52 0.03 (-0.16, 0.22) 0.760  

SEb 0.072 0.070    

95% CIb -0.64, -0.35 -0.66, -0.39    

Ls Meanc -0.50 -0.56 0.06 (-0.17, 0.29) 0.591  

SEc 0.101 0.096    

95% CIc -0.70, -0.30 -0.75, -0.37    

 

  Day 15 Actual n 44 52    

Mean 0.18 0.02    

SD 0.540 0.139    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.63 -0.69    

SD 0.998 1.024    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.09, 0.26)     

Ls Meanb -0.58 -0.67 0.09 (-0.10, 0.29) 0.355  

SEb 0.075 0.072    

95% CIb -0.72, -0.43 -0.81, -0.53    

Ls Meanc -0.51 -0.67 0.16 (-0.01, 0.32) 0.059  

SEc 0.073 0.066    

95% CIc -0.65, -0.36 -0.80, -0.54    

 

  Day 29 Actual n 35 43    

Mean 0.14 0.00    

SD 0.494 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 32 38    

Mean -0.50 -0.71    

SD 0.916 1.113    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.05, 0.31)     

Ls Meanb -0.56 -0.71 0.15 (-0.05, 0.34) 0.149  

SEb 0.077 0.072    

95% CIb -0.71, -0.41 -0.85, -0.57    

Ls Meanc -0.53 -0.65 0.13 (-0.03, 0.28) 0.104  

SEc 0.073 0.062    

95% CIc -0.67, -0.38 -0.78, -0.53    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.15)     

Ls Meanb -0.38 -0.48 0.09 (0.03, 0.16) 0.008  

 

  Baseline Actual n 51 56    

Mean 0.65 0.68    

SD 1.092 1.011    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.29 0.12    

SD 0.685 0.498    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 47 49    

Mean -0.32 -0.55    

SD 0.755 0.867    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (0.00, 0.29)     

Ls Meanb -0.25 -0.40 0.15 (0.00, 0.30) 0.056  

SEb 0.059 0.057    

95% CIb -0.37, -0.14 -0.51, -0.29    

Ls Meanc -0.27 -0.46 0.19 (0.00, 0.39) 0.055  

SEc 0.091 0.084    

95% CIc -0.45, -0.09 -0.63, -0.30    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.14 0.11    

SD 0.452 0.363    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 44 46    

Mean -0.41 -0.63    

SD 0.897 0.903    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.21)     

Ls Meanb -0.38 -0.44 0.07 (-0.09, 0.22) 0.396  

SEb 0.060 0.058    

95% CIb -0.49, -0.26 -0.56, -0.33    

Ls Meanc -0.38 -0.48 0.10 (-0.05, 0.26) 0.192  

SEc 0.068 0.064    

95% CIc -0.51, -0.24 -0.61, -0.35    

 

  Day 15 Actual n 44 52    

Mean 0.14 0.02    

SD 0.462 0.139    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.42 -0.60    

SD 0.948 0.964    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.27)     

Ls Meanb -0.40 -0.52 0.12 (-0.04, 0.28) 0.153  

SEb 0.062 0.060    

95% CIb -0.52, -0.28 -0.63, -0.40    

Ls Meanc -0.34 -0.50 0.16 (0.01, 0.31) 0.035  

SEc 0.065 0.059    

95% CIc -0.47, -0.21 -0.62, -0.38    

 

  Day 29 Actual n 35 43    

Mean 0.09 0.00    

SD 0.373 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 32 38    

Mean -0.34 -0.68    

SD 0.865 1.042    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.24)     

Ls Meanb -0.43 -0.52 0.09 (-0.08, 0.25) 0.293  

SEb 0.064 0.060    

95% CIb -0.55, -0.30 -0.63, -0.40    

Ls Meanc -0.44 -0.54 0.11 (-0.02, 0.23) 0.096  

SEc 0.059 0.051    

95% CIc -0.56, -0.32 -0.64, -0.44    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.37 -0.37 0.00 (-0.07, 0.07) 0.922  

 

  Baseline Actual n 51 56    

Mean 0.59 0.43    

SD 0.853 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 55 58    

Mean 0.31 0.22    

SD 0.573 0.497    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 47 49    

Mean -0.26 -0.27    

SD 0.675 0.670    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.13, 0.31)     

Ls Meanb -0.23 -0.29 0.06 (-0.10, 0.22) 0.440  

SEb 0.061 0.059    

95% CIb -0.35, -0.11 -0.41, -0.18    

Ls Meanc -0.31 -0.35 0.05 (-0.15, 0.24) 0.626  

SEc 0.091 0.083    

95% CIc -0.49, -0.12 -0.52, -0.19    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.16 0.25    

SD 0.468 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 44 46    

Mean -0.36 -0.22    

SD 0.780 0.786    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.35, 0.10)     

Ls Meanb -0.35 -0.27 -0.09 (-0.25, 0.07) 0.286  

SEb 0.062 0.060    

95% CIb -0.48, -0.23 -0.38, -0.15    

Ls Meanc -0.31 -0.26 -0.06 (-0.29, 0.17) 0.625  

SEc 0.102 0.095    

95% CIc -0.51, -0.11 -0.45, -0.07    

 

  Day 15 Actual n 44 52    

Mean 0.11 0.06    

SD 0.321 0.235    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.47 -0.36    

SD 0.797 0.577    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.25)     

Ls Meanb -0.42 -0.43 0.01 (-0.16, 0.18) 0.902  

SEb 0.064 0.062    

95% CIb -0.55, -0.29 -0.55, -0.31    

Ls Meanc -0.39 -0.44 0.05 (-0.08, 0.19) 0.436  

SEc 0.059 0.053    

95% CIc -0.51, -0.27 -0.54, -0.34    

 

  Day 29 Actual n 35 43    

Mean 0.03 0.14    

SD 0.169 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 32 38    

Mean -0.44 -0.26    

SD 0.759 0.601    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.32, 0.16)     

Ls Meanb -0.45 -0.39 -0.06 (-0.23, 0.11) 0.498  

SEb 0.066 0.062    

95% CIb -0.58, -0.32 -0.51, -0.26    

Ls Meanc -0.37 -0.25 -0.12 (-0.29, 0.05) 0.169  

SEc 0.080 0.068    

95% CIc -0.53, -0.21 -0.39, -0.12    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.08 (-0.16, 0.00)     

Ls Meanb -0.34 -0.27 -0.07 (-0.13, 0.00) 0.054  

 

  Baseline Actual n 51 56    

Mean 0.49 0.45    

SD 0.857 0.829    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 55 58    

Mean 0.22 0.22    

SD 0.599 0.531    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 47 49    

Mean -0.26 -0.14    

SD 0.820 0.791    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.32, 0.08)     

Ls Meanb -0.26 -0.16 -0.10 (-0.27, 0.07) 0.243  

SEb 0.063 0.061    

95% CIb -0.38, -0.13 -0.28, -0.04    

Ls Meanc -0.28 -0.21 -0.07 (-0.28, 0.13) 0.482  

SEc 0.096 0.089    

95% CIc -0.47, -0.09 -0.38, -0.03    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.10 0.19    

SD 0.416 0.515    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 44 46    

Mean -0.30 -0.15    

SD 0.701 0.988    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.32, 0.08)     

Ls Meanb -0.31 -0.21 -0.10 (-0.27, 0.07) 0.241  

SEb 0.064 0.062    

95% CIb -0.44, -0.19 -0.33, -0.09    

Ls Meanc -0.30 -0.21 -0.09 (-0.30, 0.12) 0.382  

SEc 0.093 0.088    

95% CIc -0.49, -0.12 -0.38, -0.04    

 

  Day 15 Actual n 44 52    

Mean 0.09 0.06    

SD 0.421 0.235    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.29 -0.31    

SD 0.654 0.780    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.25, 0.17)     

Ls Meanb -0.36 -0.33 -0.04 (-0.21, 0.14) 0.698  

SEb 0.067 0.065    

95% CIb -0.49, -0.23 -0.45, -0.20    

Ls Meanc -0.30 -0.30 0.00 (-0.13, 0.13) 0.974  

SEc 0.058 0.052    

95% CIc -0.41, -0.18 -0.40, -0.19    

 

  Day 29 Actual n 35 43    

Mean 0.00 0.02    

SD 0.000 0.152    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 32 38    

Mean -0.28 -0.42    

SD 0.581 0.858    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.19, 0.24)     

Ls Meanb -0.39 -0.41 0.02 (-0.16, 0.20) 0.822  

SEb 0.070 0.066    

95% CIb -0.52, -0.25 -0.54, -0.28    

Ls Meanc -0.39 -0.36 -0.03 (-0.09, 0.03) 0.262  

SEc 0.028 0.024    

95% CIc -0.45, -0.33 -0.40, -0.31    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (-0.02, 0.17)     

Ls Meanb -0.28 -0.33 0.05 (-0.01, 0.12) 0.115  

 

  Baseline Actual n 51 56    

Mean 0.51 0.41    

SD 0.809 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 55 58    

Mean 0.36 0.16    

SD 0.704 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 47 49    

Mean -0.09 -0.27    

SD 0.654 0.638    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.24 (0.00, 0.47)     

Ls Meanb -0.10 -0.28 0.17 (0.00, 0.34) 0.050  

SEb 0.065 0.063    

95% CIb -0.23, 0.02 -0.40, -0.15    

Ls Meanc -0.17 -0.34 0.16 (-0.04, 0.36) 0.115  

SEc 0.095 0.086    

95% CIc -0.36, 0.01 -0.51, -0.16    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.18 0.16    

SD 0.482 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 44 46    

Mean -0.27 -0.26    

SD 0.727 0.743    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.25, 0.23)     

Ls Meanb -0.26 -0.25 -0.01 (-0.18, 0.17) 0.915  

SEb 0.066 0.064    

95% CIb -0.39, -0.13 -0.38, -0.12    

Ls Meanc -0.28 -0.29 0.01 (-0.20, 0.23) 0.919  

SEc 0.095 0.089    

95% CIc -0.47, -0.09 -0.47, -0.11    

 

  Day 15 Actual n 44 52    

Mean 0.07 0.06    

SD 0.255 0.235    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.26 -0.36    

SD 0.685 0.727    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.18, 0.32)     

Ls Meanb -0.33 -0.38 0.05 (-0.13, 0.24) 0.559  

SEb 0.069 0.067    

95% CIb -0.47, -0.19 -0.51, -0.25    

Ls Meanc -0.30 -0.32 0.01 (-0.11, 0.14) 0.834  

SEc 0.055 0.049    

95% CIc -0.41, -0.19 -0.41, -0.22    

 

  Day 29 Actual n 35 43    

Mean 0.06 0.09    

SD 0.236 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 32 38    

Mean -0.38 -0.37    

SD 0.793 0.675    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.24, 0.28)     

Ls Meanb -0.34 -0.35 0.01 (-0.17, 0.20) 0.887  

SEb 0.072 0.068    

95% CIb -0.48, -0.20 -0.48, -0.22    

Ls Meanc -0.34 -0.32 -0.01 (-0.15, 0.12) 0.838  

SEc 0.065 0.055    

95% CIc -0.47, -0.21 -0.43, -0.21    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.02, 0.01)     

Ls Meanb -0.16 -0.15 0.00 (-0.01, 0.01) 0.578  

 

  Baseline Actual n 51 56    

Mean 0.25 0.14    

SD 0.659 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 55 58    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 47 49    

Mean -0.21 -0.12    

SD 0.623 0.439    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.16 -0.16 0.00 (-0.05, 0.05) 0.989  

SEb 0.018 0.018    

95% CIb -0.20, -0.13 -0.20, -0.13    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 50 57    

Mean 0.02 0.04    

SD 0.141 0.265    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 44 46    

Mean -0.20 -0.09    

SD 0.668 0.551    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.05)     

Ls Meanb -0.14 -0.12 -0.02 (-0.07, 0.03) 0.423  

SEb 0.019 0.018    

95% CIb -0.18, -0.10 -0.16, -0.08    

Ls Meanc -0.18 -0.16 -0.03 (-0.13, 0.07) 0.613  

SEc 0.044 0.042    

95% CIc -0.27, -0.09 -0.24, -0.07    

 

  Day 15 Actual n 44 52    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 38 42    

Mean -0.16 -0.10    

SD 0.594 0.370    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.10)     

Ls Meanb -0.16 -0.16 0.00 (-0.05, 0.05) 0.984  

SEb 0.020 0.019    

95% CIb -0.20, -0.12 -0.20, -0.13    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 29 Actual n 35 43    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 32 38    

Mean -0.19 -0.11    

SD 0.644 0.388    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.16 -0.16 0.00 (-0.06, 0.06) 0.984  

SEb 0.022 0.020    

95% CIb -0.21, -0.12 -0.20, -0.12    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

< 2 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.79 -0.77 -0.02 (-0.07, 0.03) 0.529  

 

  Baseline Actual n 185 187  0.421d  

Mean 1.05 1.04    

SD 1.039 0.972    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Change n 163 174    

Mean -0.50 -0.35    

SD 1.050 1.025    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.30, -0.04)     

Ls Meanb -0.51 -0.34 -0.17 (-0.30, -0.04) 0.009  

SEb 0.047 0.046    

95% CIb -0.60, -0.41 -0.43, -0.24    

Ls Meanc -0.52 -0.34 -0.18 (-0.35, 0.00) 0.047  

SEc 0.063 0.061    

95% CIc -0.64, -0.39 -0.46, -0.22    

 

   Actual n 199 209    

Mean 0.56 0.68    

SD 0.879 0.870    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 154 151    

Mean -0.64 -0.66    

SD 0.988 0.993    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.71 -0.64 -0.07 (-0.20, 0.06) 0.313  

SEb 0.048 0.048    

95% CIb -0.80, -0.61 -0.73, -0.55    

Ls Meanc -0.67 -0.64 -0.02 (-0.18, 0.13) 0.757  

SEc 0.055 0.055    

95% CIc -0.77, -0.56 -0.75, -0.53    

 

   Actual n 183 185    

Mean 0.37 0.39    

SD 0.751 0.738    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.85 -0.88    

SD 1.065 1.008    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.87 -0.87 0.00 (-0.14, 0.14) 0.981  

SEb 0.051 0.050    

95% CIb -0.97, -0.77 -0.97, -0.77    

Ls Meanc -0.88 -0.86 -0.02 (-0.14, 0.10) 0.697  

SEc 0.044 0.043    

95% CIc -0.97, -0.80 -0.94, -0.77    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 160 168    

Mean 0.16 0.17    

SD 0.525 0.485    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 29 Change n 127 122    

Mean -0.98 -0.94    

SD 1.084 1.007    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.08)     

Ls Meanb -0.93 -0.88 -0.06 (-0.20, 0.08) 0.418  

SEb 0.050 0.051    

95% CIb -1.03, -0.83 -0.98, -0.78    

Ls Meanc -1.00 -0.93 -0.06 (-0.16, 0.04) 0.213  

SEc 0.035 0.036    

95% CIc -1.06, -0.93 -1.00, -0.86    

 

   Actual n 150 142    

Mean 0.10 0.13    

SD 0.397 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.04, 0.01)     

Ls Meanb -0.66 -0.65 -0.02 (-0.04, 0.01) 0.201  

 

  Baseline Actual n 185 187  <.001d  

Mean 0.78 0.71    

SD 1.005 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 163 174    

Mean -0.55 -0.34    

SD 1.001 0.850    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.18, -0.01)     

Ls Meanb -0.46 -0.37 -0.09 (-0.16, -0.01) 0.031  

SEb 0.029 0.028    

95% CIb -0.51, -0.40 -0.42, -0.32    

Ls Meanc -0.50 -0.38 -0.12 (-0.25, 0.01) 0.066  

SEc 0.047 0.046    

95% CIc -0.60, -0.41 -0.47, -0.29    

 

   Actual n 199 209    

Mean 0.26 0.36    

SD 0.594 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 154 151    

Mean -0.67 -0.50    

SD 1.004 0.886    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.19, -0.01)     

Ls Meanb -0.65 -0.56 -0.09 (-0.17, -0.01) 0.024  

SEb 0.029 0.029    

95% CIb -0.71, -0.60 -0.62, -0.50    

Ls Meanc -0.63 -0.54 -0.09 (-0.19, 0.00) 0.057  

SEc 0.035 0.035    

95% CIc -0.70, -0.56 -0.61, -0.47    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.09 0.18    

SD 0.374 0.530    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.75 -0.64    

SD 1.020 0.882    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.07)     

Ls Meanb -0.71 -0.69 -0.02 (-0.11, 0.06) 0.588  

SEb 0.032 0.031    

95% CIb -0.77, -0.65 -0.75, -0.63    

Ls Meanc -0.71 -0.67 -0.04 (-0.09, 0.00) 0.071  

SEc 0.017 0.016    

95% CIc -0.75, -0.68 -0.70, -0.64    

 

   Actual n 160 168    

Mean 0.01 0.04    

SD 0.111 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.80 -0.67    

SD 1.054 0.847    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.12)     

Ls Meanb -0.72 -0.74 0.02 (-0.07, 0.11) 0.617  

SEb 0.032 0.032    

95% CIb -0.78, -0.66 -0.81, -0.68    

Ls Meanc -0.74 -0.73 -0.01 (-0.02, 0.01) 0.344  

SEc 0.006 0.006    

95% CIc -0.75, -0.73 -0.75, -0.72    

 

   Actual n 150 142    

Mean 0.01 0.01    

SD 0.082 0.118    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.55 -0.56 0.01 (-0.03, 0.05) 0.627  

 

  Baseline Actual n 185 187  <.001d  

Mean 0.82 0.75    

SD 0.863 0.865    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.30 -0.33    

SD 0.810 0.834    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.21)     

Ls Meanb -0.26 -0.34 0.08 (-0.03, 0.18) 0.151  

SEb 0.038 0.037    

95% CIb -0.34, -0.19 -0.41, -0.27    

Ls Meanc -0.29 -0.34 0.05 (-0.08, 0.18) 0.474  

SEc 0.049 0.047    

95% CIc -0.39, -0.20 -0.43, -0.25    

 

   Actual n 199 209    

Mean 0.50 0.46    

SD 0.703 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.36 -0.42    

SD 0.838 0.897    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.20)     

Ls Meanb -0.37 -0.43 0.06 (-0.04, 0.17) 0.235  

SEb 0.038 0.038    

95% CIb -0.44, -0.29 -0.51, -0.36    

Ls Meanc -0.35 -0.43 0.07 (-0.06, 0.21) 0.293  

SEc 0.049 0.049    

95% CIc -0.45, -0.26 -0.52, -0.33    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.37 0.33    

SD 0.641 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.65 -0.61    

SD 0.754 0.877    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.63 -0.62 0.00 (-0.11, 0.11) 0.966  

SEb 0.041 0.040    

95% CIb -0.71, -0.55 -0.70, -0.54    

Ls Meanc -0.63 -0.63 0.00 (-0.08, 0.09) 0.922  

SEc 0.032 0.032    

95% CIc -0.69, -0.57 -0.70, -0.57    

 

   Actual n 160 168    

Mean 0.12 0.12    

SD 0.378 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.64 -0.62    

SD 0.842 0.836    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.66 -0.67 0.01 (-0.10, 0.13) 0.811  

SEb 0.040 0.041    

95% CIb -0.74, -0.58 -0.75, -0.59    

Ls Meanc -0.62 -0.64 0.03 (-0.04, 0.10) 0.436  

SEc 0.024 0.025    

95% CIc -0.67, -0.57 -0.69, -0.60    

 

   Actual n 150 142    

Mean 0.07 0.06    

SD 0.286 0.286    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

-0.04 (-0.11, 0.04)     

Ls Meanb -0.56 -0.53 -0.03 (-0.09, 0.03) 0.334  

 

  Baseline Actual n 185 187  0.417d  

Mean 1.10 0.99    

SD 0.861 0.762    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.15 -0.05    

SD 0.742 0.821    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.11)     

Ls Meanb -0.11 -0.07 -0.04 (-0.18, 0.09) 0.512  

SEb 0.048 0.047    

95% CIb -0.21, -0.02 -0.16, 0.02    

Ls Meanc -0.14 -0.06 -0.08 (-0.23, 0.07) 0.318  

SEc 0.055 0.053    

95% CIc -0.25, -0.03 -0.17, 0.04    

 

   Actual n 199 209    

Mean 0.94 0.93    

SD 0.824 0.832    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.30 -0.15    

SD 0.810 0.877    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.35, -0.01)     

Ls Meanb -0.30 -0.15 -0.15 (-0.28, -0.01) 0.035  

SEb 0.049 0.049    

95% CIb -0.39, -0.20 -0.25, -0.06    

Ls Meanc -0.28 -0.17 -0.10 (-0.27, 0.06) 0.221  

SEc 0.060 0.061    

95% CIc -0.40, -0.16 -0.29, -0.05    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.79 0.84    

SD 0.819 0.892    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.70 -0.58    

SD 0.886 0.819    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.28, 0.07)     

Ls Meanb -0.69 -0.60 -0.09 (-0.23, 0.06) 0.241  

SEb 0.052 0.051    

95% CIb -0.79, -0.59 -0.70, -0.50    

Ls Meanc -0.67 -0.61 -0.06 (-0.20, 0.08) 0.388  

SEc 0.051 0.050    

95% CIc -0.77, -0.57 -0.71, -0.51    

 

   Actual n 160 168    

Mean 0.38 0.39    

SD 0.633 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.84 -0.81    

SD 0.877 0.775    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.07, 0.28)     

Ls Meanb -0.77 -0.85 0.08 (-0.06, 0.22) 0.256  

SEb 0.051 0.051    

95% CIb -0.87, -0.67 -0.95, -0.75    

Ls Meanc -0.78 -0.88 0.09 (-0.02, 0.21) 0.114  

SEc 0.041 0.042    

95% CIc -0.86, -0.70 -0.96, -0.79    

 

   Actual n 150 142    

Mean 0.25 0.15    

SD 0.543 0.412    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.23 -0.24 0.01 (-0.02, 0.03) 0.490  

 

  Baseline Actual n 185 187  0.265d  

Mean 0.33 0.33    

SD 0.671 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.07 -0.11    

SD 0.758 0.733    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.05 -0.09 0.05 (-0.03, 0.12) 0.246  

SEb 0.028 0.028    

95% CIb -0.10, 0.01 -0.15, -0.04    

Ls Meanc -0.08 -0.10 0.02 (-0.09, 0.13) 0.732  

SEc 0.042 0.040    

95% CIc -0.17, 0.00 -0.18, -0.02    

 

   Actual n 199 209    

Mean 0.24 0.23    

SD 0.570 0.523    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.12 -0.21    

SD 0.758 0.636    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.01, 0.23)     

Ls Meanb -0.10 -0.17 0.07 (-0.01, 0.15) 0.082  

SEb 0.029 0.029    

95% CIb -0.16, -0.04 -0.23, -0.12    

Ls Meanc -0.12 -0.20 0.08 (-0.02, 0.19) 0.121  

SEc 0.038 0.038    

95% CIc -0.19, -0.05 -0.28, -0.13    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.22 0.15    

SD 0.571 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 130 137    

Mean -0.24 -0.24    

SD 0.724 0.733    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.25 -0.25 0.00 (-0.09, 0.08) 0.919  

SEb 0.031 0.031    

95% CIb -0.31, -0.19 -0.31, -0.19    

Ls Meanc -0.24 -0.24 0.00 (-0.07, 0.08) 0.947  

SEc 0.028 0.027    

95% CIc -0.30, -0.19 -0.30, -0.19    

 

   Actual n 160 168    

Mean 0.08 0.07    

SD 0.308 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.28 -0.29    

SD 0.626 0.636    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.14)     

Ls Meanb -0.28 -0.29 0.00 (-0.08, 0.09) 0.910  

SEb 0.031 0.032    

95% CIb -0.34, -0.22 -0.35, -0.22    

Ls Meanc -0.29 -0.28 -0.01 (-0.04, 0.02) 0.551  

SEc 0.010 0.010    

95% CIc -0.30, -0.27 -0.30, -0.26    

 

   Actual n 150 142    

Mean 0.01 0.02    

SD 0.082 0.144    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.06 (0.01, 0.11)     

Ls Meanb -0.16 -0.20 0.04 (0.01, 0.08) 0.013  

 

  Baseline Actual n 185 187  <.001d  

Mean 0.38 0.27    

SD 0.764 0.627    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.01 -0.11    

SD 0.716 0.574    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.26 (0.13, 0.39)     

Ls Meanb 0.03 -0.15 0.18 (0.09, 0.27) <.001  

SEb 0.032 0.032    

95% CIb -0.03, 0.09 -0.21, -0.09    

Ls Meanc 0.02 -0.14 0.16 (0.05, 0.27) 0.004  

SEc 0.040 0.039    

95% CIc -0.05, 0.10 -0.21, -0.06    

 

   Actual n 199 209    

Mean 0.33 0.19    

SD 0.675 0.508    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 154 151    

Mean -0.14 -0.07    

SD 0.709 0.775    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.14)     

Ls Meanb -0.10 -0.10 0.00 (-0.09, 0.10) 0.928  

SEb 0.033 0.033    

95% CIb -0.16, -0.03 -0.16, -0.03    

Ls Meanc -0.11 -0.11 0.00 (-0.12, 0.12) 0.988  

SEc 0.044 0.045    

95% CIc -0.20, -0.02 -0.20, -0.02    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.22 0.23    

SD 0.561 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.13 -0.18    

SD 0.615 0.663    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.18 -0.21 0.03 (-0.07, 0.13) 0.553  

SEb 0.035 0.035    

95% CIb -0.25, -0.11 -0.28, -0.14    

Ls Meanc -0.13 -0.18 0.04 (-0.05, 0.14) 0.377  

SEc 0.035 0.034    

95% CIc -0.20, -0.06 -0.24, -0.11    

 

   Actual n 160 168    

Mean 0.11 0.10    

SD 0.414 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.32 -0.25    

SD 0.744 0.650    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.17)     

Ls Meanb -0.26 -0.28 0.02 (-0.08, 0.12) 0.717  

SEb 0.035 0.035    

95% CIb -0.33, -0.19 -0.35, -0.21    

Ls Meanc -0.28 -0.29 0.01 (-0.03, 0.05) 0.629  

SEc 0.016 0.016    

95% CIc -0.31, -0.25 -0.33, -0.26    

 

   Actual n 150 142    

Mean 0.03 0.01    

SD 0.214 0.118    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

0.00 (-0.06, 0.06)     

Ls Meanb -0.89 -0.89 0.00 (-0.06, 0.06) 0.990  

 

  Baseline Actual n 185 187  <.001d  

Mean 1.38 1.41    

SD 1.021 0.982    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.38 -0.26    

SD 0.938 0.961    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.27, 0.03)     

Ls Meanb -0.39 -0.27 -0.12 (-0.27, 0.03) 0.130  

SEb 0.055 0.054    

95% CIb -0.49, -0.28 -0.38, -0.17    

Ls Meanc -0.39 -0.26 -0.13 (-0.31, 0.04) 0.136  

SEc 0.063 0.061    

95% CIc -0.52, -0.27 -0.38, -0.14    

 

   Actual n 199 209    

Mean 0.95 1.12    

SD 0.950 0.946    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.56 -0.64    

SD 0.996 1.049    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.16)     

Ls Meanb -0.61 -0.61 0.01 (-0.15, 0.16) 0.937  

SEb 0.055 0.055    

95% CIb -0.72, -0.50 -0.72, -0.51    

Ls Meanc -0.58 -0.62 0.04 (-0.14, 0.22) 0.659  

SEc 0.066 0.066    

95% CIc -0.71, -0.45 -0.75, -0.49    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.74 0.77    

SD 0.911 0.888    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

  Day 15 Change n 130 137    

Mean -1.06 -1.09    

SD 0.994 1.014    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.17)     

Ls Meanb -1.03 -1.04 0.01 (-0.16, 0.17) 0.941  

SEb 0.059 0.058    

95% CIb -1.15, -0.92 -1.15, -0.93    

Ls Meanc -1.09 -1.08 -0.01 (-0.16, 0.13) 0.838  

SEc 0.051 0.050    

95% CIc -1.19, -0.99 -1.17, -0.98    

 

   Actual n 160 168    

Mean 0.29 0.33    

SD 0.578 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -1.22 -1.18    

SD 1.023 1.021    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.15)     

Ls Meanb -1.18 -1.17 -0.01 (-0.17, 0.15) 0.902  

SEb 0.058 0.059    

95% CIb -1.29, -1.06 -1.28, -1.05    

Ls Meanc -1.25 -1.15 -0.10 (-0.22, 0.02) 0.088  

SEc 0.042 0.043    

95% CIc -1.34, -1.17 -1.23, -1.07    

 

   Actual n 150 142    

Mean 0.15 0.24    

SD 0.460 0.545    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

0.05 (0.01, 0.10)     

Ls Meanb -0.73 -0.79 0.05 (0.01, 0.10) 0.021  

 

  Baseline Actual n 185 187  0.035d  

Mean 1.06 1.11    

SD 0.979 1.023    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.40 -0.55    

SD 1.016 1.051    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.20)     

Ls Meanb -0.43 -0.50 0.07 (-0.06, 0.20) 0.270  

SEb 0.047 0.046    

95% CIb -0.52, -0.34 -0.59, -0.41    

Ls Meanc -0.44 -0.52 0.08 (-0.08, 0.24) 0.340  

SEc 0.059 0.057    

95% CIc -0.56, -0.32 -0.63, -0.41    

 

   Actual n 199 209    

Mean 0.61 0.59    

SD 0.821 0.780    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.58 -0.66    

SD 1.027 1.051    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.12)     

Ls Meanb -0.62 -0.61 -0.01 (-0.15, 0.12) 0.847  

SEb 0.048 0.048    

95% CIb -0.72, -0.53 -0.70, -0.51    

Ls Meanc -0.62 -0.63 0.02 (-0.14, 0.17) 0.843  

SEc 0.055 0.056    

95% CIc -0.73, -0.51 -0.74, -0.52    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.44 0.46    

SD 0.795 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.80 -0.88    

SD 1.052 1.044    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.79 -0.87 0.08 (-0.06, 0.22) 0.271  

SEb 0.051 0.050    

95% CIb -0.89, -0.69 -0.97, -0.77    

Ls Meanc -0.82 -0.86 0.03 (-0.09, 0.16) 0.605  

SEc 0.047 0.046    

95% CIc -0.92, -0.73 -0.95, -0.77    

 

   Actual n 160 168    

Mean 0.26 0.21    

SD 0.627 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.92 -0.93    

SD 1.044 0.985    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.14)     

Ls Meanb -0.94 -0.93 -0.01 (-0.15, 0.14) 0.938  

SEb 0.051 0.051    

95% CIb -1.04, -0.84 -1.03, -0.83    

Ls Meanc -0.96 -0.90 -0.06 (-0.16, 0.03) 0.202  

SEc 0.035 0.035    

95% CIc -1.03, -0.89 -0.97, -0.83    

 

   Actual n 150 142    

Mean 0.11 0.13    

SD 0.369 0.433    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.06 (-0.11, -0.01)     

Ls Meanb -0.87 -0.80 -0.07 (-0.12, -0.02) 0.011  

 

  Baseline Actual n 185 187  0.060d  

Mean 1.08 1.16    

SD 1.058 1.019    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.58 -0.50    

SD 0.961 1.047    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.28, -0.04)     

Ls Meanb -0.61 -0.44 -0.17 (-0.29, -0.04) 0.009  

SEb 0.046 0.045    

95% CIb -0.70, -0.52 -0.53, -0.35    

Ls Meanc -0.63 -0.46 -0.17 (-0.33, 0.00) 0.047  

SEc 0.060 0.058    

95% CIc -0.75, -0.51 -0.57, -0.35    

 

   Actual n 199 209    

Mean 0.49 0.65    

SD 0.784 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.66 -0.75    

SD 0.965 1.085    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb -0.75 -0.69 -0.06 (-0.19, 0.07) 0.394  

SEb 0.047 0.047    

95% CIb -0.84, -0.65 -0.78, -0.60    

Ls Meanc -0.71 -0.70 -0.01 (-0.17, 0.14) 0.882  

SEc 0.056 0.056    

95% CIc -0.82, -0.60 -0.81, -0.59    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.36 0.44    

SD 0.742 0.779    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.90 -0.95    

SD 1.033 1.107    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.09)     

Ls Meanb -0.95 -0.90 -0.05 (-0.18, 0.09) 0.503  

SEb 0.050 0.049    

95% CIb -1.05, -0.85 -1.00, -0.81    

Ls Meanc -0.97 -0.88 -0.10 (-0.21, 0.02) 0.115  

SEc 0.043 0.042    

95% CIc -1.06, -0.89 -0.96, -0.79    

 

   Actual n 160 168    

Mean 0.12 0.20    

SD 0.454 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -1.01 -0.98    

SD 1.058 1.079    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.27, 0.00)     

Ls Meanb -1.03 -0.89 -0.14 (-0.28, 0.00) 0.048  

SEb 0.049 0.050    

95% CIb -1.12, -0.93 -0.99, -0.79    

Ls Meanc -1.06 -0.92 -0.14 (-0.24, -0.03) 0.009  

SEc 0.036 0.037    

95% CIc -1.13, -0.99 -1.00, -0.85    

 

   Actual n 150 142    

Mean 0.08 0.18    

SD 0.357 0.481    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.03)     

Ls Meanb -0.29 -0.29 -0.01 (-0.03, 0.02) 0.655  

 

  Baseline Actual n 185 187  0.208d  

Mean 0.44 0.32    

SD 0.786 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.10 -0.07    

SD 0.814 0.614    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.20)     

Ls Meanb -0.06 -0.12 0.07 (-0.01, 0.14) 0.080  

SEb 0.027 0.026    

95% CIb -0.11, 0.00 -0.17, -0.07    

Ls Meanc -0.07 -0.10 0.03 (-0.10, 0.16) 0.665  

SEc 0.047 0.045    

95% CIc -0.16, 0.02 -0.19, -0.01    

 

   Actual n 199 209    

Mean 0.30 0.25    

SD 0.680 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.19 -0.15    

SD 0.742 0.651    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.18 -0.17 -0.01 (-0.08, 0.07) 0.849  

SEb 0.028 0.028    

95% CIb -0.23, -0.12 -0.23, -0.12    

Ls Meanc -0.18 -0.17 -0.02 (-0.13, 0.09) 0.736  

SEc 0.041 0.041    

95% CIc -0.27, -0.10 -0.25, -0.08    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.17 0.21    

SD 0.516 0.553    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.35 -0.31    

SD 0.746 0.625    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.13)     

Ls Meanb -0.33 -0.34 0.01 (-0.07, 0.09) 0.785  

SEb 0.030 0.029    

95% CIb -0.38, -0.27 -0.39, -0.28    

Ls Meanc -0.32 -0.34 0.02 (-0.04, 0.09) 0.422  

SEc 0.022 0.022    

95% CIc -0.36, -0.27 -0.39, -0.30    

 

   Actual n 160 168    

Mean 0.04 0.02    

SD 0.304 0.133    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.43 -0.32    

SD 0.822 0.646    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.36 -0.35 -0.01 (-0.09, 0.07) 0.774  

SEb 0.030 0.030    

95% CIb -0.42, -0.30 -0.41, -0.29    

Ls Meanc -0.38 -0.38 0.00 (-0.03, 0.03) 0.872  

SEc 0.011 0.011    

95% CIc -0.40, -0.36 -0.40, -0.35    

 

   Actual n 150 142    

Mean 0.01 0.01    

SD 0.115 0.118    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

0.04 (-0.02, 0.10)     

Ls Meanb -0.42 -0.46 0.04 (-0.02, 0.10) 0.198  

 

  Baseline Actual n 185 187  0.245d  

Mean 0.71 0.68    

SD 1.043 0.968    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.20 -0.10    

SD 1.049 0.978    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.03)     

Ls Meanb -0.18 -0.09 -0.09 (-0.22, 0.03) 0.151  

SEb 0.046 0.046    

95% CIb -0.27, -0.09 -0.18, 0.00    

Ls Meanc -0.21 -0.10 -0.11 (-0.28, 0.06) 0.214  

SEc 0.062 0.060    

95% CIc -0.33, -0.09 -0.22, 0.02    

 

   Actual n 199 209    

Mean 0.53 0.63    

SD 0.898 0.917    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.25 -0.27    

SD 1.141 1.045    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.14)     

Ls Meanb -0.26 -0.27 0.01 (-0.12, 0.14) 0.864  

SEb 0.047 0.047    

95% CIb -0.35, -0.17 -0.36, -0.18    

Ls Meanc -0.25 -0.28 0.03 (-0.13, 0.20) 0.696  

SEc 0.059 0.059    

95% CIc -0.37, -0.14 -0.40, -0.17    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.45 0.44    

SD 0.817 0.799    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.49 -0.50    

SD 1.129 1.051    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.19)     

Ls Meanb -0.48 -0.54 0.06 (-0.08, 0.19) 0.417  

SEb 0.050 0.049    

95% CIb -0.58, -0.38 -0.63, -0.44    

Ls Meanc -0.48 -0.53 0.05 (-0.08, 0.18) 0.477  

SEc 0.048 0.047    

95% CIc -0.57, -0.39 -0.62, -0.44    

 

   Actual n 160 168    

Mean 0.24 0.17    

SD 0.639 0.477    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.52 -0.61    

SD 0.975 0.992    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.24)     

Ls Meanb -0.51 -0.62 0.11 (-0.03, 0.25) 0.114  

SEb 0.049 0.049    

95% CIb -0.61, -0.41 -0.72, -0.52    

Ls Meanc -0.53 -0.60 0.07 (-0.02, 0.16) 0.121  

SEc 0.031 0.032    

95% CIc -0.59, -0.47 -0.66, -0.54    

 

   Actual n 150 142    

Mean 0.13 0.05    

SD 0.487 0.248    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

0.04 (-0.02, 0.10)     

Ls Meanb -0.40 -0.43 0.04 (-0.02, 0.09) 0.219  

 

  Baseline Actual n 185 187  0.388d  

Mean 0.66 0.62    

SD 1.004 0.928    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.22 -0.14    

SD 0.916 0.895    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb -0.18 -0.13 -0.05 (-0.17, 0.07) 0.405  

SEb 0.044 0.043    

95% CIb -0.27, -0.10 -0.22, -0.05    

Ls Meanc -0.23 -0.14 -0.09 (-0.23, 0.06) 0.254  

SEc 0.054 0.052    

95% CIc -0.33, -0.12 -0.25, -0.04    

 

   Actual n 199 209    

Mean 0.43 0.52    

SD 0.787 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.22 -0.27    

SD 1.127 1.000    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.21)     

Ls Meanb -0.19 -0.28 0.08 (-0.04, 0.21) 0.187  

SEb 0.045 0.045    

95% CIb -0.28, -0.11 -0.37, -0.19    

Ls Meanc -0.21 -0.30 0.09 (-0.07, 0.26) 0.277  

SEc 0.059 0.059    

95% CIc -0.32, -0.09 -0.42, -0.18    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.46 0.38    

SD 0.863 0.778    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.47 -0.43    

SD 1.108 0.961    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.20)     

Ls Meanb -0.43 -0.49 0.06 (-0.07, 0.19) 0.329  

SEb 0.047 0.046    

95% CIb -0.52, -0.34 -0.59, -0.40    

Ls Meanc -0.42 -0.49 0.06 (-0.06, 0.19) 0.320  

SEc 0.045 0.044    

95% CIc -0.51, -0.33 -0.57, -0.40    

 

   Actual n 160 168    

Mean 0.23 0.15    

SD 0.624 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.52 -0.57    

SD 0.975 0.945    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.17)     

Ls Meanb -0.52 -0.56 0.03 (-0.10, 0.16) 0.619  

SEb 0.046 0.046    

95% CIb -0.61, -0.43 -0.65, -0.46    

Ls Meanc -0.52 -0.57 0.05 (-0.03, 0.13) 0.199  

SEc 0.029 0.029    

95% CIc -0.57, -0.46 -0.63, -0.51    

 

   Actual n 150 142    

Mean 0.11 0.04    

SD 0.404 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.51 -0.48 -0.03 (-0.06, 0.00) 0.061  

 

  Baseline Actual n 185 187  <.001d  

Mean 0.64 0.67    

SD 0.753 0.780    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.29 -0.30    

SD 0.759 0.715    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.06)     

Ls Meanb -0.31 -0.27 -0.04 (-0.13, 0.05) 0.379  

SEb 0.032 0.032    

95% CIb -0.37, -0.24 -0.33, -0.21    

Ls Meanc -0.31 -0.28 -0.03 (-0.15, 0.09) 0.597  

SEc 0.044 0.043    

95% CIc -0.40, -0.22 -0.36, -0.19    

 

   Actual n 199 209    

Mean 0.37 0.43    

SD 0.612 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.40 -0.34    

SD 0.762 0.765    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.25, -0.01)     

Ls Meanb -0.45 -0.35 -0.10 (-0.19, -0.01) 0.034  

SEb 0.033 0.033    

95% CIb -0.52, -0.39 -0.42, -0.29    

Ls Meanc -0.41 -0.32 -0.09 (-0.20, 0.03) 0.131  

SEc 0.041 0.041    

95% CIc -0.49, -0.33 -0.41, -0.24    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.25 0.32    

SD 0.516 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 130 137    

Mean -0.61 -0.59    

SD 0.783 0.800    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.10)     

Ls Meanb -0.57 -0.55 -0.02 (-0.12, 0.08) 0.710  

SEb 0.035 0.035    

95% CIb -0.64, -0.50 -0.62, -0.48    

Ls Meanc -0.60 -0.60 0.00 (-0.08, 0.07) 0.918  

SEc 0.028 0.028    

95% CIc -0.66, -0.55 -0.65, -0.54    

 

   Actual n 160 168    

Mean 0.11 0.11    

SD 0.336 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 39 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.50 -0.60    

SD 0.700 0.746    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.11)     

Ls Meanb -0.59 -0.58 -0.01 (-0.11, 0.09) 0.810  

SEb 0.035 0.035    

95% CIb -0.66, -0.52 -0.65, -0.51    

Ls Meanc -0.55 -0.54 -0.01 (-0.06, 0.05) 0.848  

SEc 0.021 0.021    

95% CIc -0.59, -0.51 -0.58, -0.50    

 

   Actual n 150 142    

Mean 0.08 0.08    

SD 0.338 0.268    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.07 (0.02, 0.11)     

Ls Meanb -0.28 -0.34 0.05 (0.02, 0.09) 0.005  

 

  Baseline Actual n 185 187  <.001d  

Mean 0.51 0.39    

SD 0.867 0.735    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.10 -0.15    

SD 0.795 0.689    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.19 (0.07, 0.31)     

Ls Meanb -0.06 -0.21 0.15 (0.06, 0.25) 0.002  

SEb 0.036 0.035    

95% CIb -0.13, 0.01 -0.28, -0.14    

Ls Meanc -0.06 -0.19 0.13 (0.01, 0.25) 0.041  

SEc 0.045 0.043    

95% CIc -0.15, 0.03 -0.27, -0.10    

 

   Actual n 199 209    

Mean 0.41 0.24    

SD 0.745 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 154 151    

Mean -0.23 -0.17    

SD 0.877 0.847    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.12)     

Ls Meanb -0.20 -0.20 0.00 (-0.10, 0.10) 0.970  

SEb 0.036 0.036    

95% CIb -0.27, -0.13 -0.27, -0.13    

Ls Meanc -0.20 -0.20 0.00 (-0.14, 0.14) 0.994  

SEc 0.049 0.049    

95% CIc -0.30, -0.11 -0.30, -0.11    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.25 0.27    

SD 0.620 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.28 -0.35    

SD 0.800 0.828    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.20)     

Ls Meanb -0.33 -0.38 0.06 (-0.05, 0.16) 0.302  

SEb 0.039 0.038    

95% CIb -0.40, -0.25 -0.46, -0.31    

Ls Meanc -0.28 -0.36 0.08 (-0.02, 0.17) 0.103  

SEc 0.034 0.034    

95% CIc -0.35, -0.21 -0.42, -0.29    

 

   Actual n 160 168    

Mean 0.12 0.06    

SD 0.410 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.41 -0.39    

SD 0.885 0.744    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.19)     

Ls Meanb -0.39 -0.43 0.04 (-0.06, 0.15) 0.434  

SEb 0.039 0.039    

95% CIb -0.46, -0.31 -0.50, -0.35    

Ls Meanc -0.37 -0.43 0.06 (-0.01, 0.12) 0.090  

SEc 0.023 0.023    

95% CIc -0.42, -0.33 -0.47, -0.38    

 

   Actual n 150 142    

Mean 0.09 0.02    

SD 0.326 0.144    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.51 -0.53 0.03 (-0.01, 0.06) 0.115  

 

  Baseline Actual n 185 187  0.162d  

Mean 0.65 0.69    

SD 0.800 0.861    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.27 -0.37    

SD 0.802 0.895    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.17)     

Ls Meanb -0.29 -0.33 0.05 (-0.05, 0.14) 0.345  

SEb 0.034 0.034    

95% CIb -0.35, -0.22 -0.40, -0.27    

Ls Meanc -0.31 -0.34 0.03 (-0.10, 0.16) 0.606  

SEc 0.047 0.046    

95% CIc -0.40, -0.21 -0.43, -0.25    

 

   Actual n 199 209    

Mean 0.38 0.37    

SD 0.677 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 154 151    

Mean -0.43 -0.49    

SD 0.791 1.025    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.11)     

Ls Meanb -0.46 -0.45 0.00 (-0.10, 0.09) 0.923  

SEb 0.035 0.035    

95% CIb -0.53, -0.39 -0.52, -0.38    

Ls Meanc -0.46 -0.46 0.01 (-0.12, 0.13) 0.938  

SEc 0.045 0.046    

95% CIc -0.55, -0.37 -0.55, -0.37    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.24 0.22    

SD 0.571 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 130 137    

Mean -0.55 -0.62    

SD 0.798 0.884    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.16)     

Ls Meanb -0.57 -0.60 0.03 (-0.07, 0.13) 0.584  

SEb 0.037 0.037    

95% CIb -0.64, -0.49 -0.67, -0.52    

Ls Meanc -0.58 -0.59 0.01 (-0.06, 0.08) 0.853  

SEc 0.026 0.025    

95% CIc -0.63, -0.53 -0.64, -0.54    

 

   Actual n 160 168    

Mean 0.08 0.08    

SD 0.287 0.309    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.58 -0.60    

SD 0.801 0.849    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.09)     

Ls Meanb -0.63 -0.60 -0.03 (-0.13, 0.08) 0.626  

SEb 0.037 0.037    

95% CIb -0.70, -0.56 -0.68, -0.53    

Ls Meanc -0.60 -0.58 -0.02 (-0.08, 0.04) 0.596  

SEc 0.022 0.022    

95% CIc -0.64, -0.56 -0.63, -0.54    

 

   Actual n 150 142    

Mean 0.05 0.06    

SD 0.241 0.231    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.02)     

Ls Meanb -0.07 -0.07 0.00 (-0.01, 0.01) 0.726  

 

  Baseline Actual n 185 187  0.848d  

Mean 0.14 0.04    

SD 0.513 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 163 174    

Mean -0.08 0.00    

SD 0.458 0.304    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.04 -0.04 0.00 (-0.04, 0.04) 0.964  

SEb 0.014 0.014    

95% CIb -0.07, -0.01 -0.07, -0.01    

Ls Meanc -0.05 -0.03 -0.02 (-0.07, 0.04) 0.575  

SEc 0.020 0.020    

95% CIc -0.09, -0.01 -0.07, 0.01    

 

   Actual n 199 209    

Mean 0.05 0.03    

SD 0.297 0.228    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 154 151    

Mean -0.06 0.01    

SD 0.514 0.383    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.03 -0.04 0.01 (-0.03, 0.05) 0.655  

SEb 0.014 0.014    

95% CIb -0.06, 0.00 -0.07, -0.01    

Ls Meanc -0.02 -0.02 0.00 (-0.06, 0.06) 0.973  

SEc 0.021 0.022    

95% CIc -0.06, 0.02 -0.07, 0.02    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 183 185    

Mean 0.04 0.04    

SD 0.219 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 130 137    

Mean -0.14 -0.02    

SD 0.539 0.190    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.08 -0.08 -0.01 (-0.05, 0.03) 0.724  

SEb 0.015 0.015    

95% CIb -0.11, -0.05 -0.11, -0.05    

Ls Meanc -0.08 -0.08 0.01 (-0.01, 0.02) 0.496  

SEc 0.005 0.005    

95% CIc -0.09, -0.07 -0.09, -0.07    

 

   Actual n 160 168    

Mean 0.01 0.00    

SD 0.079 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 127 122    

Mean -0.15 -0.02    

SD 0.550 0.202    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.11)     

Ls Meanb -0.09 -0.09 0.00 (-0.04, 0.04) 0.967  

SEb 0.015 0.016    

95% CIb -0.12, -0.06 -0.12, -0.06    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    

 

   Actual n 150 142    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

≥ 2 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.03)     

Ls Meanb -0.77 -0.75 -0.03 (-0.08, 0.03) 0.380  

 

  Baseline Actual n 163 167    

Mean 1.13 0.96    

SD 1.074 0.956    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Change n 152 151    

Mean -0.45 -0.34    

SD 0.968 0.944    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.40 -0.40 0.00 (-0.14, 0.13) 0.949  

SEb 0.050 0.050    

95% CIb -0.50, -0.30 -0.50, -0.30    

Ls Meanc -0.41 -0.38 -0.02 (-0.20, 0.15) 0.794  

SEc 0.062 0.063    

95% CIc -0.53, -0.28 -0.51, -0.26    

 

   Actual n 200 194    

Mean 0.66 0.61    

SD 0.882 0.876    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 144 132    

Mean -0.69 -0.49    

SD 1.131 1.045    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.62 -0.56 -0.05 (-0.20, 0.09) 0.451  

SEb 0.051 0.052    

95% CIb -0.72, -0.52 -0.67, -0.46    

Ls Meanc -0.63 -0.56 -0.07 (-0.25, 0.11) 0.443  

SEc 0.064 0.067    

95% CIc -0.75, -0.50 -0.69, -0.42    

 

   Actual n 186 175    

Mean 0.42 0.43    

SD 0.748 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 133 116    

Mean -0.89 -0.78    

SD 1.146 0.912    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.19)     

Ls Meanb -0.86 -0.91 0.05 (-0.10, 0.19) 0.548  

SEb 0.052 0.055    

95% CIb -0.97, -0.76 -1.02, -0.80    

Ls Meanc -0.82 -0.89 0.07 (-0.05, 0.20) 0.247  

SEc 0.044 0.047    

95% CIc -0.91, -0.73 -0.99, -0.80    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 178 156    

Mean 0.21 0.16    

SD 0.562 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 29 Change n 106 104    

Mean -0.88 -0.88    

SD 1.152 1.036    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.19)     

Ls Meanb -0.86 -0.90 0.04 (-0.11, 0.20) 0.576  

SEb 0.055 0.056    

95% CIb -0.97, -0.75 -1.01, -0.80    

Ls Meanc -0.84 -0.93 0.10 (-0.03, 0.23) 0.148  

SEc 0.047 0.048    

95% CIc -0.93, -0.74 -1.03, -0.84    

 

   Actual n 133 126    

Mean 0.18 0.11    

SD 0.534 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.69 -0.70 0.01 (-0.02, 0.04) 0.533  

 

  Baseline Actual n 163 167    

Mean 0.82 0.83    

SD 0.955 0.992    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 151 151    

Mean -0.30 -0.58    

SD 0.900 0.890    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.24 (0.14, 0.34)     

Ls Meanb -0.32 -0.55 0.23 (0.14, 0.33) <.001  

SEb 0.034 0.034    

95% CIb -0.39, -0.25 -0.62, -0.49    

Ls Meanc -0.32 -0.56 0.24 (0.09, 0.39) 0.002  

SEc 0.053 0.054    

95% CIc -0.42, -0.21 -0.66, -0.45    

 

   Actual n 199 194    

Mean 0.43 0.27    

SD 0.807 0.596    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.65 -0.64    

SD 0.956 1.047    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.21, -0.01)     

Ls Meanb -0.69 -0.58 -0.10 (-0.20, -0.01) 0.039  

SEb 0.035 0.036    

95% CIb -0.75, -0.62 -0.65, -0.51    

Ls Meanc -0.70 -0.61 -0.09 (-0.21, 0.03) 0.135  

SEc 0.042 0.044    

95% CIc -0.78, -0.61 -0.69, -0.52    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.12 0.22    

SD 0.437 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 133 116    

Mean -0.71 -0.79    

SD 0.997 0.974    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.13)     

Ls Meanb -0.76 -0.78 0.03 (-0.08, 0.13) 0.614  

SEb 0.036 0.038    

95% CIb -0.83, -0.69 -0.86, -0.71    

Ls Meanc -0.74 -0.77 0.03 (-0.05, 0.10) 0.453  

SEc 0.026 0.028    

95% CIc -0.79, -0.69 -0.82, -0.71    

 

   Actual n 178 156    

Mean 0.06 0.03    

SD 0.295 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.83 -0.83    

SD 1.019 1.038    

Min -4.00 -3.00    

Median -0.50 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.77 -0.78 0.01 (-0.10, 0.12) 0.804  

SEb 0.039 0.040    

95% CIb -0.85, -0.69 -0.86, -0.70    

Ls Meanc -0.83 -0.84 0.01 (-0.06, 0.08) 0.754  

SEc 0.026 0.026    

95% CIc -0.88, -0.78 -0.89, -0.79    

 

   Actual n 133 126    

Mean 0.04 0.03    

SD 0.258 0.217    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.04 (-0.02, 0.09)     

Ls Meanb -0.40 -0.43 0.03 (-0.01, 0.08) 0.177  

 

  Baseline Actual n 163 167    

Mean 0.67 0.68    

SD 0.854 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.10 -0.17    

SD 0.804 0.755    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.19)     

Ls Meanb -0.11 -0.16 0.05 (-0.07, 0.16) 0.439  

SEb 0.042 0.042    

95% CIb -0.19, -0.03 -0.24, -0.08    

Ls Meanc -0.12 -0.19 0.07 (-0.08, 0.22) 0.352  

SEc 0.053 0.054    

95% CIc -0.22, -0.01 -0.29, -0.08    

 

   Actual n 200 194    

Mean 0.55 0.54    

SD 0.781 0.783    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.22 -0.29    

SD 0.886 0.786    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.19)     

Ls Meanb -0.25 -0.29 0.04 (-0.08, 0.16) 0.505  

SEb 0.043 0.044    

95% CIb -0.33, -0.16 -0.37, -0.20    

Ls Meanc -0.23 -0.29 0.06 (-0.09, 0.20) 0.430  

SEc 0.052 0.054    

95% CIc -0.33, -0.13 -0.39, -0.18    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.40 0.42    

SD 0.685 0.680    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 133 116    

Mean -0.41 -0.53    

SD 0.827 0.818    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.05, 0.24)     

Ls Meanb -0.46 -0.54 0.08 (-0.04, 0.21) 0.205  

SEb 0.044 0.047    

95% CIb -0.54, -0.37 -0.63, -0.45    

Ls Meanc -0.42 -0.52 0.10 (-0.01, 0.20) 0.071  

SEc 0.037 0.039    

95% CIc -0.49, -0.35 -0.60, -0.44    

 

   Actual n 178 156    

Mean 0.20 0.13    

SD 0.488 0.411    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.48 -0.59    

SD 0.831 0.910    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.23)     

Ls Meanb -0.51 -0.59 0.07 (-0.06, 0.20) 0.275  

SEb 0.047 0.047    

95% CIb -0.61, -0.42 -0.68, -0.49    

Ls Meanc -0.53 -0.54 0.01 (-0.09, 0.10) 0.914  

SEc 0.033 0.034    

95% CIc -0.60, -0.46 -0.60, -0.47    

 

   Actual n 133 126    

Mean 0.07 0.10    

SD 0.306 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

-0.08 (-0.16, 0.00)     

Ls Meanb -0.70 -0.63 -0.06 (-0.13, 0.00) 0.060  

 

  Baseline Actual n 163 167    

Mean 1.16 1.22    

SD 0.846 0.785    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.08 -0.09    

SD 0.733 0.856    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.26, 0.11)     

Ls Meanb -0.12 -0.06 -0.06 (-0.21, 0.09) 0.408  

SEb 0.054 0.054    

95% CIb -0.23, -0.02 -0.17, 0.04    

Ls Meanc -0.10 -0.07 -0.03 (-0.19, 0.13) 0.717  

SEc 0.058 0.059    

95% CIc -0.21, 0.02 -0.18, 0.05    

 

   Actual n 200 194    

Mean 1.06 1.15    

SD 0.822 0.844    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 144 133    

Mean -0.35 -0.26    

SD 0.918 0.926    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.43, -0.05)     

Ls Meanb -0.37 -0.17 -0.20 (-0.35, -0.04) 0.011  

SEb 0.054 0.056    

95% CIb -0.48, -0.26 -0.28, -0.06    

Ls Meanc -0.37 -0.22 -0.14 (-0.33, 0.04) 0.126  

SEc 0.066 0.069    

95% CIc -0.50, -0.24 -0.36, -0.09    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 59 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.80 0.95    

SD 0.850 0.854    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 15 Change n 133 116    

Mean -0.71 -0.91    

SD 0.974 0.854    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.16, 0.23)     

Ls Meanb -0.81 -0.83 0.03 (-0.13, 0.18) 0.758  

SEb 0.056 0.059    

95% CIb -0.92, -0.70 -0.95, -0.72    

Ls Meanc -0.77 -0.82 0.05 (-0.11, 0.21) 0.533  

SEc 0.055 0.059    

95% CIc -0.88, -0.66 -0.94, -0.70    

 

   Actual n 178 156    

Mean 0.38 0.37    

SD 0.654 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.94 -1.04    

SD 0.964 0.924    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.20, 0.20)     

Ls Meanb -0.98 -0.98 0.00 (-0.16, 0.17) 0.974  

SEb 0.058 0.059    

95% CIb -1.09, -0.86 -1.10, -0.87    

Ls Meanc -1.00 -1.00 0.00 (-0.13, 0.13) 0.995  

SEc 0.046 0.047    

95% CIc -1.09, -0.91 -1.09, -0.91    

 

   Actual n 133 126    

Mean 0.20 0.22    

SD 0.468 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.34 -0.32 -0.02 (-0.05, 0.01) 0.254  

 

  Baseline Actual n 163 167    

Mean 0.51 0.44    

SD 0.842 0.757    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 151 151    

Mean -0.15 -0.06    

SD 0.778 0.842    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.05)     

Ls Meanb -0.13 -0.07 -0.05 (-0.14, 0.04) 0.257  

SEb 0.033 0.033    

95% CIb -0.19, -0.06 -0.14, -0.01    

Ls Meanc -0.13 -0.08 -0.06 (-0.20, 0.08) 0.419  

SEc 0.050 0.051    

95% CIc -0.23, -0.04 -0.18, 0.02    

 

   Actual n 199 194    

Mean 0.33 0.38    

SD 0.658 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.31 -0.22    

SD 0.805 0.801    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.30 -0.25 -0.05 (-0.14, 0.04) 0.306  

SEb 0.033 0.035    

95% CIb -0.37, -0.24 -0.32, -0.18    

Ls Meanc -0.29 -0.24 -0.05 (-0.16, 0.06) 0.376  

SEc 0.040 0.042    

95% CIc -0.37, -0.21 -0.32, -0.16    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.17 0.23    

SD 0.490 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 133 116    

Mean -0.40 -0.34    

SD 0.816 0.747    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -0.37 -0.36 -0.01 (-0.11, 0.09) 0.868  

SEb 0.035 0.037    

95% CIb -0.44, -0.30 -0.43, -0.29    

Ls Meanc -0.37 -0.39 0.02 (-0.06, 0.10) 0.595  

SEc 0.029 0.031    

95% CIc -0.42, -0.31 -0.45, -0.33    

 

   Actual n 178 156    

Mean 0.08 0.07    

SD 0.360 0.324    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.38 -0.40    

SD 0.682 0.731    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.09)     

Ls Meanb -0.42 -0.39 -0.03 (-0.13, 0.08) 0.592  

SEb 0.037 0.038    

95% CIb -0.49, -0.35 -0.47, -0.32    

Ls Meanc -0.38 -0.40 0.02 (-0.04, 0.07) 0.492  

SEc 0.020 0.020    

95% CIc -0.42, -0.34 -0.44, -0.36    

 

   Actual n 133 126    

Mean 0.03 0.02    

SD 0.244 0.125    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.07)     

Ls Meanb -0.11 -0.11 0.00 (-0.06, 0.05) 0.894  

 

  Baseline Actual n 163 167    

Mean 0.29 0.38    

SD 0.711 0.805    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean 0.01 0.07    

SD 0.776 0.862    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.17 (-0.33, -0.01)     

Ls Meanb -0.02 0.10 -0.13 (-0.25, 0.00) 0.043  

SEb 0.045 0.045    

95% CIb -0.11, 0.06 0.02, 0.19    

Ls Meanc -0.01 0.11 -0.12 (-0.28, 0.04) 0.133  

SEc 0.057 0.058    

95% CIc -0.13, 0.10 -0.01, 0.22    

 

   Actual n 200 194    

Mean 0.29 0.40    

SD 0.645 0.829    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 144 133    

Mean -0.04 0.02    

SD 0.900 1.022    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.22 (-0.38, -0.05)     

Ls Meanb -0.06 0.11 -0.16 (-0.29, -0.04) 0.012  

SEb 0.045 0.047    

95% CIb -0.14, 0.03 0.02, 0.20    

Ls Meanc -0.06 0.06 -0.12 (-0.29, 0.05) 0.173  

SEc 0.061 0.064    

95% CIc -0.18, 0.06 -0.06, 0.19    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.26 0.32    

SD 0.672 0.750    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

  Day 15 Change n 133 116    

Mean -0.10 -0.25    

SD 0.767 0.733    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.03, 0.32)     

Ls Meanb -0.10 -0.21 0.11 (-0.02, 0.24) 0.104  

SEb 0.047 0.049    

95% CIb -0.19, -0.01 -0.31, -0.12    

Ls Meanc -0.12 -0.21 0.09 (-0.02, 0.21) 0.118  

SEc 0.041 0.044    

95% CIc -0.20, -0.04 -0.30, -0.13    

 

   Actual n 178 156    

Mean 0.15 0.12    

SD 0.515 0.445    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.08 -0.31    

SD 0.752 0.825    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.04, 0.31)     

Ls Meanb -0.14 -0.24 0.10 (-0.03, 0.24) 0.135  

SEb 0.048 0.049    

95% CIb -0.24, -0.05 -0.34, -0.15    

Ls Meanc -0.16 -0.21 0.05 (-0.05, 0.16) 0.331  

SEc 0.039 0.040    

95% CIc -0.23, -0.08 -0.29, -0.13    

 

   Actual n 133 126    

Mean 0.10 0.09    

SD 0.406 0.358    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

-0.06 (-0.13, 0.01)     

Ls Meanb -0.71 -0.64 -0.06 (-0.14, 0.01) 0.111  

 

  Baseline Actual n 163 167    

Mean 1.34 1.30    

SD 1.055 1.061    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.24 -0.17    

SD 0.970 1.067    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.15)     

Ls Meanb -0.22 -0.21 -0.01 (-0.18, 0.16) 0.901  

SEb 0.062 0.063    

95% CIb -0.34, -0.09 -0.33, -0.08    

Ls Meanc -0.23 -0.21 -0.02 (-0.22, 0.18) 0.835  

SEc 0.071 0.072    

95% CIc -0.37, -0.09 -0.35, -0.06    

 

   Actual n 200 194    

Mean 1.06 1.04    

SD 1.013 1.032    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 144 133    

Mean -0.49 -0.30    

SD 1.044 1.052    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.30, 0.04)     

Ls Meanb -0.46 -0.32 -0.14 (-0.32, 0.04) 0.122  

SEb 0.063 0.065    

95% CIb -0.58, -0.34 -0.45, -0.19    

Ls Meanc -0.47 -0.35 -0.11 (-0.32, 0.09) 0.267  

SEc 0.072 0.075    

95% CIc -0.61, -0.33 -0.50, -0.21    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 68 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.82 0.91    

SD 0.939 1.008    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 15 Change n 133 116    

Mean -0.86 -0.78    

SD 1.147 1.039    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.15)     

Ls Meanb -0.87 -0.84 -0.03 (-0.21, 0.16) 0.788  

SEb 0.065 0.069    

95% CIb -1.00, -0.74 -0.98, -0.71    

Ls Meanc -0.84 -0.84 0.00 (-0.18, 0.18) 0.998  

SEc 0.062 0.067    

95% CIc -0.96, -0.71 -0.97, -0.70    

 

   Actual n 178 156    

Mean 0.45 0.43    

SD 0.744 0.728    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.87 -0.96    

SD 1.096 1.123    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.15, 0.20)     

Ls Meanb -0.88 -0.91 0.03 (-0.16, 0.21) 0.793  

SEb 0.067 0.069    

95% CIb -1.01, -0.75 -1.04, -0.77    

Ls Meanc -0.88 -0.96 0.08 (-0.08, 0.25) 0.332  

SEc 0.060 0.061    

95% CIc -1.00, -0.76 -1.08, -0.84    

 

   Actual n 133 126    

Mean 0.38 0.36    

SD 0.658 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.01)     

Ls Meanb -0.76 -0.72 -0.04 (-0.09, 0.01) 0.082  

 

  Baseline Actual n 163 167    

Mean 1.07 0.99    

SD 0.997 0.935    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.49 -0.42    

SD 0.949 0.934    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.45 -0.45 0.00 (-0.13, 0.13) 0.998  

SEb 0.047 0.047    

95% CIb -0.54, -0.36 -0.54, -0.36    

Ls Meanc -0.47 -0.45 -0.02 (-0.18, 0.15) 0.841  

SEc 0.059 0.060    

95% CIc -0.58, -0.35 -0.57, -0.33    

 

   Actual n 200 194    

Mean 0.58 0.58    

SD 0.798 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.63 -0.54    

SD 1.082 0.958    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.62 -0.59 -0.03 (-0.16, 0.10) 0.659  

SEb 0.047 0.049    

95% CIb -0.71, -0.53 -0.68, -0.49    

Ls Meanc -0.58 -0.60 0.01 (-0.14, 0.17) 0.853  

SEc 0.056 0.059    

95% CIc -0.69, -0.47 -0.71, -0.48    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.42 0.45    

SD 0.755 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 133 116    

Mean -0.89 -0.72    

SD 0.994 0.902    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.04)     

Ls Meanb -0.89 -0.79 -0.10 (-0.24, 0.04) 0.171  

SEb 0.049 0.052    

95% CIb -0.98, -0.79 -0.89, -0.69    

Ls Meanc -0.84 -0.74 -0.11 (-0.22, 0.01) 0.064  

SEc 0.039 0.042    

95% CIc -0.92, -0.76 -0.82, -0.65    

 

   Actual n 178 156    

Mean 0.18 0.24    

SD 0.500 0.558    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.97 -0.88    

SD 1.028 0.896    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.07)     

Ls Meanb -0.94 -0.86 -0.08 (-0.23, 0.06) 0.267  

SEb 0.052 0.053    

95% CIb -1.04, -0.84 -0.96, -0.75    

Ls Meanc -0.96 -0.91 -0.05 (-0.15, 0.05) 0.321  

SEc 0.036 0.037    

95% CIc -1.03, -0.89 -0.98, -0.84    

 

   Actual n 133 126    

Mean 0.11 0.17    

SD 0.362 0.469    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.04)     

Ls Meanb -0.80 -0.79 -0.02 (-0.07, 0.04) 0.544  

 

  Baseline Actual n 163 167    

Mean 1.10 1.05    

SD 1.004 0.977    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.43 -0.46    

SD 1.034 0.957    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.17)     

Ls Meanb -0.41 -0.45 0.03 (-0.10, 0.17) 0.618  

SEb 0.049 0.050    

95% CIb -0.51, -0.31 -0.54, -0.35    

Ls Meanc -0.43 -0.47 0.04 (-0.13, 0.22) 0.622  

SEc 0.064 0.065    

95% CIc -0.55, -0.30 -0.60, -0.34    

 

   Actual n 200 194    

Mean 0.69 0.63    

SD 0.899 0.867    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.68 -0.62    

SD 1.015 1.071    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.67 -0.63 -0.04 (-0.18, 0.10) 0.552  

SEb 0.050 0.052    

95% CIb -0.77, -0.57 -0.73, -0.52    

Ls Meanc -0.67 -0.63 -0.05 (-0.22, 0.13) 0.596  

SEc 0.061 0.064    

95% CIc -0.79, -0.55 -0.75, -0.50    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.40 0.41    

SD 0.731 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 133 116    

Mean -0.93 -0.88    

SD 1.067 0.925    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.14)     

Ls Meanb -0.93 -0.92 -0.01 (-0.15, 0.14) 0.941  

SEb 0.052 0.055    

95% CIb -1.03, -0.83 -1.03, -0.81    

Ls Meanc -0.91 -0.93 0.02 (-0.10, 0.13) 0.789  

SEc 0.042 0.045    

95% CIc -1.00, -0.83 -1.02, -0.84    

 

   Actual n 178 156    

Mean 0.20 0.20    

SD 0.546 0.538    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.95 -0.92    

SD 1.072 1.077    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.10)     

Ls Meanb -0.95 -0.90 -0.05 (-0.20, 0.10) 0.499  

SEb 0.055 0.056    

95% CIb -1.06, -0.85 -1.01, -0.79    

Ls Meanc -0.95 -0.95 0.00 (-0.12, 0.12) 0.980  

SEc 0.042 0.043    

95% CIc -1.03, -0.86 -1.03, -0.86    

 

   Actual n 133 126    

Mean 0.14 0.14    

SD 0.404 0.433    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.02)     

Ls Meanb -0.33 -0.31 -0.02 (-0.05, 0.02) 0.350  

 

  Baseline Actual n 163 167    

Mean 0.38 0.47    

SD 0.722 0.775    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.06 -0.18    

SD 0.783 0.694    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.08 -0.13 0.05 (-0.04, 0.14) 0.259  

SEb 0.033 0.033    

95% CIb -0.15, -0.02 -0.20, -0.07    

Ls Meanc -0.09 -0.15 0.06 (-0.07, 0.20) 0.352  

SEc 0.049 0.050    

95% CIc -0.18, 0.01 -0.25, -0.05    

 

   Actual n 200 194    

Mean 0.31 0.28    

SD 0.689 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.20 -0.25    

SD 0.763 0.829    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.21, 0.04)     

Ls Meanb -0.24 -0.18 -0.06 (-0.16, 0.03) 0.182  

SEb 0.033 0.034    

95% CIb -0.30, -0.17 -0.24, -0.11    

Ls Meanc -0.24 -0.20 -0.03 (-0.16, 0.10) 0.616  

SEc 0.045 0.047    

95% CIc -0.33, -0.15 -0.30, -0.11    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.16 0.25    

SD 0.483 0.628    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 133 116    

Mean -0.35 -0.42    

SD 0.789 0.759    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.16)     

Ls Meanb -0.37 -0.39 0.02 (-0.08, 0.12) 0.708  

SEb 0.034 0.037    

95% CIb -0.44, -0.31 -0.46, -0.32    

Ls Meanc -0.38 -0.38 0.01 (-0.07, 0.08) 0.864  

SEc 0.026 0.028    

95% CIc -0.43, -0.32 -0.44, -0.33    

 

   Actual n 178 156    

Mean 0.04 0.07    

SD 0.297 0.379    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.36 -0.48    

SD 0.758 0.788    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.40 -0.41 0.00 (-0.10, 0.10) 0.967  

SEb 0.036 0.037    

95% CIb -0.48, -0.33 -0.48, -0.33    

Ls Meanc -0.44 -0.41 -0.03 (-0.09, 0.04) 0.398  

SEc 0.023 0.023    

95% CIc -0.48, -0.39 -0.45, -0.36    

 

   Actual n 133 126    

Mean 0.01 0.04    

SD 0.087 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.36 -0.36 0.00 (-0.07, 0.07) 0.975  

 

  Baseline Actual n 163 167    

Mean 0.60 0.66    

SD 0.940 1.028    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.03 -0.04    

SD 0.990 1.119    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.11)     

Ls Meanb -0.04 -0.01 -0.03 (-0.18, 0.11) 0.656  

SEb 0.052 0.053    

95% CIb -0.15, 0.06 -0.12, 0.09    

Ls Meanc -0.07 -0.06 -0.01 (-0.20, 0.18) 0.931  

SEc 0.068 0.069    

95% CIc -0.20, 0.07 -0.19, 0.08    

 

   Actual n 200 194    

Mean 0.56 0.62    

SD 0.843 0.948    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.19 -0.11    

SD 1.105 1.204    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.06)     

Ls Meanb -0.20 -0.11 -0.09 (-0.24, 0.06) 0.229  

SEb 0.053 0.054    

95% CIb -0.31, -0.10 -0.22, -0.01    

Ls Meanc -0.24 -0.12 -0.13 (-0.32, 0.07) 0.201  

SEc 0.069 0.072    

95% CIc -0.38, -0.11 -0.26, 0.02    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.40 0.52    

SD 0.788 0.881    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 133 116    

Mean -0.37 -0.46    

SD 0.917 1.160    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.17)     

Ls Meanb -0.43 -0.45 0.01 (-0.14, 0.17) 0.889  

SEb 0.054 0.057    

95% CIb -0.54, -0.33 -0.56, -0.33    

Ls Meanc -0.42 -0.44 0.02 (-0.11, 0.16) 0.707  

SEc 0.046 0.049    

95% CIc -0.51, -0.32 -0.54, -0.34    

 

   Actual n 178 156    

Mean 0.17 0.18    

SD 0.526 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.40 -0.50    

SD 0.891 1.097    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.01, 0.31)     

Ls Meanb -0.45 -0.59 0.15 (-0.01, 0.30) 0.066  

SEb 0.056 0.057    

95% CIb -0.56, -0.34 -0.71, -0.48    

Ls Meanc -0.43 -0.49 0.05 (-0.07, 0.17) 0.384  

SEc 0.044 0.044    

95% CIc -0.52, -0.35 -0.58, -0.40    

 

   Actual n 133 126    

Mean 0.15 0.09    

SD 0.544 0.335    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

0.02 (-0.05, 0.08)     

Ls Meanb -0.35 -0.37 0.02 (-0.05, 0.08) 0.635  

 

  Baseline Actual n 163 167    

Mean 0.53 0.65    

SD 0.884 1.012    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.01 -0.13    

SD 0.876 1.100    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.05 -0.09 0.04 (-0.09, 0.17) 0.543  

SEb 0.048 0.048    

95% CIb -0.14, 0.05 -0.18, 0.01    

Ls Meanc -0.06 -0.12 0.06 (-0.12, 0.24) 0.519  

SEc 0.065 0.066    

95% CIc -0.19, 0.07 -0.25, 0.01    

 

   Actual n 200 194    

Mean 0.50 0.52    

SD 0.827 0.889    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.18 -0.17    

SD 0.994 1.216    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.25, 0.03)     

Ls Meanb -0.22 -0.11 -0.11 (-0.24, 0.03) 0.128  

SEb 0.048 0.050    

95% CIb -0.31, -0.12 -0.21, -0.01    

Ls Meanc -0.25 -0.13 -0.12 (-0.30, 0.06) 0.195  

SEc 0.064 0.067    

95% CIc -0.37, -0.12 -0.26, 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 83 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.33 0.47    

SD 0.694 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 133 116    

Mean -0.35 -0.52    

SD 0.863 1.183    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.19)     

Ls Meanb -0.42 -0.46 0.04 (-0.10, 0.18) 0.560  

SEb 0.050 0.053    

95% CIb -0.52, -0.32 -0.57, -0.36    

Ls Meanc -0.43 -0.46 0.03 (-0.08, 0.14) 0.604  

SEc 0.040 0.043    

95% CIc -0.51, -0.35 -0.55, -0.38    

 

   Actual n 178 156    

Mean 0.13 0.13    

SD 0.438 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.35 -0.52    

SD 0.862 1.088    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.29)     

Ls Meanb -0.41 -0.54 0.13 (-0.01, 0.27) 0.073  

SEb 0.051 0.052    

95% CIb -0.51, -0.31 -0.64, -0.44    

Ls Meanc -0.42 -0.47 0.06 (-0.05, 0.16) 0.304  

SEc 0.039 0.039    

95% CIc -0.49, -0.34 -0.55, -0.40    

 

   Actual n 133 126    

Mean 0.10 0.06    

SD 0.424 0.276    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

0.07 (0.02, 0.13)     

Ls Meanb -0.35 -0.40 0.05 (0.01, 0.10) 0.010  

 

  Baseline Actual n 162 167    

Mean 0.59 0.54    

SD 0.793 0.734    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 151 151    

Mean -0.03 -0.25    

SD 0.787 0.730    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.28 (0.15, 0.42)     

Ls Meanb -0.03 -0.25 0.21 (0.11, 0.32) <.001  

SEb 0.037 0.037    

95% CIb -0.11, 0.04 -0.32, -0.17    

Ls Meanc -0.04 -0.26 0.22 (0.08, 0.35) 0.002  

SEc 0.049 0.050    

95% CIc -0.14, 0.06 -0.36, -0.16    

 

   Actual n 200 194    

Mean 0.49 0.32    

SD 0.730 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 143 133    

Mean -0.24 -0.32    

SD 0.796 0.711    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.25)     

Ls Meanb -0.24 -0.33 0.09 (-0.02, 0.19) 0.111  

SEb 0.038 0.039    

95% CIb -0.31, -0.17 -0.40, -0.25    

Ls Meanc -0.23 -0.33 0.10 (-0.02, 0.23) 0.110  

SEc 0.046 0.048    

95% CIc -0.32, -0.14 -0.43, -0.24    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.33 0.27    

SD 0.593 0.578    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 132 116    

Mean -0.33 -0.44    

SD 0.693 0.676    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.23)     

Ls Meanb -0.37 -0.44 0.07 (-0.04, 0.18) 0.234  

SEb 0.039 0.041    

95% CIb -0.45, -0.29 -0.52, -0.36    

Ls Meanc -0.34 -0.42 0.08 (-0.02, 0.18) 0.128  

SEc 0.036 0.038    

95% CIc -0.41, -0.27 -0.50, -0.35    

 

   Actual n 178 156    

Mean 0.18 0.14    

SD 0.453 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 105 104    

Mean -0.35 -0.47    

SD 0.772 0.750    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.21)     

Ls Meanb -0.44 -0.48 0.04 (-0.07, 0.16) 0.456  

SEb 0.041 0.042    

95% CIb -0.52, -0.36 -0.56, -0.40    

Ls Meanc -0.40 -0.43 0.02 (-0.07, 0.12) 0.615  

SEc 0.034 0.035    

95% CIc -0.47, -0.34 -0.50, -0.36    

 

   Actual n 133 126    

Mean 0.10 0.11    

SD 0.323 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.04 (-0.03, 0.11)     

Ls Meanb -0.19 -0.23 0.03 (-0.02, 0.09) 0.256  

 

  Baseline Actual n 163 167    

Mean 0.40 0.51    

SD 0.742 0.870    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.12 -0.05    

SD 0.718 0.811    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.30, 0.01)     

Ls Meanb -0.13 -0.01 -0.12 (-0.24, 0.01) 0.074  

SEb 0.045 0.046    

95% CIb -0.22, -0.04 -0.10, 0.08    

Ls Meanc -0.14 -0.01 -0.13 (-0.28, 0.02) 0.086  

SEc 0.054 0.055    

95% CIc -0.25, -0.03 -0.12, 0.10    

 

   Actual n 200 194    

Mean 0.30 0.40    

SD 0.702 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 144 133    

Mean -0.13 -0.17    

SD 0.795 0.917    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.24, 0.08)     

Ls Meanb -0.14 -0.08 -0.07 (-0.20, 0.06) 0.303  

SEb 0.046 0.047    

95% CIb -0.23, -0.05 -0.17, 0.02    

Ls Meanc -0.16 -0.14 -0.02 (-0.18, 0.14) 0.798  

SEc 0.058 0.060    

95% CIc -0.27, -0.04 -0.25, -0.02    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.25 0.32    

SD 0.694 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

  Day 15 Change n 133 116    

Mean -0.15 -0.34    

SD 0.812 0.814    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.22 (0.05, 0.38)     

Ls Meanb -0.17 -0.35 0.18 (0.04, 0.31) 0.010  

SEb 0.047 0.050    

95% CIb -0.27, -0.08 -0.45, -0.25    

Ls Meanc -0.19 -0.32 0.13 (0.00, 0.26) 0.042  

SEc 0.044 0.048    

95% CIc -0.28, -0.10 -0.41, -0.23    

 

   Actual n 178 156    

Mean 0.20 0.10    

SD 0.592 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.18 -0.35    

SD 0.701 0.890    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.04, 0.30)     

Ls Meanb -0.21 -0.32 0.11 (-0.03, 0.24) 0.132  

SEb 0.049 0.050    

95% CIb -0.31, -0.12 -0.42, -0.22    

Ls Meanc -0.25 -0.27 0.01 (-0.10, 0.12) 0.791  

SEc 0.039 0.040    

95% CIc -0.33, -0.17 -0.34, -0.19    

 

   Actual n 133 126    

Mean 0.10 0.14    

SD 0.387 0.433    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.05)     

Ls Meanb -0.39 -0.38 0.00 (-0.05, 0.04) 0.814  

 

  Baseline Actual n 162 167    

Mean 0.54 0.54    

SD 0.797 0.789    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 151 151    

Mean -0.14 -0.28    

SD 0.809 0.694    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.17 -0.24 0.08 (-0.02, 0.18) 0.124  

SEb 0.036 0.037    

95% CIb -0.24, -0.09 -0.32, -0.17    

Ls Meanc -0.15 -0.27 0.12 (-0.01, 0.25) 0.078  

SEc 0.048 0.048    

95% CIc -0.24, -0.05 -0.36, -0.17    

 

   Actual n 200 194    

Mean 0.35 0.27    

SD 0.669 0.604    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 143 133    

Mean -0.29 -0.39    

SD 0.846 0.726    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.32 -0.36 0.04 (-0.06, 0.15) 0.427  

SEb 0.037 0.038    

95% CIb -0.39, -0.24 -0.43, -0.28    

Ls Meanc -0.31 -0.37 0.06 (-0.05, 0.17) 0.289  

SEc 0.040 0.042    

95% CIc -0.39, -0.23 -0.46, -0.29    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.23 0.17    

SD 0.620 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

  Day 15 Change n 132 116    

Mean -0.39 -0.47    

SD 0.888 0.785    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.42 -0.43 0.00 (-0.10, 0.11) 0.947  

SEb 0.038 0.040    

95% CIb -0.50, -0.35 -0.51, -0.35    

Ls Meanc -0.41 -0.44 0.03 (-0.08, 0.14) 0.593  

SEc 0.038 0.040    

95% CIc -0.48, -0.33 -0.52, -0.36    

 

   Actual n 178 156    

Mean 0.13 0.10    

SD 0.476 0.355    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 105 104    

Mean -0.45 -0.40    

SD 0.866 0.731    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.04)     

Ls Meanb -0.46 -0.38 -0.08 (-0.19, 0.03) 0.168  

SEb 0.040 0.041    

95% CIb -0.54, -0.38 -0.46, -0.30    

Ls Meanc -0.46 -0.40 -0.06 (-0.17, 0.04) 0.230  

SEc 0.037 0.038    

95% CIc -0.54, -0.39 -0.48, -0.33    

 

   Actual n 133 126    

Mean 0.05 0.15    

SD 0.333 0.439    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.02)     

Ls Meanb -0.12 -0.11 -0.01 (-0.02, 0.01) 0.425  

 

  Baseline Actual n 163 167    

Mean 0.15 0.14    

SD 0.558 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 152 151    

Mean -0.09 -0.07    

SD 0.539 0.418    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.05, 0.12)     

Ls Meanb -0.06 -0.08 0.02 (-0.03, 0.06) 0.459  

SEb 0.016 0.016    

95% CIb -0.09, -0.03 -0.11, -0.05    

Ls Meanc -0.07 -0.09 0.02 (-0.05, 0.08) 0.624  

SEc 0.023 0.024    

95% CIc -0.12, -0.02 -0.13, -0.04    

 

   Actual n 200 194    

Mean 0.06 0.05    

SD 0.287 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 144 133    

Mean -0.14 -0.09    

SD 0.575 0.499    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.14, 0.03)     

Ls Meanb -0.12 -0.09 -0.03 (-0.07, 0.02) 0.225  

SEb 0.016 0.016    

95% CIb -0.15, -0.08 -0.12, -0.06    

Ls Meanc -0.12 -0.11 -0.01 (-0.07, 0.05) 0.688  

SEc 0.021 0.022    

95% CIc -0.16, -0.08 -0.15, -0.07    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 186 176    

Mean 0.02 0.02    

SD 0.231 0.213    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 133 116    

Mean -0.14 -0.11    

SD 0.592 0.412    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.12)     

Ls Meanb -0.11 -0.13 0.01 (-0.03, 0.06) 0.556  

SEb 0.016 0.017    

95% CIb -0.15, -0.08 -0.16, -0.09    

Ls Meanc -0.12 -0.14 0.02 (-0.02, 0.05) 0.270  

SEc 0.012 0.013    

95% CIc -0.14, -0.09 -0.16, -0.11    

 

   Actual n 178 156    

Mean 0.02 0.01    

SD 0.167 0.160    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 106 104    

Mean -0.18 -0.13    

SD 0.644 0.434    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.07)     

Ls Meanb -0.14 -0.13 -0.01 (-0.06, 0.04) 0.585  

SEb 0.018 0.018    

95% CIb -0.18, -0.11 -0.16, -0.09    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    

 

   Actual n 133 126    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

< 3 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.81 -0.80 -0.01 (-0.05, 0.03) 0.616  

 

  Baseline Actual n 279 283  0.007d  

Mean 1.14 1.00    

SD 1.069 0.958    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Change n 253 259    

Mean -0.55 -0.36    

SD 1.040 0.987    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, 0.01)     

Ls Meanb -0.50 -0.40 -0.10 (-0.20, 0.01) 0.065  

SEb 0.038 0.038    

95% CIb -0.57, -0.42 -0.47, -0.33    

Ls Meanc -0.51 -0.40 -0.12 (-0.26, 0.02) 0.097  

SEc 0.050 0.050    

95% CIc -0.61, -0.41 -0.49, -0.30    

 

   Actual n 320 318    

Mean 0.60 0.64    

SD 0.887 0.872    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 238 228    

Mean -0.74 -0.64    

SD 1.064 0.986    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.06)     

Ls Meanb -0.73 -0.68 -0.04 (-0.15, 0.07) 0.439  

SEb 0.039 0.039    

95% CIb -0.80, -0.65 -0.76, -0.61    

Ls Meanc -0.70 -0.68 -0.03 (-0.15, 0.10) 0.681  

SEc 0.044 0.045    

95% CIc -0.79, -0.62 -0.77, -0.59    

 

   Actual n 293 286    

Mean 0.38 0.38    

SD 0.748 0.748    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.91 -0.86    

SD 1.138 0.982    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.89 -0.92 0.03 (-0.08, 0.15) 0.594  

SEb 0.041 0.041    

95% CIb -0.97, -0.81 -1.00, -0.84    

Ls Meanc -0.87 -0.91 0.04 (-0.06, 0.14) 0.435  

SEc 0.036 0.036    

95% CIc -0.94, -0.80 -0.98, -0.84    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 264 256    

Mean 0.20 0.16    

SD 0.582 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 29 Change n 186 182    

Mean -1.01 -0.91    

SD 1.137 1.004    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.09)     

Ls Meanb -0.93 -0.90 -0.03 (-0.14, 0.09) 0.623  

SEb 0.041 0.042    

95% CIb -1.01, -0.85 -0.99, -0.82    

Ls Meanc -0.97 -0.95 -0.02 (-0.11, 0.07) 0.733  

SEc 0.032 0.033    

95% CIc -1.03, -0.91 -1.02, -0.89    

 

   Actual n 229 212    

Mean 0.13 0.14    

SD 0.469 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

0.00 (-0.02, 0.02)     

Ls Meanb -0.67 -0.67 0.00 (-0.02, 0.02) 0.808  

 

  Baseline Actual n 279 283  0.003d  

Mean 0.78 0.77    

SD 0.995 0.900    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 253 259    

Mean -0.46 -0.44    

SD 0.990 0.863    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.03, 0.11)     

Ls Meanb -0.40 -0.45 0.04 (-0.02, 0.11) 0.218  

SEb 0.024 0.024    

95% CIb -0.45, -0.36 -0.49, -0.40    

Ls Meanc -0.44 -0.46 0.02 (-0.09, 0.13) 0.715  

SEc 0.040 0.039    

95% CIc -0.52, -0.36 -0.54, -0.39    

 

   Actual n 320 318    

Mean 0.32 0.33    

SD 0.690 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.67 -0.58    

SD 0.987 0.945    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.16, -0.02)     

Ls Meanb -0.67 -0.59 -0.08 (-0.15, -0.02) 0.017  

SEb 0.024 0.025    

95% CIb -0.72, -0.63 -0.64, -0.54    

Ls Meanc -0.67 -0.58 -0.08 (-0.16, -0.01) 0.037  

SEc 0.028 0.028    

95% CIc -0.72, -0.61 -0.64, -0.53    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.10 0.19    

SD 0.397 0.530    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.73 -0.70    

SD 1.031 0.919    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.07, 0.08)     

Ls Meanb -0.72 -0.73 0.01 (-0.07, 0.08) 0.855  

SEb 0.026 0.026    

95% CIb -0.78, -0.67 -0.78, -0.68    

Ls Meanc -0.71 -0.71 0.00 (-0.04, 0.04) 0.837  

SEc 0.014 0.014    

95% CIc -0.74, -0.69 -0.74, -0.68    

 

   Actual n 264 256    

Mean 0.03 0.03    

SD 0.220 0.206    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.82 -0.74    

SD 1.055 0.908    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.10)     

Ls Meanb -0.74 -0.76 0.02 (-0.05, 0.10) 0.585  

SEb 0.027 0.027    

95% CIb -0.79, -0.69 -0.81, -0.71    

Ls Meanc -0.78 -0.78 0.00 (-0.02, 0.03) 0.755  

SEc 0.010 0.010    

95% CIc -0.80, -0.76 -0.80, -0.76    

 

   Actual n 229 212    

Mean 0.02 0.01    

SD 0.161 0.118    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.51 -0.53 0.02 (-0.01, 0.06) 0.178  

 

  Baseline Actual n 279 283  0.420d  

Mean 0.81 0.75    

SD 0.871 0.898    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.24 -0.29    

SD 0.830 0.816    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (0.01, 0.21)     

Ls Meanb -0.20 -0.30 0.10 (0.01, 0.19) 0.025  

SEb 0.032 0.032    

95% CIb -0.27, -0.14 -0.37, -0.24    

Ls Meanc -0.23 -0.31 0.08 (-0.03, 0.19) 0.144  

SEc 0.040 0.040    

95% CIc -0.31, -0.15 -0.39, -0.23    

 

   Actual n 320 318    

Mean 0.55 0.49    

SD 0.750 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.31 -0.38    

SD 0.888 0.878    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.18)     

Ls Meanb -0.32 -0.40 0.07 (-0.02, 0.16) 0.114  

SEb 0.032 0.033    

95% CIb -0.39, -0.26 -0.46, -0.33    

Ls Meanc -0.31 -0.39 0.08 (-0.03, 0.20) 0.151  

SEc 0.041 0.042    

95% CIc -0.39, -0.23 -0.47, -0.31    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.41 0.38    

SD 0.690 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.58 -0.60    

SD 0.792 0.853    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.57 -0.60 0.03 (-0.07, 0.12) 0.544  

SEb 0.034 0.034    

95% CIb -0.64, -0.51 -0.67, -0.54    

Ls Meanc -0.56 -0.62 0.05 (-0.03, 0.13) 0.185  

SEc 0.029 0.029    

95% CIc -0.62, -0.51 -0.67, -0.56    

 

   Actual n 264 256    

Mean 0.17 0.14    

SD 0.459 0.423    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.63 -0.61    

SD 0.867 0.858    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.63 -0.66 0.03 (-0.06, 0.13) 0.517  

SEb 0.035 0.035    

95% CIb -0.69, -0.56 -0.73, -0.59    

Ls Meanc -0.61 -0.64 0.03 (-0.03, 0.09) 0.382  

SEc 0.022 0.022    

95% CIc -0.65, -0.57 -0.68, -0.59    

 

   Actual n 229 212    

Mean 0.07 0.07    

SD 0.309 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

-0.08 (-0.13, -0.02)     

Ls Meanb -0.63 -0.57 -0.06 (-0.11, -0.01) 0.013  

 

  Baseline Actual n 279 283  0.373d  

Mean 1.15 1.07    

SD 0.868 0.784    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.15 -0.04    

SD 0.757 0.832    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.23, 0.04)     

Ls Meanb -0.13 -0.05 -0.08 (-0.19, 0.03) 0.161  

SEb 0.040 0.040    

95% CIb -0.21, -0.05 -0.13, 0.03    

Ls Meanc -0.14 -0.05 -0.09 (-0.21, 0.04) 0.161  

SEc 0.045 0.045    

95% CIc -0.23, -0.05 -0.14, 0.04    

 

   Actual n 320 318    

Mean 1.00 1.05    

SD 0.834 0.867    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 238 229    

Mean -0.38 -0.20    

SD 0.876 0.864    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.36, -0.09)     

Ls Meanb -0.36 -0.18 -0.18 (-0.30, -0.07) 0.001  

SEb 0.041 0.041    

95% CIb -0.44, -0.28 -0.26, -0.10    

Ls Meanc -0.36 -0.21 -0.15 (-0.28, -0.01) 0.032  

SEc 0.048 0.049    

95% CIc -0.46, -0.27 -0.31, -0.12    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.77 0.89    

SD 0.822 0.875    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.72 -0.68    

SD 0.937 0.857    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.05)     

Ls Meanb -0.75 -0.67 -0.07 (-0.19, 0.05) 0.224  

SEb 0.043 0.043    

95% CIb -0.83, -0.66 -0.76, -0.59    

Ls Meanc -0.71 -0.68 -0.04 (-0.15, 0.08) 0.544  

SEc 0.043 0.043    

95% CIc -0.80, -0.63 -0.76, -0.59    

 

   Actual n 264 256    

Mean 0.39 0.41    

SD 0.655 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.90 -0.89    

SD 0.919 0.847    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.19)     

Ls Meanb -0.86 -0.90 0.04 (-0.08, 0.16) 0.561  

SEb 0.043 0.043    

95% CIb -0.94, -0.78 -0.98, -0.81    

Ls Meanc -0.87 -0.93 0.06 (-0.04, 0.15) 0.263  

SEc 0.035 0.035    

95% CIc -0.94, -0.80 -1.00, -0.86    

 

   Actual n 229 212    

Mean 0.22 0.18    

SD 0.511 0.431    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.28 -0.29 0.00 (-0.02, 0.03) 0.695  

 

  Baseline Actual n 279 283  0.213d  

Mean 0.41 0.39    

SD 0.767 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.13 -0.11    

SD 0.760 0.729    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.10)     

Ls Meanb -0.10 -0.11 0.01 (-0.06, 0.07) 0.848  

SEb 0.024 0.024    

95% CIb -0.15, -0.06 -0.16, -0.06    

Ls Meanc -0.13 -0.12 -0.01 (-0.11, 0.08) 0.783  

SEc 0.035 0.034    

95% CIc -0.20, -0.06 -0.19, -0.05    

 

   Actual n 320 318    

Mean 0.26 0.29    

SD 0.602 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.21 -0.25    

SD 0.794 0.686    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.04, 0.15)     

Ls Meanb -0.19 -0.23 0.04 (-0.03, 0.11) 0.252  

SEb 0.025 0.025    

95% CIb -0.24, -0.15 -0.28, -0.19    

Ls Meanc -0.21 -0.26 0.05 (-0.04, 0.13) 0.281  

SEc 0.030 0.031    

95% CIc -0.27, -0.15 -0.32, -0.20    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.19 0.17    

SD 0.539 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 205 203    

Mean -0.32 -0.30    

SD 0.787 0.753    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.31 -0.30 -0.01 (-0.09, 0.06) 0.736  

SEb 0.026 0.026    

95% CIb -0.36, -0.26 -0.35, -0.25    

Ls Meanc -0.31 -0.32 0.01 (-0.06, 0.08) 0.759  

SEc 0.025 0.024    

95% CIc -0.35, -0.26 -0.36, -0.27    

 

   Actual n 264 256    

Mean 0.09 0.08    

SD 0.365 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.30 -0.36    

SD 0.627 0.690    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.10)     

Ls Meanb -0.34 -0.34 -0.01 (-0.08, 0.07) 0.895  

SEb 0.027 0.027    

95% CIb -0.40, -0.29 -0.39, -0.29    

Ls Meanc -0.32 -0.34 0.01 (-0.02, 0.05) 0.416  

SEc 0.013 0.013    

95% CIc -0.35, -0.30 -0.36, -0.31    

 

   Actual n 229 212    

Mean 0.02 0.02    

SD 0.197 0.136    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.08)     

Ls Meanb -0.15 -0.18 0.03 (-0.01, 0.06) 0.120  

 

  Baseline Actual n 279 283  0.002d  

Mean 0.35 0.34    

SD 0.743 0.722    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean 0.00 -0.02    

SD 0.737 0.710    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb 0.01 -0.02 0.03 (-0.05, 0.11) 0.457  

SEb 0.029 0.029    

95% CIb -0.05, 0.06 -0.08, 0.03    

Ls Meanc 0.01 -0.02 0.03 (-0.08, 0.14) 0.603  

SEc 0.039 0.038    

95% CIc -0.07, 0.09 -0.09, 0.06    

 

   Actual n 320 318    

Mean 0.32 0.32    

SD 0.670 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 238 229    

Mean -0.11 -0.06    

SD 0.791 0.881    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.04)     

Ls Meanb -0.09 -0.03 -0.06 (-0.14, 0.03) 0.180  

SEb 0.029 0.030    

95% CIb -0.15, -0.03 -0.09, 0.02    

Ls Meanc -0.10 -0.07 -0.03 (-0.14, 0.08) 0.599  

SEc 0.041 0.042    

95% CIc -0.18, -0.02 -0.15, 0.01    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.23 0.28    

SD 0.614 0.695    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.13 -0.22    

SD 0.629 0.700    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.21)     

Ls Meanb -0.16 -0.23 0.07 (-0.02, 0.15) 0.137  

SEb 0.031 0.031    

95% CIb -0.22, -0.10 -0.29, -0.17    

Ls Meanc -0.14 -0.21 0.07 (0.00, 0.14) 0.067  

SEc 0.027 0.027    

95% CIc -0.19, -0.09 -0.26, -0.16    

 

   Actual n 264 256    

Mean 0.11 0.11    

SD 0.430 0.407    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.24 -0.29    

SD 0.743 0.727    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.23 -0.27 0.04 (-0.05, 0.13) 0.343  

SEb 0.031 0.032    

95% CIb -0.29, -0.16 -0.33, -0.21    

Ls Meanc -0.26 -0.27 0.02 (-0.04, 0.07) 0.519  

SEc 0.020 0.020    

95% CIc -0.29, -0.22 -0.31, -0.24    

 

   Actual n 229 212    

Mean 0.05 0.05    

SD 0.285 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.84 -0.82 -0.01 (-0.07, 0.04) 0.622  

 

  Baseline Actual n 279 283  <.001d  

Mean 1.39 1.35    

SD 1.053 1.033    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.38 -0.25    

SD 0.920 1.012    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.35 -0.29 -0.07 (-0.19, 0.06) 0.301  

SEb 0.045 0.045    

95% CIb -0.44, -0.27 -0.38, -0.20    

Ls Meanc -0.36 -0.27 -0.09 (-0.24, 0.05) 0.197  

SEc 0.052 0.051    

95% CIc -0.46, -0.26 -0.37, -0.17    

 

   Actual n 320 318    

Mean 0.97 1.07    

SD 0.987 0.980    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.58 -0.54    

SD 1.018 1.078    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.10)     

Ls Meanb -0.57 -0.55 -0.02 (-0.15, 0.10) 0.713  

SEb 0.046 0.047    

95% CIb -0.67, -0.48 -0.64, -0.46    

Ls Meanc -0.57 -0.56 -0.01 (-0.16, 0.14) 0.898  

SEc 0.054 0.055    

95% CIc -0.68, -0.46 -0.67, -0.45    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 20 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.75 0.79    

SD 0.922 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

  Day 15 Change n 205 203    

Mean -1.03 -0.98    

SD 1.066 1.062    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -1.00 -0.98 -0.01 (-0.15, 0.12) 0.830  

SEb 0.049 0.049    

95% CIb -1.09, -0.90 -1.08, -0.88    

Ls Meanc -1.02 -1.01 -0.01 (-0.13, 0.11) 0.866  

SEc 0.043 0.043    

95% CIc -1.10, -0.93 -1.09, -0.92    

 

   Actual n 264 256    

Mean 0.34 0.35    

SD 0.651 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -1.15 -1.09    

SD 1.075 1.106    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -1.10 -1.07 -0.03 (-0.17, 0.11) 0.681  

SEb 0.049 0.050    

95% CIb -1.20, -1.01 -1.17, -0.98    

Ls Meanc -1.15 -1.10 -0.04 (-0.15, 0.07) 0.451  

SEc 0.040 0.040    

95% CIc -1.22, -1.07 -1.18, -1.03    

 

   Actual n 229 212    

Mean 0.23 0.27    

SD 0.555 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

0.03 (0.00, 0.07)     

Ls Meanb -0.76 -0.79 0.03 (0.00, 0.07) 0.064  

 

  Baseline Actual n 279 283  0.024d  

Mean 1.10 1.08    

SD 0.988 0.996    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.46 -0.51    

SD 0.986 1.013    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb -0.45 -0.49 0.04 (-0.06, 0.15) 0.424  

SEb 0.037 0.037    

95% CIb -0.52, -0.38 -0.57, -0.42    

Ls Meanc -0.46 -0.51 0.04 (-0.09, 0.17) 0.510  

SEc 0.047 0.047    

95% CIc -0.56, -0.37 -0.60, -0.42    

 

   Actual n 320 318    

Mean 0.62 0.60    

SD 0.826 0.814    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.63 -0.66    

SD 1.047 1.016    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.11)     

Ls Meanb -0.64 -0.64 0.01 (-0.10, 0.11) 0.906  

SEb 0.038 0.039    

95% CIb -0.71, -0.56 -0.72, -0.57    

Ls Meanc -0.63 -0.66 0.03 (-0.09, 0.16) 0.590  

SEc 0.044 0.045    

95% CIc -0.71, -0.54 -0.75, -0.57    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.44 0.45    

SD 0.794 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.85 -0.85    

SD 1.034 1.001    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.15)     

Ls Meanb -0.84 -0.87 0.03 (-0.08, 0.15) 0.570  

SEb 0.040 0.041    

95% CIb -0.92, -0.76 -0.95, -0.79    

Ls Meanc -0.84 -0.85 0.01 (-0.09, 0.10) 0.915  

SEc 0.035 0.035    

95% CIc -0.91, -0.77 -0.91, -0.78    

 

   Actual n 264 256    

Mean 0.25 0.22    

SD 0.601 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.98 -0.93    

SD 1.029 0.946    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -0.97 -0.93 -0.04 (-0.15, 0.08) 0.500  

SEb 0.041 0.042    

95% CIb -1.05, -0.89 -1.01, -0.84    

Ls Meanc -0.98 -0.93 -0.05 (-0.13, 0.02) 0.179  

SEc 0.027 0.027    

95% CIc -1.03, -0.93 -0.98, -0.87    

 

   Actual n 229 212    

Mean 0.11 0.13    

SD 0.381 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.88 -0.84 -0.04 (-0.08, 0.00) 0.038  

 

  Baseline Actual n 279 283  <.001d  

Mean 1.15 1.10    

SD 1.067 0.997    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.60 -0.48    

SD 1.001 1.024    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, 0.00)     

Ls Meanb -0.58 -0.48 -0.10 (-0.21, 0.00) 0.045  

SEb 0.037 0.037    

95% CIb -0.65, -0.51 -0.55, -0.41    

Ls Meanc -0.60 -0.49 -0.11 (-0.24, 0.02) 0.107  

SEc 0.049 0.048    

95% CIc -0.70, -0.50 -0.58, -0.39    

 

   Actual n 320 318    

Mean 0.56 0.64    

SD 0.836 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.77 -0.74    

SD 0.999 1.048    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.05)     

Ls Meanb -0.79 -0.73 -0.06 (-0.16, 0.05) 0.281  

SEb 0.037 0.038    

95% CIb -0.86, -0.71 -0.80, -0.65    

Ls Meanc -0.77 -0.74 -0.03 (-0.15, 0.09) 0.605  

SEc 0.043 0.044    

95% CIc -0.86, -0.69 -0.83, -0.65    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.34 0.40    

SD 0.712 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.98 -0.93    

SD 1.080 1.048    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.97 -0.94 -0.03 (-0.14, 0.08) 0.570  

SEb 0.040 0.040    

95% CIb -1.05, -0.90 -1.02, -0.86    

Ls Meanc -0.97 -0.93 -0.04 (-0.14, 0.05) 0.385  

SEc 0.034 0.034    

95% CIc -1.04, -0.91 -1.00, -0.86    

 

   Actual n 264 256    

Mean 0.17 0.20    

SD 0.535 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -1.06 -0.95    

SD 1.089 1.065    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.24, -0.02)     

Ls Meanb -1.05 -0.91 -0.13 (-0.24, -0.02) 0.019  

SEb 0.040 0.040    

95% CIb -1.13, -0.97 -0.99, -0.83    

Ls Meanc -1.06 -0.95 -0.11 (-0.19, -0.02) 0.011  

SEc 0.030 0.030    

95% CIc -1.12, -1.00 -1.01, -0.89    

 

   Actual n 229 212    

Mean 0.09 0.16    

SD 0.364 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.30 -0.30 0.00 (-0.02, 0.03) 0.660  

 

  Baseline Actual n 279 283  <.001d  

Mean 0.42 0.38    

SD 0.768 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.08 -0.12    

SD 0.818 0.668    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (0.03, 0.20)     

Ls Meanb -0.05 -0.13 0.08 (0.02, 0.14) 0.011  

SEb 0.023 0.022    

95% CIb -0.10, -0.01 -0.18, -0.09    

Ls Meanc -0.07 -0.13 0.06 (-0.05, 0.17) 0.271  

SEc 0.039 0.038    

95% CIc -0.15, 0.01 -0.20, -0.05    

 

   Actual n 320 318    

Mean 0.32 0.26    

SD 0.719 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.20 -0.21    

SD 0.753 0.699    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.07)     

Ls Meanb -0.20 -0.19 -0.01 (-0.08, 0.05) 0.700  

SEb 0.023 0.023    

95% CIb -0.25, -0.16 -0.24, -0.15    

Ls Meanc -0.21 -0.20 -0.01 (-0.11, 0.08) 0.766  

SEc 0.033 0.034    

95% CIc -0.28, -0.15 -0.26, -0.13    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.17 0.21    

SD 0.513 0.564    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.34 -0.35    

SD 0.780 0.669    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.13)     

Ls Meanb -0.34 -0.36 0.02 (-0.04, 0.09) 0.474  

SEb 0.025 0.025    

95% CIb -0.39, -0.29 -0.41, -0.31    

Ls Meanc -0.33 -0.36 0.03 (-0.02, 0.08) 0.209  

SEc 0.018 0.018    

95% CIc -0.37, -0.30 -0.40, -0.33    

 

   Actual n 264 256    

Mean 0.05 0.03    

SD 0.328 0.215    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.40 -0.40    

SD 0.801 0.703    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.10)     

Ls Meanb -0.37 -0.38 0.00 (-0.07, 0.07) 0.910  

SEb 0.025 0.025    

95% CIb -0.42, -0.33 -0.43, -0.33    

Ls Meanc -0.40 -0.40 0.00 (-0.02, 0.02) 0.981  

SEc 0.008 0.008    

95% CIc -0.41, -0.38 -0.41, -0.38    

 

   Actual n 229 212    

Mean 0.01 0.01    

SD 0.093 0.097    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.38 -0.43 0.05 (0.00, 0.10) 0.065  

 

  Baseline Actual n 279 283  <.001d  

Mean 0.70 0.66    

SD 1.037 0.970    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.12 -0.07    

SD 1.068 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.11 -0.07 -0.04 (-0.15, 0.07) 0.494  

SEb 0.040 0.040    

95% CIb -0.19, -0.03 -0.15, 0.01    

Ls Meanc -0.13 -0.08 -0.04 (-0.19, 0.10) 0.555  

SEc 0.052 0.051    

95% CIc -0.23, -0.03 -0.18, 0.02    

 

   Actual n 320 318    

Mean 0.58 0.64    

SD 0.913 0.938    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.22 -0.21    

SD 1.156 1.125    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.22 -0.21 -0.01 (-0.12, 0.10) 0.852  

SEb 0.040 0.041    

95% CIb -0.30, -0.14 -0.29, -0.13    

Ls Meanc -0.23 -0.22 -0.01 (-0.15, 0.13) 0.896  

SEc 0.051 0.052    

95% CIc -0.33, -0.13 -0.33, -0.12    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.46 0.50    

SD 0.829 0.852    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.43 -0.48    

SD 1.108 1.091    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.45 -0.51 0.06 (-0.06, 0.18) 0.321  

SEb 0.042 0.043    

95% CIb -0.53, -0.36 -0.59, -0.42    

Ls Meanc -0.44 -0.50 0.06 (-0.05, 0.17) 0.279  

SEc 0.040 0.040    

95% CIc -0.52, -0.36 -0.58, -0.42    

 

   Actual n 264 256    

Mean 0.25 0.20    

SD 0.644 0.512    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.47 -0.58    

SD 0.993 1.020    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.04, 0.27)     

Ls Meanb -0.48 -0.63 0.16 (0.04, 0.27) 0.009  

SEb 0.042 0.043    

95% CIb -0.56, -0.39 -0.72, -0.55    

Ls Meanc -0.48 -0.58 0.09 (0.01, 0.18) 0.028  

SEc 0.030 0.030    

95% CIc -0.54, -0.42 -0.64, -0.52    

 

   Actual n 229 212    

Mean 0.15 0.06    

SD 0.528 0.259    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.36 -0.41 0.05 (0.00, 0.10) 0.060  

 

  Baseline Actual n 279 283  0.010d  

Mean 0.63 0.61    

SD 0.987 0.928    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.14 -0.13    

SD 0.930 0.960    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.11 -0.12 0.01 (-0.09, 0.11) 0.858  

SEb 0.037 0.037    

95% CIb -0.19, -0.04 -0.20, -0.05    

Ls Meanc -0.15 -0.14 -0.01 (-0.14, 0.12) 0.888  

SEc 0.047 0.046    

95% CIc -0.24, -0.06 -0.23, -0.05    

 

   Actual n 320 318    

Mean 0.48 0.53    

SD 0.838 0.854    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.21 -0.23    

SD 1.085 1.093    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.19 -0.22 0.03 (-0.07, 0.14) 0.526  

SEb 0.038 0.038    

95% CIb -0.26, -0.12 -0.30, -0.15    

Ls Meanc -0.21 -0.24 0.03 (-0.11, 0.17) 0.682  

SEc 0.049 0.050    

95% CIc -0.31, -0.12 -0.34, -0.14    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.42 0.43    

SD 0.822 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.41 -0.44    

SD 1.056 1.025    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.19)     

Ls Meanb -0.41 -0.48 0.07 (-0.04, 0.18) 0.206  

SEb 0.039 0.040    

95% CIb -0.49, -0.33 -0.56, -0.40    

Ls Meanc -0.40 -0.47 0.07 (-0.04, 0.17) 0.199  

SEc 0.037 0.037    

95% CIc -0.48, -0.33 -0.54, -0.40    

 

   Actual n 264 256    

Mean 0.20 0.16    

SD 0.588 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.45 -0.56    

SD 0.970 0.977    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.22)     

Ls Meanb -0.46 -0.56 0.10 (-0.01, 0.21) 0.072  

SEb 0.039 0.040    

95% CIb -0.54, -0.38 -0.64, -0.48    

Ls Meanc -0.47 -0.55 0.08 (0.00, 0.16) 0.042  

SEc 0.027 0.028    

95% CIc -0.52, -0.41 -0.60, -0.49    

 

   Actual n 229 212    

Mean 0.12 0.05    

SD 0.452 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.46 -0.47 0.01 (-0.02, 0.04) 0.469  

 

  Baseline Actual n 279 283  0.904d  

Mean 0.65 0.64    

SD 0.789 0.770    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.21 -0.28    

SD 0.805 0.711    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.16)     

Ls Meanb -0.21 -0.26 0.05 (-0.02, 0.13) 0.172  

SEb 0.027 0.027    

95% CIb -0.26, -0.16 -0.32, -0.21    

Ls Meanc -0.22 -0.27 0.06 (-0.05, 0.16) 0.282  

SEc 0.037 0.036    

95% CIc -0.29, -0.15 -0.35, -0.20    

 

   Actual n 320 318    

Mean 0.42 0.41    

SD 0.667 0.628    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.34 -0.35    

SD 0.814 0.720    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.36 -0.37 0.01 (-0.07, 0.09) 0.812  

SEb 0.028 0.028    

95% CIb -0.41, -0.31 -0.42, -0.31    

Ls Meanc -0.33 -0.36 0.03 (-0.07, 0.12) 0.601  

SEc 0.034 0.035    

95% CIc -0.40, -0.26 -0.43, -0.29    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.31 0.30    

SD 0.586 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 205 203    

Mean -0.51 -0.54    

SD 0.764 0.753    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.11)     

Ls Meanb -0.50 -0.51 0.01 (-0.08, 0.09) 0.873  

SEb 0.030 0.030    

95% CIb -0.56, -0.44 -0.57, -0.45    

Ls Meanc -0.52 -0.54 0.03 (-0.05, 0.10) 0.495  

SEc 0.027 0.027    

95% CIc -0.57, -0.46 -0.59, -0.49    

 

   Actual n 264 256    

Mean 0.15 0.14    

SD 0.409 0.387    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.43 -0.58    

SD 0.748 0.729    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.53 -0.56 0.03 (-0.05, 0.11) 0.487  

SEb 0.030 0.030    

95% CIb -0.59, -0.47 -0.62, -0.50    

Ls Meanc -0.49 -0.52 0.04 (-0.02, 0.09) 0.232  

SEc 0.021 0.021    

95% CIc -0.53, -0.45 -0.57, -0.48    

 

   Actual n 229 212    

Mean 0.10 0.07    

SD 0.355 0.257    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.05 (0.01, 0.09)     

Ls Meanb -0.26 -0.30 0.04 (0.01, 0.08) 0.014  

 

  Baseline Actual n 279 283  0.005d  

Mean 0.47 0.45    

SD 0.817 0.803    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.09 -0.09    

SD 0.769 0.739    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb -0.08 -0.11 0.03 (-0.05, 0.12) 0.449  

SEb 0.031 0.031    

95% CIb -0.14, -0.02 -0.17, -0.05    

Ls Meanc -0.08 -0.10 0.02 (-0.09, 0.13) 0.758  

SEc 0.040 0.039    

95% CIc -0.16, 0.00 -0.18, -0.02    

 

   Actual n 320 318    

Mean 0.38 0.34    

SD 0.754 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 238 229    

Mean -0.21 -0.17    

SD 0.844 0.861    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.04)     

Ls Meanb -0.20 -0.14 -0.05 (-0.14, 0.03) 0.220  

SEb 0.031 0.032    

95% CIb -0.26, -0.13 -0.20, -0.08    

Ls Meanc -0.20 -0.18 -0.03 (-0.14, 0.09) 0.625  

SEc 0.041 0.042    

95% CIc -0.28, -0.12 -0.26, -0.09    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.24 0.31    

SD 0.650 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.22 -0.36    

SD 0.809 0.812    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.14 (0.02, 0.25)     

Ls Meanb -0.27 -0.38 0.11 (0.02, 0.20) 0.018  

SEb 0.033 0.033    

95% CIb -0.34, -0.21 -0.45, -0.32    

Ls Meanc -0.24 -0.35 0.11 (0.03, 0.19) 0.006  

SEc 0.029 0.029    

95% CIc -0.30, -0.18 -0.41, -0.30    

 

   Actual n 264 256    

Mean 0.15 0.07    

SD 0.490 0.336    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.33 -0.36    

SD 0.830 0.793    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.17)     

Ls Meanb -0.33 -0.37 0.04 (-0.05, 0.14) 0.372  

SEb 0.033 0.034    

95% CIb -0.39, -0.26 -0.44, -0.30    

Ls Meanc -0.33 -0.36 0.02 (-0.04, 0.09) 0.464  

SEc 0.024 0.024    

95% CIc -0.38, -0.29 -0.41, -0.31    

 

   Actual n 229 212    

Mean 0.09 0.08    

SD 0.339 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.02 (-0.02, 0.05)     

Ls Meanb -0.47 -0.48 0.01 (-0.02, 0.04) 0.373  

 

  Baseline Actual n 279 283  0.275d  

Mean 0.62 0.67    

SD 0.809 0.851    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.21 -0.35    

SD 0.834 0.846    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.17)     

Ls Meanb -0.23 -0.29 0.06 (-0.02, 0.14) 0.142  

SEb 0.029 0.029    

95% CIb -0.29, -0.17 -0.35, -0.23    

Ls Meanc -0.24 -0.32 0.08 (-0.03, 0.19) 0.166  

SEc 0.039 0.039    

95% CIc -0.32, -0.16 -0.39, -0.24    

 

   Actual n 320 318    

Mean 0.38 0.36    

SD 0.693 0.683    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 238 229    

Mean -0.37 -0.48    

SD 0.846 0.944    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.41 -0.43 0.01 (-0.07, 0.10) 0.733  

SEb 0.029 0.030    

95% CIb -0.47, -0.36 -0.49, -0.37    

Ls Meanc -0.41 -0.45 0.04 (-0.06, 0.13) 0.489  

SEc 0.036 0.036    

95% CIc -0.48, -0.34 -0.52, -0.38    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.25 0.21    

SD 0.622 0.547    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 205 203    

Mean -0.47 -0.58    

SD 0.877 0.866    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.51 -0.54 0.03 (-0.06, 0.11) 0.547  

SEb 0.031 0.031    

95% CIb -0.57, -0.45 -0.60, -0.48    

Ls Meanc -0.51 -0.54 0.02 (-0.05, 0.10) 0.537  

SEc 0.027 0.027    

95% CIc -0.57, -0.46 -0.59, -0.48    

 

   Actual n 264 256    

Mean 0.12 0.10    

SD 0.433 0.346    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.55 -0.54    

SD 0.838 0.825    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.04)     

Ls Meanb -0.58 -0.52 -0.06 (-0.15, 0.03) 0.191  

SEb 0.032 0.032    

95% CIb -0.64, -0.52 -0.58, -0.46    

Ls Meanc -0.57 -0.52 -0.05 (-0.11, 0.02) 0.143  

SEc 0.024 0.024    

95% CIc -0.62, -0.53 -0.57, -0.48    

 

   Actual n 229 212    

Mean 0.05 0.09    

SD 0.285 0.324    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

0.01 (-0.01, 0.03)     

Ls Meanb -0.09 -0.09 0.00 (-0.01, 0.01) 0.491  

 

  Baseline Actual n 279 283  0.001d  

Mean 0.15 0.08    

SD 0.540 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 253 259    

Mean -0.09 -0.03    

SD 0.500 0.356    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.05, 0.09)     

Ls Meanb -0.05 -0.06 0.01 (-0.02, 0.04) 0.561  

SEb 0.011 0.011    

95% CIb -0.08, -0.03 -0.08, -0.04    

Ls Meanc -0.06 -0.06 0.00 (-0.04, 0.05) 0.825  

SEc 0.016 0.016    

95% CIc -0.09, -0.03 -0.10, -0.03    

 

   Actual n 320 318    

Mean 0.05 0.03    

SD 0.287 0.222    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 238 229    

Mean -0.08 -0.04    

SD 0.545 0.412    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.03, 0.10)     

Ls Meanb -0.05 -0.07 0.02 (-0.01, 0.05) 0.302  

SEb 0.011 0.011    

95% CIb -0.08, -0.03 -0.09, -0.05    

Ls Meanc -0.06 -0.07 0.01 (-0.04, 0.06) 0.688  

SEc 0.017 0.017    

95% CIc -0.09, -0.02 -0.10, -0.03    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 293 287    

Mean 0.04 0.02    

SD 0.252 0.212    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 205 203    

Mean -0.14 -0.05    

SD 0.570 0.285    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.09)     

Ls Meanb -0.09 -0.10 0.01 (-0.03, 0.04) 0.731  

SEb 0.012 0.012    

95% CIb -0.11, -0.07 -0.12, -0.07    

Ls Meanc -0.09 -0.10 0.01 (-0.01, 0.04) 0.224  

SEc 0.008 0.008    

95% CIc -0.10, -0.07 -0.12, -0.09    

 

   Actual n 264 256    

Mean 0.02 0.01    

SD 0.150 0.125    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 182    

Mean -0.16 -0.06    

SD 0.593 0.300    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.07)     

Ls Meanb -0.11 -0.10 0.00 (-0.04, 0.03) 0.803  

SEb 0.012 0.012    

95% CIb -0.13, -0.08 -0.13, -0.08    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    

 

   Actual n 229 212    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

≥ 3 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.05)     

Ls Meanb -0.65 -0.61 -0.03 (-0.12, 0.05) 0.457  

 

  Baseline Actual n 69 71    

Mean 0.88 1.01    

SD 0.978 0.993    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Change n 62 66    

Mean -0.18 -0.30    

SD 0.820 0.992    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.25, 0.18)     

Ls Meanb -0.27 -0.23 -0.03 (-0.25, 0.18) 0.749  

SEb 0.077 0.076    

95% CIb -0.42, -0.12 -0.38, -0.09    

Ls Meanc -0.24 -0.23 -0.01 (-0.27, 0.26) 0.952  

SEc 0.096 0.096    

95% CIc -0.43, -0.05 -0.42, -0.04    

 

   Actual n 79 85    

Mean 0.66 0.65    

SD 0.861 0.882    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 60 55    

Mean -0.38 -0.35    

SD 0.993 1.126    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.34, 0.11)     

Ls Meanb -0.41 -0.29 -0.11 (-0.33, 0.10) 0.303  

SEb 0.077 0.080    

95% CIb -0.56, -0.26 -0.45, -0.13    

Ls Meanc -0.43 -0.30 -0.13 (-0.44, 0.18) 0.405  

SEc 0.107 0.115    

95% CIc -0.64, -0.21 -0.53, -0.07    

 

   Actual n 76 74    

Mean 0.46 0.54    

SD 0.756 0.909    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.72 -0.76    

SD 0.970 0.894    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.24)     

Ls Meanb -0.78 -0.78 0.01 (-0.22, 0.23) 0.956  

SEb 0.079 0.085    

95% CIb -0.93, -0.62 -0.95, -0.62    

Ls Meanc -0.77 -0.76 -0.01 (-0.17, 0.15) 0.887  

SEc 0.055 0.061    

95% CIc -0.88, -0.66 -0.88, -0.64    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 74 68    

Mean 0.14 0.18    

SD 0.382 0.455    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 29 Change n 47 44    

Mean -0.66 -0.93    

SD 0.984 1.087    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.14, 0.33)     

Ls Meanb -0.76 -0.85 0.10 (-0.14, 0.33) 0.417  

SEb 0.083 0.085    

95% CIb -0.92, -0.59 -1.02, -0.69    

Ls Meanc -0.74 -0.87 0.13 (-0.05, 0.31) 0.160  

SEc 0.063 0.068    

95% CIc -0.87, -0.62 -1.01, -0.74    

 

   Actual n 54 56    

Mean 0.17 0.07    

SD 0.466 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.69 -0.68 -0.01 (-0.06, 0.04) 0.733  

 

  Baseline Actual n 69 71    

Mean 0.86 0.76    

SD 0.928 0.963    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 61 66    

Mean -0.30 -0.47    

SD 0.823 0.932    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.17 (0.01, 0.33)     

Ls Meanb -0.34 -0.50 0.16 (0.01, 0.31) 0.042  

SEb 0.056 0.055    

95% CIb -0.45, -0.23 -0.61, -0.39    

Ls Meanc -0.31 -0.46 0.15 (-0.08, 0.38) 0.194  

SEc 0.084 0.083    

95% CIc -0.47, -0.14 -0.62, -0.29    

 

   Actual n 78 85    

Mean 0.44 0.28    

SD 0.799 0.569    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 60 55    

Mean -0.63 -0.49    

SD 0.956 1.052    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.34, 0.00)     

Ls Meanb -0.65 -0.49 -0.16 (-0.32, 0.00) 0.044  

SEb 0.057 0.059    

95% CIb -0.76, -0.54 -0.60, -0.37    

Ls Meanc -0.65 -0.52 -0.13 (-0.35, 0.09) 0.240  

SEc 0.076 0.082    

95% CIc -0.80, -0.50 -0.68, -0.36    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.13 0.23    

SD 0.442 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.76 -0.74    

SD 0.924 0.965    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.14)     

Ls Meanb -0.76 -0.74 -0.03 (-0.20, 0.14) 0.729  

SEb 0.058 0.062    

95% CIb -0.88, -0.65 -0.86, -0.61    

Ls Meanc -0.77 -0.76 -0.01 (-0.15, 0.13) 0.855  

SEc 0.048 0.053    

95% CIc -0.87, -0.68 -0.87, -0.66    

 

   Actual n 74 68    

Mean 0.04 0.06    

SD 0.259 0.382    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.81 -0.77    

SD 0.970 1.075    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.20)     

Ls Meanb -0.76 -0.77 0.02 (-0.16, 0.19) 0.854  

SEb 0.062 0.064    

95% CIb -0.88, -0.63 -0.90, -0.65    

Ls Meanc -0.81 -0.80 -0.01 (-0.14, 0.12) 0.850  

SEc 0.046 0.049    

95% CIc -0.90, -0.72 -0.89, -0.70    

 

   Actual n 54 56    

Mean 0.04 0.05    

SD 0.272 0.297    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.37 -0.36 -0.01 (-0.07, 0.05) 0.787  

 

  Baseline Actual n 69 71    

Mean 0.51 0.59    

SD 0.779 0.748    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.06 -0.11    

SD 0.721 0.726    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.36, 0.08)     

Ls Meanb -0.15 -0.04 -0.11 (-0.28, 0.06) 0.205  

SEb 0.061 0.060    

95% CIb -0.27, -0.03 -0.16, 0.08    

Ls Meanc -0.11 -0.08 -0.03 (-0.26, 0.19) 0.762  

SEc 0.081 0.081    

95% CIc -0.27, 0.05 -0.24, 0.08    

 

   Actual n 79 85    

Mean 0.43 0.53    

SD 0.710 0.765    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.20 -0.27    

SD 0.755 0.706    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.28, 0.17)     

Ls Meanb -0.27 -0.22 -0.04 (-0.22, 0.13) 0.639  

SEb 0.062 0.064    

95% CIb -0.39, -0.15 -0.35, -0.10    

Ls Meanc -0.25 -0.25 0.00 (-0.19, 0.19) 0.993  

SEc 0.068 0.073    

95% CIc -0.38, -0.11 -0.39, -0.10    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.29 0.35    

SD 0.537 0.629    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 58 50    

Mean -0.38 -0.48    

SD 0.813 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.16, 0.31)     

Ls Meanb -0.43 -0.49 0.06 (-0.12, 0.24) 0.540  

SEb 0.063 0.067    

95% CIb -0.55, -0.31 -0.62, -0.36    

Ls Meanc -0.41 -0.43 0.02 (-0.11, 0.14) 0.758  

SEc 0.043 0.048    

95% CIc -0.49, -0.32 -0.52, -0.33    

 

   Actual n 74 68    

Mean 0.12 0.06    

SD 0.368 0.237    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.30 -0.59    

SD 0.657 0.923    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.17, 0.32)     

Ls Meanb -0.45 -0.51 0.06 (-0.13, 0.25) 0.536  

SEb 0.067 0.068    

95% CIb -0.58, -0.32 -0.64, -0.37    

Ls Meanc -0.46 -0.42 -0.04 (-0.18, 0.10) 0.559  

SEc 0.048 0.052    

95% CIc -0.55, -0.36 -0.52, -0.31    

 

   Actual n 54 56    

Mean 0.06 0.13    

SD 0.231 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

0.03 (-0.10, 0.16)     

Ls Meanb -0.59 -0.61 0.02 (-0.08, 0.12) 0.649  

 

  Baseline Actual n 69 71    

Mean 1.03 1.18    

SD 0.785 0.762    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean 0.02 -0.17    

SD 0.640 0.852    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.21, 0.37)     

Ls Meanb -0.05 -0.11 0.06 (-0.16, 0.29) 0.578  

SEb 0.081 0.080    

95% CIb -0.21, 0.11 -0.27, 0.04    

Ls Meanc -0.04 -0.13 0.09 (-0.15, 0.32) 0.458  

SEc 0.085 0.084    

95% CIc -0.21, 0.13 -0.29, 0.04    

 

   Actual n 79 85    

Mean 1.00 1.00    

SD 0.784 0.756    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.10 -0.22    

SD 0.775 1.049    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.44, 0.15)     

Ls Meanb -0.19 -0.08 -0.11 (-0.34, 0.12) 0.335  

SEb 0.082 0.085    

95% CIb -0.35, -0.03 -0.25, 0.08    

Ls Meanc -0.15 -0.16 0.01 (-0.30, 0.32) 0.941  

SEc 0.110 0.117    

95% CIc -0.37, 0.06 -0.40, 0.07    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.88 0.95    

SD 0.879 0.874    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 15 Change n 58 50    

Mean -0.66 -0.94    

SD 0.909 0.793    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.14, 0.48)     

Ls Meanb -0.73 -0.86 0.13 (-0.11, 0.37) 0.283  

SEb 0.084 0.089    

95% CIb -0.89, -0.56 -1.03, -0.69    

Ls Meanc -0.73 -0.84 0.11 (-0.12, 0.34) 0.341  

SEc 0.078 0.086    

95% CIc -0.88, -0.57 -1.01, -0.67    

 

   Actual n 74 68    

Mean 0.34 0.29    

SD 0.603 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.83 -1.02    

SD 0.916 0.876    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.20, 0.43)     

Ls Meanb -0.88 -0.97 0.09 (-0.15, 0.33) 0.474  

SEb 0.087 0.088    

95% CIb -1.05, -0.71 -1.14, -0.79    

Ls Meanc -0.90 -0.97 0.07 (-0.12, 0.26) 0.484  

SEc 0.066 0.071    

95% CIc -1.03, -0.77 -1.11, -0.83    

 

   Actual n 54 56    

Mean 0.22 0.20    

SD 0.502 0.444    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

-0.06 (-0.12, 0.01)     

Ls Meanb -0.26 -0.22 -0.04 (-0.08, 0.00) 0.075  

 

  Baseline Actual n 69 71    

Mean 0.42 0.35    

SD 0.736 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 61 66    

Mean 0.00 0.00    

SD 0.796 0.977    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.15)     

Ls Meanb 0.00 0.02 -0.02 (-0.15, 0.11) 0.760  

SEb 0.048 0.047    

95% CIb -0.10, 0.09 -0.07, 0.11    

Ls Meanc -0.01 0.02 -0.02 (-0.25, 0.21) 0.859  

SEc 0.084 0.083    

95% CIc -0.17, 0.16 -0.15, 0.18    

 

   Actual n 78 85    

Mean 0.38 0.33    

SD 0.669 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.20 -0.04    

SD 0.755 0.816    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.32, 0.06)     

Ls Meanb -0.21 -0.11 -0.09 (-0.23, 0.04) 0.182  

SEb 0.048 0.050    

95% CIb -0.30, -0.11 -0.21, -0.01    

Ls Meanc -0.16 -0.07 -0.10 (-0.27, 0.08) 0.283  

SEc 0.062 0.067    

95% CIc -0.28, -0.04 -0.20, 0.07    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.22 0.24    

SD 0.506 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.33 -0.24    

SD 0.735 0.687    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.18, 0.22)     

Ls Meanb -0.30 -0.31 0.02 (-0.13, 0.16) 0.826  

SEb 0.049 0.053    

95% CIb -0.40, -0.20 -0.42, -0.21    

Ls Meanc -0.27 -0.31 0.04 (-0.04, 0.11) 0.349  

SEc 0.025 0.028    

95% CIc -0.32, -0.22 -0.36, -0.25    

 

   Actual n 74 68    

Mean 0.04 0.04    

SD 0.199 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.43 -0.25    

SD 0.744 0.651    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.25, 0.17)     

Ls Meanb -0.35 -0.32 -0.03 (-0.18, 0.12) 0.714  

SEb 0.053 0.055    

95% CIb -0.45, -0.24 -0.43, -0.21    

Ls Meanc -0.35 -0.32 -0.03 (-0.08, 0.01) 0.139  

SEc 0.015 0.016    

95% CIc -0.38, -0.32 -0.35, -0.29    

 

   Actual n 54 56    

Mean 0.00 0.02    

SD 0.000 0.134    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.00 (-0.15, 0.14)     

Ls Meanb -0.07 -0.07 0.00 (-0.11, 0.10) 0.958  

 

  Baseline Actual n 69 71    

Mean 0.30 0.28    

SD 0.734 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.02 -0.08    

SD 0.779 0.791    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.21, 0.35)     

Ls Meanb -0.02 -0.07 0.05 (-0.15, 0.25) 0.617  

SEb 0.073 0.073    

95% CIb -0.17, 0.12 -0.22, 0.07    

Ls Meanc -0.04 -0.08 0.04 (-0.15, 0.24) 0.663  

SEc 0.071 0.071    

95% CIc -0.18, 0.10 -0.22, 0.06    

 

   Actual n 79 85    

Mean 0.28 0.19    

SD 0.619 0.545    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 60 55    

Mean -0.05 0.09    

SD 0.872 0.967    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.20 (-0.49, 0.09)     

Ls Meanb -0.03 0.11 -0.14 (-0.35, 0.06) 0.171  

SEb 0.074 0.076    

95% CIb -0.17, 0.11 -0.03, 0.26    

Ls Meanc -0.02 0.10 -0.13 (-0.39, 0.13) 0.331  

SEc 0.091 0.098    

95% CIc -0.20, 0.16 -0.09, 0.30    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.26 0.26    

SD 0.640 0.684    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 15 Change n 58 50    

Mean -0.07 -0.16    

SD 0.896 0.681    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.20, 0.40)     

Ls Meanb -0.06 -0.13 0.07 (-0.15, 0.28) 0.527  

SEb 0.076 0.080    

95% CIb -0.21, 0.08 -0.29, 0.02    

Ls Meanc -0.09 -0.15 0.06 (-0.16, 0.28) 0.597  

SEc 0.076 0.084    

95% CIc -0.24, 0.06 -0.31, 0.02    

 

   Actual n 74 68    

Mean 0.19 0.13    

SD 0.589 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.09 -0.23    

SD 0.803 0.774    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.15, 0.44)     

Ls Meanb -0.14 -0.25 0.10 (-0.11, 0.32) 0.343  

SEb 0.077 0.078    

95% CIb -0.29, 0.01 -0.40, -0.09    

Ls Meanc -0.11 -0.20 0.08 (-0.09, 0.26) 0.343  

SEc 0.060 0.064    

95% CIc -0.23, 0.01 -0.32, -0.07    

 

   Actual n 54 56    

Mean 0.13 0.05    

SD 0.436 0.297    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.06)     

Ls Meanb -0.64 -0.57 -0.06 (-0.18, 0.06) 0.304  

 

  Baseline Actual n 69 71    

Mean 1.25 1.38    

SD 0.961 0.976    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.06 -0.11    

SD 1.054 1.010    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.32, 0.23)     

Ls Meanb -0.10 -0.05 -0.05 (-0.31, 0.22) 0.736  

SEb 0.097 0.096    

95% CIb -0.29, 0.09 -0.24, 0.13    

Ls Meanc -0.12 -0.10 -0.01 (-0.32, 0.30) 0.937  

SEc 0.113 0.112    

95% CIc -0.34, 0.11 -0.33, 0.12    

 

   Actual n 79 85    

Mean 1.14 1.13    

SD 0.957 1.021    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 60 55    

Mean -0.32 -0.24    

SD 1.000 0.962    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.49, 0.08)     

Ls Meanb -0.37 -0.18 -0.20 (-0.47, 0.08) 0.162  

SEb 0.098 0.101    

95% CIb -0.57, -0.18 -0.38, 0.02    

Ls Meanc -0.33 -0.22 -0.11 (-0.42, 0.20) 0.478  

SEc 0.108 0.116    

95% CIc -0.55, -0.12 -0.45, 0.01    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.89 1.04    

SD 0.932 0.985    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.72 -0.82    

SD 1.089 0.919    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.26, 0.33)     

Ls Meanb -0.78 -0.81 0.04 (-0.25, 0.32) 0.810  

SEb 0.101 0.107    

95% CIb -0.97, -0.58 -1.02, -0.60    

Ls Meanc -0.76 -0.80 0.04 (-0.25, 0.32) 0.807  

SEc 0.099 0.110    

95% CIc -0.96, -0.57 -1.02, -0.58    

 

   Actual n 74 68    

Mean 0.50 0.49    

SD 0.745 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.70 -1.02    

SD 0.976 0.927    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.10, 0.49)     

Ls Meanb -0.77 -0.96 0.19 (-0.10, 0.48) 0.199  

SEb 0.104 0.106    

95% CIb -0.98, -0.57 -1.17, -0.76    

Ls Meanc -0.82 -0.96 0.14 (-0.11, 0.39) 0.260  

SEc 0.086 0.092    

95% CIc -0.99, -0.65 -1.14, -0.78    

 

   Actual n 54 56    

Mean 0.39 0.38    

SD 0.627 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

-0.10 (-0.19, -0.01)     

Ls Meanb -0.70 -0.60 -0.09 (-0.18, -0.01) 0.033  

 

  Baseline Actual n 69 71    

Mean 0.93 0.94    

SD 0.975 0.924    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.39 -0.42    

SD 0.981 0.946    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.18, 0.24)     

Ls Meanb -0.39 -0.42 0.03 (-0.17, 0.23) 0.769  

SEb 0.072 0.072    

95% CIb -0.54, -0.25 -0.56, -0.28    

Ls Meanc -0.40 -0.42 0.02 (-0.23, 0.26) 0.901  

SEc 0.090 0.089    

95% CIc -0.58, -0.23 -0.60, -0.24    

 

   Actual n 79 85    

Mean 0.49 0.52    

SD 0.732 0.781    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.53 -0.38    

SD 1.081 0.952    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.36, 0.07)     

Ls Meanb -0.55 -0.41 -0.14 (-0.34, 0.07) 0.188  

SEb 0.073 0.076    

95% CIb -0.70, -0.41 -0.56, -0.27    

Ls Meanc -0.50 -0.43 -0.06 (-0.30, 0.17) 0.591  

SEc 0.084 0.090    

95% CIc -0.66, -0.33 -0.61, -0.25    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.41 0.50    

SD 0.696 0.763    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.84 -0.64    

SD 0.988 0.898    

Min -3.00 -2.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.40, 0.05)     

Ls Meanb -0.85 -0.68 -0.16 (-0.38, 0.05) 0.133  

SEb 0.075 0.080    

95% CIb -0.99, -0.70 -0.84, -0.53    

Ls Meanc -0.81 -0.62 -0.18 (-0.36, -0.01) 0.039  

SEc 0.060 0.066    

95% CIc -0.93, -0.69 -0.76, -0.49    

 

   Actual n 74 68    

Mean 0.11 0.24    

SD 0.391 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.81 -0.84    

SD 1.056 0.939    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.27, 0.19)     

Ls Meanb -0.83 -0.79 -0.04 (-0.26, 0.18) 0.733  

SEb 0.078 0.079    

95% CIb -0.98, -0.67 -0.94, -0.63    

Ls Meanc -0.87 -0.79 -0.08 (-0.26, 0.11) 0.418  

SEc 0.064 0.069    

95% CIc -1.00, -0.74 -0.93, -0.66    

 

   Actual n 54 56    

Mean 0.09 0.21    

SD 0.293 0.563    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.65 -0.63 -0.02 (-0.11, 0.07) 0.638  

 

  Baseline Actual n 69 71    

Mean 0.84 1.17    

SD 0.834 1.014    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.13 -0.48    

SD 0.896 0.932    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.14, 0.34)     

Ls Meanb -0.22 -0.31 0.09 (-0.13, 0.31) 0.429  

SEb 0.081 0.080    

95% CIb -0.38, -0.07 -0.47, -0.16    

Ls Meanc -0.23 -0.38 0.15 (-0.13, 0.42) 0.288  

SEc 0.098 0.097    

95% CIc -0.42, -0.04 -0.57, -0.18    

 

   Actual n 79 85    

Mean 0.72 0.65    

SD 0.891 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.28 -0.47    

SD 0.846 1.184    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.25, 0.25)     

Ls Meanb -0.39 -0.38 0.00 (-0.23, 0.23) 0.995  

SEb 0.081 0.085    

95% CIb -0.54, -0.23 -0.55, -0.22    

Ls Meanc -0.37 -0.38 0.00 (-0.31, 0.32) 0.982  

SEc 0.110 0.118    

95% CIc -0.59, -0.15 -0.61, -0.14    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.54 0.53    

SD 0.807 0.925    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.69 -0.88    

SD 0.902 0.940    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.25, 0.26)     

Ls Meanb -0.80 -0.81 0.01 (-0.23, 0.25) 0.955  

SEb 0.083 0.089    

95% CIb -0.96, -0.64 -0.98, -0.63    

Ls Meanc -0.80 -0.79 -0.01 (-0.20, 0.18) 0.911  

SEc 0.064 0.072    

95% CIc -0.93, -0.67 -0.93, -0.65    

 

   Actual n 74 68    

Mean 0.14 0.19    

SD 0.382 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 75 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.66 -0.98    

SD 0.891 1.131    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.19, 0.34)     

Ls Meanb -0.75 -0.82 0.07 (-0.17, 0.32) 0.568  

SEb 0.087 0.089    

95% CIb -0.92, -0.58 -1.00, -0.65    

Ls Meanc -0.80 -0.88 0.09 (-0.11, 0.29) 0.396  

SEc 0.069 0.074    

95% CIc -0.93, -0.66 -1.03, -0.73    

 

   Actual n 54 56    

Mean 0.19 0.16    

SD 0.438 0.458    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

-0.11 (-0.19, -0.03)     

Ls Meanb -0.35 -0.27 -0.08 (-0.14, -0.02) 0.011  

 

  Baseline Actual n 69 71    

Mean 0.39 0.44    

SD 0.712 0.788    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 76 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.10 -0.12    

SD 0.718 0.595    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.24, 0.16)     

Ls Meanb -0.13 -0.10 -0.03 (-0.18, 0.12) 0.696  

SEb 0.054 0.053    

95% CIb -0.24, -0.03 -0.21, 0.00    

Ls Meanc -0.11 -0.09 -0.02 (-0.20, 0.16) 0.840  

SEc 0.066 0.065    

95% CIc -0.24, 0.02 -0.22, 0.04    

 

   Actual n 79 85    

Mean 0.24 0.28    

SD 0.512 0.610    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.18 -0.16    

SD 0.748 0.898    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.37, 0.04)     

Ls Meanb -0.21 -0.09 -0.12 (-0.28, 0.03) 0.119  

SEb 0.054 0.056    

95% CIb -0.32, -0.11 -0.20, 0.02    

Ls Meanc -0.20 -0.14 -0.07 (-0.27, 0.14) 0.523  

SEc 0.072 0.077    

95% CIc -0.35, -0.06 -0.29, 0.02    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 77 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.17 0.31    

SD 0.444 0.681    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.38 -0.38    

SD 0.721 0.780    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.26, 0.17)     

Ls Meanb -0.39 -0.36 -0.03 (-0.19, 0.13) 0.677  

SEb 0.056 0.059    

95% CIb -0.50, -0.28 -0.47, -0.24    

Ls Meanc -0.40 -0.36 -0.04 (-0.16, 0.08) 0.542  

SEc 0.042 0.046    

95% CIc -0.48, -0.32 -0.45, -0.27    

 

   Actual n 74 68    

Mean 0.03 0.09    

SD 0.163 0.448    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.38 -0.39    

SD 0.768 0.784    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.28, 0.15)     

Ls Meanb -0.41 -0.36 -0.05 (-0.21, 0.11) 0.544  

SEb 0.058 0.059    

95% CIb -0.52, -0.29 -0.47, -0.24    

Ls Meanc -0.42 -0.34 -0.08 (-0.23, 0.06) 0.274  

SEc 0.050 0.054    

95% CIc -0.52, -0.32 -0.45, -0.23    

 

   Actual n 54 56    

Mean 0.02 0.09    

SD 0.136 0.438    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

-0.12 (-0.20, -0.03)     

Ls Meanb -0.43 -0.32 -0.11 (-0.20, -0.03) 0.008  

 

  Baseline Actual n 69 71    

Mean 0.49 0.70    

SD 0.797 1.101    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.10 -0.08    

SD 0.824 1.100    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.19 (-0.37, 0.00)     

Ls Meanb -0.15 0.03 -0.18 (-0.36, 0.00) 0.055  

SEb 0.066 0.066    

95% CIb -0.28, -0.02 -0.10, 0.16    

Ls Meanc -0.20 -0.07 -0.13 (-0.39, 0.13) 0.334  

SEc 0.095 0.095    

95% CIc -0.39, -0.01 -0.26, 0.12    

 

   Actual n 79 85    

Mean 0.38 0.55    

SD 0.647 0.906    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.25 -0.13    

SD 0.985 1.123    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.35, 0.04)     

Ls Meanb -0.29 -0.14 -0.15 (-0.34, 0.04) 0.111  

SEb 0.067 0.069    

95% CIb -0.42, -0.16 -0.28, 0.00    

Ls Meanc -0.31 -0.12 -0.19 (-0.46, 0.09) 0.183  

SEc 0.096 0.104    

95% CIc -0.50, -0.12 -0.33, 0.08    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.30 0.39    

SD 0.674 0.791    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.41 -0.50    

SD 0.676 1.147    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.28, 0.13)     

Ls Meanb -0.51 -0.44 -0.07 (-0.27, 0.12) 0.470  

SEb 0.069 0.073    

95% CIb -0.65, -0.38 -0.58, -0.30    

Ls Meanc -0.49 -0.41 -0.08 (-0.18, 0.02) 0.129  

SEc 0.036 0.039    

95% CIc -0.56, -0.42 -0.49, -0.33    

 

   Actual n 74 68    

Mean 0.04 0.09    

SD 0.199 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.45 -0.45    

SD 0.686 1.130    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.22, 0.19)     

Ls Meanb -0.50 -0.48 -0.01 (-0.21, 0.19) 0.908  

SEb 0.071 0.072    

95% CIb -0.64, -0.36 -0.63, -0.34    

Ls Meanc -0.50 -0.41 -0.08 (-0.22, 0.05) 0.228  

SEc 0.048 0.052    

95% CIc -0.59, -0.40 -0.52, -0.31    

 

   Actual n 54 56    

Mean 0.09 0.09    

SD 0.446 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

-0.07 (-0.15, 0.01)     

Ls Meanb -0.43 -0.36 -0.07 (-0.15, 0.01) 0.094  

 

  Baseline Actual n 69 71    

Mean 0.46 0.70    

SD 0.778 1.113    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.05 -0.15    

SD 0.777 1.126    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.27, 0.10)     

Ls Meanb -0.14 -0.05 -0.09 (-0.26, 0.09) 0.347  

SEb 0.064 0.064    

95% CIb -0.26, -0.01 -0.18, 0.07    

Ls Meanc -0.16 -0.13 -0.03 (-0.29, 0.23) 0.805  

SEc 0.093 0.094    

95% CIc -0.35, 0.02 -0.32, 0.05    

 

   Actual n 79 85    

Mean 0.38 0.49    

SD 0.666 0.868    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.18 -0.22    

SD 0.983 1.166    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.37, 0.01)     

Ls Meanb -0.27 -0.10 -0.17 (-0.36, 0.01) 0.065  

SEb 0.065 0.067    

95% CIb -0.40, -0.14 -0.23, 0.03    

Ls Meanc -0.29 -0.12 -0.17 (-0.44, 0.10) 0.212  

SEc 0.093 0.101    

95% CIc -0.48, -0.11 -0.32, 0.08    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.28 0.41    

SD 0.602 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 58 50    

Mean -0.41 -0.58    

SD 0.726 1.230    

Min -2.00 -4.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.23, 0.17)     

Ls Meanb -0.50 -0.47 -0.03 (-0.22, 0.16) 0.771  

SEb 0.067 0.071    

95% CIb -0.63, -0.37 -0.61, -0.33    

Ls Meanc -0.52 -0.47 -0.04 (-0.15, 0.06) 0.407  

SEc 0.036 0.040    

95% CIc -0.59, -0.45 -0.55, -0.39    

 

   Actual n 74 68    

Mean 0.07 0.07    

SD 0.253 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.43 -0.48    

SD 0.744 1.151    

Min -2.00 -4.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.22, 0.18)     

Ls Meanb -0.50 -0.48 -0.02 (-0.21, 0.17) 0.842  

SEb 0.069 0.070    

95% CIb -0.63, -0.36 -0.62, -0.34    

Ls Meanc -0.49 -0.42 -0.07 (-0.19, 0.05) 0.228  

SEc 0.040 0.043    

95% CIc -0.57, -0.41 -0.50, -0.33    

 

   Actual n 54 56    

Mean 0.02 0.07    

SD 0.136 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.35 -0.34 -0.01 (-0.07, 0.05) 0.787  

 

  Baseline Actual n 68 71    

Mean 0.47 0.51    

SD 0.680 0.715    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 61 66    

Mean 0.00 -0.24    

SD 0.658 0.766    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.27 (0.05, 0.49)     

Ls Meanb -0.04 -0.23 0.19 (0.04, 0.34) 0.015  

SEb 0.055 0.054    

95% CIb -0.15, 0.07 -0.33, -0.12    

Ls Meanc -0.02 -0.22 0.20 (-0.01, 0.41) 0.059  

SEc 0.076 0.075    

95% CIc -0.17, 0.13 -0.37, -0.08    

 

   Actual n 79 85    

Mean 0.48 0.27    

SD 0.714 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 59 55    

Mean -0.25 -0.24    

SD 0.632 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.37, 0.08)     

Ls Meanb -0.31 -0.21 -0.10 (-0.26, 0.05) 0.194  

SEb 0.056 0.058    

95% CIb -0.42, -0.20 -0.32, -0.10    

Ls Meanc -0.29 -0.22 -0.08 (-0.27, 0.12) 0.438  

SEc 0.068 0.072    

95% CIc -0.43, -0.16 -0.36, -0.07    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.22 0.30    

SD 0.419 0.656    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

  Day 15 Change n 57 50    

Mean -0.30 -0.46    

SD 0.680 0.734    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.12, 0.35)     

Ls Meanb -0.36 -0.44 0.08 (-0.08, 0.24) 0.333  

SEb 0.057 0.061    

95% CIb -0.48, -0.25 -0.56, -0.33    

Ls Meanc -0.33 -0.40 0.07 (-0.08, 0.21) 0.359  

SEc 0.049 0.054    

95% CIc -0.43, -0.24 -0.51, -0.29    

 

   Actual n 74 68    

Mean 0.14 0.07    

SD 0.382 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 46 44    

Mean -0.43 -0.36    

SD 0.688 0.810    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.32, 0.16)     

Ls Meanb -0.45 -0.39 -0.06 (-0.22, 0.11) 0.520  

SEb 0.060 0.061    

95% CIb -0.57, -0.33 -0.51, -0.27    

Ls Meanc -0.46 -0.34 -0.11 (-0.26, 0.03) 0.117  

SEc 0.050 0.053    

95% CIc -0.55, -0.36 -0.45, -0.24    

 

   Actual n 54 56    

Mean 0.04 0.18    

SD 0.191 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.02 (-0.10, 0.15)     

Ls Meanb -0.20 -0.21 0.02 (-0.08, 0.12) 0.729  

 

  Baseline Actual n 69 71    

Mean 0.42 0.45    

SD 0.793 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.18 -0.15    

SD 0.713 0.789    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.31, 0.21)     

Ls Meanb -0.17 -0.13 -0.04 (-0.25, 0.17) 0.707  

SEb 0.075 0.074    

95% CIb -0.31, -0.02 -0.27, 0.02    

Ls Meanc -0.21 -0.14 -0.07 (-0.27, 0.12) 0.457  

SEc 0.071 0.070    

95% CIc -0.35, -0.08 -0.28, 0.00    

 

   Actual n 79 85    

Mean 0.25 0.25    

SD 0.588 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.10 -0.16    

SD 0.817 0.958    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.23, 0.30)     

Ls Meanb -0.10 -0.12 0.03 (-0.18, 0.24) 0.790  

SEb 0.075 0.078    

95% CIb -0.24, 0.05 -0.28, 0.03    

Ls Meanc -0.12 -0.18 0.06 (-0.20, 0.32) 0.645  

SEc 0.091 0.098    

95% CIc -0.30, 0.06 -0.37, 0.01    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.29 0.24    

SD 0.689 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 15 Change n 58 50    

Mean -0.19 -0.28    

SD 0.805 0.858    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.16, 0.39)     

Ls Meanb -0.19 -0.28 0.09 (-0.13, 0.31) 0.412  

SEb 0.077 0.082    

95% CIb -0.34, -0.04 -0.44, -0.12    

Ls Meanc -0.21 -0.28 0.07 (-0.15, 0.28) 0.536  

SEc 0.074 0.082    

95% CIc -0.36, -0.07 -0.45, -0.12    

 

   Actual n 74 68    

Mean 0.20 0.12    

SD 0.596 0.474    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.19 -0.41    

SD 0.741 0.897    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.09, 0.46)     

Ls Meanb -0.24 -0.38 0.15 (-0.07, 0.37) 0.196  

SEb 0.079 0.080    

95% CIb -0.39, -0.08 -0.54, -0.23    

Ls Meanc -0.27 -0.35 0.08 (-0.07, 0.24) 0.292  

SEc 0.053 0.057    

95% CIc -0.37, -0.16 -0.46, -0.23    

 

   Actual n 54 56    

Mean 0.11 0.05    

SD 0.420 0.227    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.37 -0.37 0.00 (-0.05, 0.05) 0.926  

 

  Baseline Actual n 68 71    

Mean 0.54 0.42    

SD 0.762 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 61 66    

Mean -0.21 -0.26    

SD 0.686 0.640    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.09, 0.26)     

Ls Meanb -0.23 -0.30 0.06 (-0.07, 0.19) 0.355  

SEb 0.047 0.046    

95% CIb -0.33, -0.14 -0.39, -0.20    

Ls Meanc -0.19 -0.25 0.06 (-0.10, 0.22) 0.456  

SEc 0.058 0.058    

95% CIc -0.31, -0.08 -0.37, -0.14    

 

   Actual n 79 85    

Mean 0.29 0.16    

SD 0.581 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 59 55    

Mean -0.32 -0.27    

SD 0.706 0.651    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.14, 0.22)     

Ls Meanb -0.30 -0.33 0.03 (-0.11, 0.16) 0.678  

SEb 0.048 0.049    

95% CIb -0.40, -0.21 -0.43, -0.23    

Ls Meanc -0.30 -0.30 0.00 (-0.15, 0.15) 0.966  

SEc 0.053 0.057    

95% CIc -0.40, -0.19 -0.41, -0.19    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.18 0.14    

SD 0.482 0.344    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 15 Change n 57 50    

Mean -0.46 -0.42    

SD 0.734 0.731    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.21, 0.17)     

Ls Meanb -0.44 -0.43 -0.01 (-0.15, 0.13) 0.857  

SEb 0.049 0.052    

95% CIb -0.54, -0.35 -0.53, -0.33    

Ls Meanc -0.44 -0.45 0.01 (-0.10, 0.12) 0.879  

SEc 0.037 0.041    

95% CIc -0.51, -0.37 -0.53, -0.37    

 

   Actual n 74 68    

Mean 0.05 0.04    

SD 0.228 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 93 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 46 44    

Mean -0.39 -0.39    

SD 0.802 0.689    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.22, 0.17)     

Ls Meanb -0.44 -0.42 -0.02 (-0.16, 0.13) 0.804  

SEb 0.051 0.052    

95% CIb -0.54, -0.33 -0.52, -0.32    

Ls Meanc -0.39 -0.40 0.01 (-0.12, 0.13) 0.912  

SEc 0.043 0.046    

95% CIc -0.48, -0.31 -0.49, -0.31    

 

   Actual n 54 56    

Mean 0.06 0.13    

SD 0.302 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

-0.07 (-0.12, -0.01)     

Ls Meanb -0.12 -0.09 -0.03 (-0.06, -0.01) 0.014  

 

  Baseline Actual n 69 71    

Mean 0.13 0.11    

SD 0.512 0.433    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 62 66    

Mean -0.05 -0.03    

SD 0.493 0.391    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.17)     

Ls Meanb -0.04 -0.04 0.00 (-0.07, 0.08) 0.918  

SEb 0.028 0.027    

95% CIb -0.09, 0.02 -0.09, 0.01    

Ls Meanc -0.04 -0.04 0.00 (-0.12, 0.11) 0.936  

SEc 0.043 0.043    

95% CIc -0.12, 0.05 -0.12, 0.05    

 

   Actual n 79 85    

Mean 0.08 0.07    

SD 0.311 0.371    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 60 55    

Mean -0.15 -0.02    

SD 0.547 0.561    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.39, -0.05)     

Ls Meanb -0.13 -0.03 -0.10 (-0.18, -0.02) 0.010  

SEb 0.028 0.029    

95% CIb -0.19, -0.08 -0.09, 0.03    

Ls Meanc -0.13 -0.06 -0.07 (-0.17, 0.03) 0.172  

SEc 0.034 0.037    

95% CIc -0.19, -0.06 -0.13, 0.01    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 76 74    

Mean 0.00 0.05    

SD 0.000 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

  Day 15 Change n 58 50    

Mean -0.16 -0.10    

SD 0.556 0.416    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.16)     

Ls Meanb -0.13 -0.13 -0.01 (-0.09, 0.08) 0.870  

SEb 0.029 0.031    

95% CIb -0.19, -0.08 -0.19, -0.07    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

   Actual n 74 68    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 47 44    

Mean -0.17 -0.11    

SD 0.601 0.443    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.18, 0.18)     

Ls Meanb -0.13 -0.13 0.00 (-0.09, 0.09) 0.984  

SEb 0.031 0.032    

95% CIb -0.19, -0.07 -0.20, -0.07    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    

 

   Actual n 54 56    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

< 4 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.01)     

Ls Meanb -0.80 -0.78 -0.03 (-0.07, 0.01) 0.166  

 

  Baseline Actual n 318 331  <.001d  

Mean 1.12 1.00    

SD 1.064 0.965    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Change n 291 304    

Mean -0.52 -0.34    

SD 1.018 0.965    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, -0.01)     

Ls Meanb -0.47 -0.37 -0.10 (-0.20, -0.01) 0.033  

SEb 0.035 0.035    

95% CIb -0.54, -0.41 -0.44, -0.30    

Ls Meanc -0.49 -0.37 -0.12 (-0.25, 0.01) 0.065  

SEc 0.046 0.045    

95% CIc -0.58, -0.40 -0.46, -0.28    

 

   Actual n 367 377    

Mean 0.60 0.65    

SD 0.881 0.878    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 275 266    

Mean -0.71 -0.59    

SD 1.064 1.017    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.03)     

Ls Meanb -0.70 -0.63 -0.07 (-0.17, 0.03) 0.149  

SEb 0.036 0.036    

95% CIb -0.77, -0.63 -0.70, -0.56    

Ls Meanc -0.68 -0.63 -0.05 (-0.17, 0.07) 0.384  

SEc 0.043 0.044    

95% CIc -0.77, -0.60 -0.72, -0.54    

 

   Actual n 337 338    

Mean 0.38 0.40    

SD 0.731 0.780    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.91 -0.84    

SD 1.123 0.969    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.89 -0.90 0.02 (-0.09, 0.12) 0.754  

SEb 0.037 0.038    

95% CIb -0.96, -0.81 -0.98, -0.83    

Ls Meanc -0.87 -0.89 0.02 (-0.07, 0.11) 0.611  

SEc 0.032 0.032    

95% CIc -0.93, -0.80 -0.95, -0.83    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 309 305    

Mean 0.19 0.16    

SD 0.550 0.460    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 29 Change n 214 212    

Mean -0.99 -0.90    

SD 1.117 1.009    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.07)     

Ls Meanb -0.92 -0.89 -0.03 (-0.14, 0.07) 0.562  

SEb 0.038 0.038    

95% CIb -1.00, -0.85 -0.97, -0.82    

Ls Meanc -0.96 -0.94 -0.02 (-0.10, 0.06) 0.621  

SEc 0.029 0.029    

95% CIc -1.02, -0.90 -1.00, -0.88    

 

   Actual n 260 250    

Mean 0.12 0.13    

SD 0.445 0.439    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.02, 0.01)     

Ls Meanb -0.68 -0.68 0.00 (-0.02, 0.01) 0.591  

 

  Baseline Actual n 318 331  <.001d  

Mean 0.80 0.77    

SD 0.982 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 290 304    

Mean -0.46 -0.46    

SD 0.963 0.885    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.01, 0.11)     

Ls Meanb -0.41 -0.46 0.05 (-0.01, 0.11) 0.117  

SEb 0.022 0.022    

95% CIb -0.46, -0.37 -0.50, -0.42    

Ls Meanc -0.44 -0.48 0.03 (-0.07, 0.13) 0.538  

SEc 0.037 0.036    

95% CIc -0.52, -0.37 -0.55, -0.40    

 

   Actual n 366 377    

Mean 0.33 0.32    

SD 0.700 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 275 267    

Mean -0.67 -0.58    

SD 0.968 0.968    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.17, -0.04)     

Ls Meanb -0.68 -0.57 -0.10 (-0.16, -0.04) 0.002  

SEb 0.023 0.023    

95% CIb -0.72, -0.63 -0.62, -0.53    

Ls Meanc -0.67 -0.58 -0.09 (-0.17, -0.02) 0.016  

SEc 0.027 0.028    

95% CIc -0.73, -0.62 -0.63, -0.53    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.10 0.20    

SD 0.399 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.75 -0.71    

SD 1.010 0.934    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.74 -0.75 0.01 (-0.06, 0.07) 0.817  

SEb 0.024 0.024    

95% CIb -0.78, -0.69 -0.79, -0.70    

Ls Meanc -0.73 -0.73 0.00 (-0.03, 0.03) 0.997  

SEc 0.012 0.013    

95% CIc -0.75, -0.71 -0.75, -0.71    

 

   Actual n 309 305    

Mean 0.03 0.02    

SD 0.211 0.189    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.83 -0.75    

SD 1.039 0.943    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.09)     

Ls Meanb -0.75 -0.77 0.01 (-0.06, 0.08) 0.736  

SEb 0.025 0.025    

95% CIb -0.80, -0.70 -0.81, -0.72    

Ls Meanc -0.79 -0.79 -0.01 (-0.04, 0.03) 0.736  

SEc 0.011 0.011    

95% CIc -0.82, -0.77 -0.81, -0.77    

 

   Actual n 260 250    

Mean 0.02 0.02    

SD 0.151 0.166    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.06)     

Ls Meanb -0.49 -0.52 0.02 (-0.01, 0.06) 0.129  

 

  Baseline Actual n 318 331  0.121d  

Mean 0.78 0.73    

SD 0.868 0.880    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.21 -0.27    

SD 0.828 0.813    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (0.01, 0.20)     

Ls Meanb -0.19 -0.28 0.09 (0.01, 0.17) 0.025  

SEb 0.029 0.029    

95% CIb -0.24, -0.13 -0.33, -0.22    

Ls Meanc -0.21 -0.29 0.08 (-0.02, 0.18) 0.129  

SEc 0.038 0.037    

95% CIc -0.28, -0.13 -0.36, -0.22    

 

   Actual n 367 377    

Mean 0.54 0.49    

SD 0.749 0.737    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 275 267    

Mean -0.31 -0.36    

SD 0.876 0.853    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.17)     

Ls Meanb -0.32 -0.38 0.06 (-0.02, 0.15) 0.128  

SEb 0.030 0.030    

95% CIb -0.38, -0.26 -0.44, -0.32    

Ls Meanc -0.30 -0.38 0.07 (-0.03, 0.18) 0.163  

SEc 0.037 0.038    

95% CIc -0.38, -0.23 -0.45, -0.30    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.39 0.37    

SD 0.674 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.56 -0.58    

SD 0.793 0.847    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.56 -0.59 0.03 (-0.06, 0.12) 0.501  

SEb 0.031 0.031    

95% CIb -0.62, -0.50 -0.65, -0.53    

Ls Meanc -0.55 -0.60 0.05 (-0.02, 0.12) 0.206  

SEc 0.025 0.025    

95% CIc -0.60, -0.50 -0.65, -0.55    

 

   Actual n 309 305    

Mean 0.16 0.13    

SD 0.439 0.400    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.61 -0.60    

SD 0.848 0.867    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.60 -0.64 0.03 (-0.06, 0.12) 0.465  

SEb 0.032 0.032    

95% CIb -0.67, -0.54 -0.70, -0.57    

Ls Meanc -0.60 -0.61 0.02 (-0.04, 0.08) 0.579  

SEc 0.021 0.021    

95% CIc -0.64, -0.56 -0.66, -0.57    

 

   Actual n 260 250    

Mean 0.07 0.08    

SD 0.302 0.338    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

-0.08 (-0.13, -0.02)     

Ls Meanb -0.64 -0.58 -0.06 (-0.11, -0.02) 0.008  

 

  Baseline Actual n 318 331  <.001d  

Mean 1.15 1.09    

SD 0.859 0.775    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.14 -0.06    

SD 0.743 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.21, 0.04)     

Ls Meanb -0.13 -0.06 -0.07 (-0.17, 0.04) 0.205  

SEb 0.037 0.037    

95% CIb -0.20, -0.06 -0.14, 0.01    

Ls Meanc -0.14 -0.07 -0.07 (-0.18, 0.04) 0.225  

SEc 0.041 0.040    

95% CIc -0.22, -0.06 -0.15, 0.01    

 

   Actual n 367 377    

Mean 0.99 1.03    

SD 0.826 0.848    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 275 267    

Mean -0.36 -0.19    

SD 0.862 0.884    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.22 (-0.35, -0.10)     

Ls Meanb -0.35 -0.17 -0.18 (-0.29, -0.08) 0.001  

SEb 0.038 0.038    

95% CIb -0.43, -0.28 -0.25, -0.10    

Ls Meanc -0.35 -0.21 -0.14 (-0.27, -0.02) 0.026  

SEc 0.046 0.046    

95% CIc -0.44, -0.26 -0.30, -0.11    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.78 0.89    

SD 0.827 0.877    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 15 Change n 242 238    

Mean -0.74 -0.71    

SD 0.929 0.850    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.06)     

Ls Meanb -0.76 -0.70 -0.06 (-0.17, 0.05) 0.272  

SEb 0.039 0.040    

95% CIb -0.84, -0.68 -0.78, -0.62    

Ls Meanc -0.74 -0.70 -0.04 (-0.14, 0.07) 0.485  

SEc 0.039 0.039    

95% CIc -0.81, -0.66 -0.78, -0.62    

 

   Actual n 309 305    

Mean 0.37 0.39    

SD 0.634 0.629    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.92 -0.89    

SD 0.926 0.839    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.88 -0.90 0.02 (-0.09, 0.13) 0.708  

SEb 0.040 0.040    

95% CIb -0.96, -0.80 -0.98, -0.82    

Ls Meanc -0.89 -0.92 0.04 (-0.05, 0.13) 0.411  

SEc 0.032 0.032    

95% CIc -0.95, -0.82 -0.99, -0.86    

 

   Actual n 260 250    

Mean 0.21 0.18    

SD 0.500 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.27 -0.27 0.00 (-0.02, 0.02) 0.994  

 

  Baseline Actual n 318 331  0.321d  

Mean 0.40 0.38    

SD 0.746 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 290 304    

Mean -0.11 -0.09    

SD 0.768 0.743    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.07, 0.10)     

Ls Meanb -0.08 -0.09 0.01 (-0.05, 0.07) 0.755  

SEb 0.022 0.022    

95% CIb -0.13, -0.04 -0.13, -0.05    

Ls Meanc -0.11 -0.10 -0.01 (-0.10, 0.08) 0.863  

SEc 0.033 0.032    

95% CIc -0.17, -0.04 -0.16, -0.04    

 

   Actual n 366 377    

Mean 0.27 0.29    

SD 0.603 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 275 267    

Mean -0.20 -0.22    

SD 0.783 0.695    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.19 -0.21 0.03 (-0.04, 0.09) 0.408  

SEb 0.023 0.023    

95% CIb -0.23, -0.14 -0.26, -0.17    

Ls Meanc -0.20 -0.23 0.03 (-0.05, 0.11) 0.411  

SEc 0.028 0.029    

95% CIc -0.25, -0.14 -0.29, -0.18    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.19 0.18    

SD 0.530 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.31 -0.29    

SD 0.762 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.30 -0.29 -0.01 (-0.08, 0.06) 0.810  

SEb 0.024 0.024    

95% CIb -0.35, -0.25 -0.34, -0.25    

Ls Meanc -0.29 -0.31 0.01 (-0.05, 0.07) 0.680  

SEc 0.021 0.022    

95% CIc -0.34, -0.25 -0.35, -0.26    

 

   Actual n 309 305    

Mean 0.08 0.08    

SD 0.346 0.321    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.30 -0.34    

SD 0.625 0.674    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.34 -0.32 -0.01 (-0.08, 0.06) 0.695  

SEb 0.025 0.025    

95% CIb -0.39, -0.29 -0.37, -0.27    

Ls Meanc -0.32 -0.33 0.01 (-0.02, 0.04) 0.652  

SEc 0.011 0.011    

95% CIc -0.34, -0.30 -0.35, -0.30    

 

   Actual n 260 250    

Mean 0.02 0.02    

SD 0.185 0.140    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.15 -0.16 0.01 (-0.02, 0.04) 0.507  

 

  Baseline Actual n 318 331  <.001d  

Mean 0.34 0.32    

SD 0.727 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.01 -0.02    

SD 0.724 0.719    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb 0.00 -0.03 0.03 (-0.04, 0.10) 0.406  

SEb 0.027 0.026    

95% CIb -0.05, 0.05 -0.08, 0.02    

Ls Meanc 0.00 -0.03 0.03 (-0.07, 0.13) 0.573  

SEc 0.036 0.035    

95% CIc -0.07, 0.07 -0.09, 0.04    

 

   Actual n 367 377    

Mean 0.30 0.29    

SD 0.647 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 275 267    

Mean -0.10 -0.02    

SD 0.781 0.909    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 4.00    

Effect Size (95% 

CI)a 

-0.12 (-0.22, -0.01)     

Ls Meanb -0.09 0.00 -0.08 (-0.16, -0.01) 0.028  

SEb 0.027 0.027    

95% CIb -0.14, -0.03 -0.06, 0.05    

Ls Meanc -0.09 -0.03 -0.06 (-0.17, 0.04) 0.247  

SEc 0.039 0.039    

95% CIc -0.17, -0.02 -0.11, 0.05    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.22 0.29    

SD 0.593 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

  Day 15 Change n 242 238    

Mean -0.13 -0.21    

SD 0.650 0.681    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.19)     

Ls Meanb -0.16 -0.22 0.06 (-0.02, 0.14) 0.136  

SEb 0.028 0.029    

95% CIb -0.22, -0.10 -0.28, -0.16    

Ls Meanc -0.14 -0.20 0.06 (0.00, 0.13) 0.063  

SEc 0.025 0.025    

95% CIc -0.19, -0.09 -0.25, -0.16    

 

   Actual n 309 305    

Mean 0.11 0.10    

SD 0.430 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.23 -0.26    

SD 0.726 0.711    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.22 -0.25 0.03 (-0.05, 0.11) 0.466  

SEb 0.029 0.029    

95% CIb -0.28, -0.17 -0.31, -0.20    

Ls Meanc -0.24 -0.25 0.01 (-0.05, 0.06) 0.832  

SEc 0.019 0.019    

95% CIc -0.28, -0.21 -0.29, -0.21    

 

   Actual n 260 250    

Mean 0.05 0.05    

SD 0.274 0.271    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.01)     

Ls Meanb -0.83 -0.80 -0.03 (-0.08, 0.01) 0.171  

 

  Baseline Actual n 318 331  <.001d  

Mean 1.38 1.36    

SD 1.040 1.022    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.35 -0.23    

SD 0.926 1.008    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.34 -0.26 -0.08 (-0.20, 0.03) 0.165  

SEb 0.042 0.042    

95% CIb -0.43, -0.26 -0.34, -0.18    

Ls Meanc -0.35 -0.25 -0.10 (-0.24, 0.03) 0.133  

SEc 0.049 0.048    

95% CIc -0.45, -0.25 -0.34, -0.15    

 

   Actual n 367 377    

Mean 0.98 1.08    

SD 0.982 0.995    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 275 267    

Mean -0.56 -0.49    

SD 1.010 1.074    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.05)     

Ls Meanb -0.56 -0.50 -0.06 (-0.18, 0.06) 0.300  

SEb 0.043 0.043    

95% CIb -0.65, -0.48 -0.58, -0.41    

Ls Meanc -0.55 -0.52 -0.04 (-0.18, 0.11) 0.614  

SEc 0.051 0.051    

95% CIc -0.65, -0.45 -0.62, -0.42    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.76 0.83    

SD 0.915 0.945    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 4.00    

 

  Day 15 Change n 242 238    

Mean -1.01 -0.95    

SD 1.062 1.036    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.99 -0.96 -0.03 (-0.16, 0.09) 0.631  

SEb 0.045 0.045    

95% CIb -1.08, -0.90 -1.05, -0.87    

Ls Meanc -1.00 -0.98 -0.03 (-0.14, 0.08) 0.632  

SEc 0.040 0.041    

95% CIc -1.08, -0.93 -1.06, -0.90    

 

   Actual n 309 305    

Mean 0.35 0.38    

SD 0.650 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -1.11 -1.08    

SD 1.067 1.075    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.11)     

Ls Meanb -1.08 -1.06 -0.01 (-0.14, 0.11) 0.829  

SEb 0.046 0.046    

95% CIb -1.16, -0.99 -1.15, -0.97    

Ls Meanc -1.12 -1.08 -0.04 (-0.14, 0.06) 0.455  

SEc 0.037 0.038    

95% CIc -1.19, -1.05 -1.15, -1.01    

 

   Actual n 260 250    

Mean 0.24 0.29    

SD 0.562 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.06)     

Ls Meanb -0.76 -0.78 0.03 (-0.01, 0.06) 0.139  

 

  Baseline Actual n 318 331  <.001d  

Mean 1.09 1.08    

SD 0.985 0.985    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.46 -0.53    

SD 0.980 0.998    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.15)     

Ls Meanb -0.45 -0.50 0.05 (-0.04, 0.15) 0.253  

SEb 0.034 0.034    

95% CIb -0.52, -0.38 -0.57, -0.44    

Ls Meanc -0.46 -0.52 0.06 (-0.06, 0.18) 0.347  

SEc 0.044 0.043    

95% CIc -0.55, -0.38 -0.60, -0.44    

 

   Actual n 367 377    

Mean 0.60 0.58    

SD 0.817 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 275 267    

Mean -0.63 -0.64    

SD 1.040 1.007    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.64 -0.63 0.00 (-0.10, 0.09) 0.920  

SEb 0.035 0.035    

95% CIb -0.70, -0.57 -0.70, -0.56    

Ls Meanc -0.62 -0.65 0.02 (-0.09, 0.14) 0.681  

SEc 0.041 0.041    

95% CIc -0.70, -0.54 -0.73, -0.57    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.44 0.45    

SD 0.781 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.87 -0.85    

SD 1.026 0.982    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.85 -0.88 0.02 (-0.08, 0.13) 0.658  

SEb 0.037 0.037    

95% CIb -0.93, -0.78 -0.95, -0.80    

Ls Meanc -0.85 -0.85 0.00 (-0.09, 0.08) 0.945  

SEc 0.031 0.031    

95% CIc -0.91, -0.79 -0.91, -0.79    

 

   Actual n 309 305    

Mean 0.22 0.21    

SD 0.573 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.96 -0.94    

SD 1.036 0.944    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.08)     

Ls Meanb -0.95 -0.93 -0.02 (-0.13, 0.08) 0.649  

SEb 0.038 0.038    

95% CIb -1.03, -0.88 -1.00, -0.85    

Ls Meanc -0.97 -0.92 -0.05 (-0.12, 0.02) 0.144  

SEc 0.025 0.025    

95% CIc -1.02, -0.93 -0.97, -0.87    

 

   Actual n 260 250    

Mean 0.11 0.14    

SD 0.368 0.421    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.04 (-0.08, -0.01)     

Ls Meanb -0.86 -0.81 -0.04 (-0.08, -0.01) 0.024  

 

  Baseline Actual n 318 331  <.001d  

Mean 1.12 1.10    

SD 1.052 1.006    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.54 -0.48    

SD 0.993 1.015    

Min -4.00 -4.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.17, 0.01)     

Ls Meanb -0.53 -0.45 -0.08 (-0.17, 0.01) 0.097  

SEb 0.034 0.034    

95% CIb -0.60, -0.47 -0.52, -0.39    

Ls Meanc -0.55 -0.48 -0.08 (-0.20, 0.05) 0.230  

SEc 0.046 0.045    

95% CIc -0.64, -0.46 -0.56, -0.39    

 

   Actual n 367 377    

Mean 0.57 0.64    

SD 0.842 0.886    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 275 267    

Mean -0.71 -0.70    

SD 0.995 1.079    

Min -4.00 -4.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.04)     

Ls Meanb -0.73 -0.68 -0.05 (-0.15, 0.04) 0.279  

SEb 0.035 0.035    

95% CIb -0.80, -0.67 -0.75, -0.61    

Ls Meanc -0.72 -0.70 -0.02 (-0.14, 0.09) 0.699  

SEc 0.042 0.042    

95% CIc -0.80, -0.64 -0.78, -0.61    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.36 0.41    

SD 0.711 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.95 -0.92    

SD 1.049 1.036    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.96 -0.93 -0.03 (-0.14, 0.07) 0.526  

SEb 0.037 0.037    

95% CIb -1.03, -0.89 -1.00, -0.85    

Ls Meanc -0.96 -0.91 -0.05 (-0.13, 0.04) 0.273  

SEc 0.030 0.031    

95% CIc -1.02, -0.90 -0.97, -0.85    

 

   Actual n 309 305    

Mean 0.16 0.19    

SD 0.505 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -1.01 -0.94    

SD 1.072 1.087    

Min -4.00 -4.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, 0.00)     

Ls Meanb -1.01 -0.90 -0.10 (-0.21, 0.00) 0.053  

SEb 0.037 0.037    

95% CIb -1.08, -0.93 -0.98, -0.83    

Ls Meanc -1.03 -0.94 -0.09 (-0.17, -0.01) 0.022  

SEc 0.028 0.028    

95% CIc -1.08, -0.97 -0.99, -0.88    

 

   Actual n 260 250    

Mean 0.09 0.16    

SD 0.361 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

0.00 (-0.03, 0.02)     

Ls Meanb -0.30 -0.29 0.00 (-0.02, 0.02) 0.785  

 

  Baseline Actual n 318 331  <.001d  

Mean 0.42 0.37    

SD 0.761 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.08 -0.11    

SD 0.799 0.657    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (0.03, 0.19)     

Ls Meanb -0.05 -0.13 0.08 (0.02, 0.14) 0.009  

SEb 0.021 0.021    

95% CIb -0.09, -0.01 -0.17, -0.08    

Ls Meanc -0.06 -0.12 0.05 (-0.04, 0.15) 0.273  

SEc 0.035 0.035    

95% CIc -0.13, 0.01 -0.19, -0.05    

 

   Actual n 367 377    

Mean 0.31 0.26    

SD 0.703 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 275 267    

Mean -0.19 -0.19    

SD 0.752 0.722    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.07)     

Ls Meanb -0.19 -0.18 -0.01 (-0.07, 0.05) 0.723  

SEb 0.022 0.022    

95% CIb -0.23, -0.14 -0.22, -0.13    

Ls Meanc -0.20 -0.19 -0.01 (-0.10, 0.08) 0.849  

SEc 0.032 0.032    

95% CIc -0.26, -0.13 -0.25, -0.12    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.18 0.22    

SD 0.516 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.35 -0.33    

SD 0.771 0.665    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.12)     

Ls Meanb -0.33 -0.35 0.02 (-0.04, 0.08) 0.512  

SEb 0.023 0.023    

95% CIb -0.38, -0.29 -0.40, -0.31    

Ls Meanc -0.33 -0.36 0.03 (-0.02, 0.08) 0.195  

SEc 0.016 0.017    

95% CIc -0.36, -0.29 -0.39, -0.32    

 

   Actual n 309 305    

Mean 0.05 0.04    

SD 0.314 0.234    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.41 -0.37    

SD 0.798 0.707    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.37 -0.37 0.00 (-0.07, 0.07) 0.995  

SEb 0.023 0.024    

95% CIb -0.42, -0.32 -0.42, -0.32    

Ls Meanc -0.39 -0.39 0.00 (-0.02, 0.02) 0.977  

SEc 0.008 0.008    

95% CIc -0.41, -0.37 -0.41, -0.37    

 

   Actual n 260 250    

Mean 0.01 0.01    

SD 0.107 0.109    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.38 -0.42 0.03 (-0.02, 0.08) 0.182  

 

  Baseline Actual n 318 331  0.016d  

Mean 0.67 0.66    

SD 1.008 0.991    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.11 -0.07    

SD 1.031 1.046    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.05)     

Ls Meanb -0.10 -0.06 -0.05 (-0.15, 0.05) 0.361  

SEb 0.037 0.036    

95% CIb -0.18, -0.03 -0.13, 0.01    

Ls Meanc -0.13 -0.08 -0.05 (-0.18, 0.08) 0.479  

SEc 0.048 0.047    

95% CIc -0.22, -0.03 -0.17, 0.01    

 

   Actual n 367 377    

Mean 0.56 0.63    

SD 0.888 0.934    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 275 267    

Mean -0.22 -0.20    

SD 1.136 1.129    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.08)     

Ls Meanb -0.22 -0.20 -0.02 (-0.13, 0.08) 0.653  

SEb 0.037 0.037    

95% CIb -0.29, -0.15 -0.27, -0.13    

Ls Meanc -0.24 -0.21 -0.03 (-0.16, 0.11) 0.691  

SEc 0.047 0.048    

95% CIc -0.33, -0.15 -0.31, -0.12    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.44 0.48    

SD 0.811 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.44 -0.47    

SD 1.058 1.085    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.45 -0.49 0.04 (-0.07, 0.15) 0.457  

SEb 0.038 0.039    

95% CIb -0.53, -0.38 -0.57, -0.42    

Ls Meanc -0.44 -0.49 0.05 (-0.05, 0.14) 0.358  

SEc 0.035 0.035    

95% CIc -0.51, -0.37 -0.56, -0.42    

 

   Actual n 309 305    

Mean 0.22 0.18    

SD 0.606 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.46 -0.55    

SD 0.952 1.017    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.04, 0.25)     

Ls Meanb -0.46 -0.61 0.14 (0.04, 0.25) 0.009  

SEb 0.039 0.039    

95% CIb -0.54, -0.39 -0.68, -0.53    

Ls Meanc -0.47 -0.55 0.08 (0.00, 0.15) 0.039  

SEc 0.027 0.027    

95% CIc -0.52, -0.42 -0.60, -0.50    

 

   Actual n 260 250    

Mean 0.14 0.06    

SD 0.504 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.08)     

Ls Meanb -0.38 -0.41 0.03 (-0.01, 0.08) 0.165  

 

  Baseline Actual n 318 331  0.378d  

Mean 0.62 0.64    

SD 0.965 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.12 -0.14    

SD 0.909 1.011    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.10)     

Ls Meanb -0.12 -0.12 0.00 (-0.09, 0.10) 0.965  

SEb 0.034 0.034    

95% CIb -0.19, -0.05 -0.19, -0.06    

Ls Meanc -0.15 -0.15 0.00 (-0.12, 0.12) 0.945  

SEc 0.044 0.043    

95% CIc -0.24, -0.06 -0.23, -0.06    

 

   Actual n 367 377    

Mean 0.48 0.52    

SD 0.822 0.860    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 275 267    

Mean -0.21 -0.24    

SD 1.076 1.121    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.20 -0.22 0.02 (-0.08, 0.11) 0.720  

SEb 0.035 0.035    

95% CIb -0.27, -0.14 -0.29, -0.15    

Ls Meanc -0.23 -0.24 0.02 (-0.11, 0.14) 0.799  

SEc 0.045 0.046    

95% CIc -0.32, -0.14 -0.33, -0.15    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.41 0.42    

SD 0.805 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 242 238    

Mean -0.43 -0.47    

SD 1.017 1.062    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.43 -0.49 0.06 (-0.04, 0.16) 0.271  

SEb 0.036 0.036    

95% CIb -0.50, -0.36 -0.56, -0.42    

Ls Meanc -0.43 -0.49 0.06 (-0.03, 0.14) 0.217  

SEc 0.032 0.032    

95% CIc -0.49, -0.37 -0.55, -0.42    

 

   Actual n 309 305    

Mean 0.19 0.14    

SD 0.556 0.443    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.46 -0.55    

SD 0.947 1.017    

Min -3.00 -4.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.02, 0.19)     

Ls Meanb -0.47 -0.56 0.08 (-0.02, 0.18) 0.098  

SEb 0.036 0.036    

95% CIb -0.54, -0.40 -0.63, -0.49    

Ls Meanc -0.48 -0.54 0.06 (-0.01, 0.13) 0.108  

SEc 0.025 0.025    

95% CIc -0.53, -0.43 -0.59, -0.49    

 

   Actual n 260 250    

Mean 0.11 0.05    

SD 0.426 0.271    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

0.02 (-0.02, 0.05)     

Ls Meanb -0.43 -0.45 0.01 (-0.01, 0.04) 0.302  

 

  Baseline Actual n 317 331  0.138d  

Mean 0.62 0.63    

SD 0.778 0.766    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 290 304    

Mean -0.17 -0.28    

SD 0.802 0.721    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (0.01, 0.19)     

Ls Meanb -0.18 -0.25 0.08 (0.00, 0.15) 0.036  

SEb 0.026 0.025    

95% CIb -0.23, -0.13 -0.30, -0.21    

Ls Meanc -0.19 -0.27 0.08 (-0.01, 0.18) 0.087  

SEc 0.035 0.034    

95% CIc -0.25, -0.12 -0.34, -0.20    

 

   Actual n 367 377    

Mean 0.42 0.38    

SD 0.672 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 274 267    

Mean -0.32 -0.34    

SD 0.798 0.736    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.35 -0.35 0.00 (-0.07, 0.07) 0.940  

SEb 0.026 0.026    

95% CIb -0.40, -0.30 -0.40, -0.30    

Ls Meanc -0.33 -0.34 0.01 (-0.08, 0.10) 0.814  

SEc 0.032 0.032    

95% CIc -0.39, -0.26 -0.40, -0.27    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.28 0.29    

SD 0.563 0.571    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 241 238    

Mean -0.47 -0.53    

SD 0.764 0.756    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.48 -0.50 0.02 (-0.05, 0.10) 0.544  

SEb 0.027 0.027    

95% CIb -0.53, -0.42 -0.55, -0.45    

Ls Meanc -0.48 -0.52 0.04 (-0.03, 0.10) 0.301  

SEc 0.024 0.024    

95% CIc -0.53, -0.44 -0.57, -0.47    

 

   Actual n 309 305    

Mean 0.14 0.12    

SD 0.402 0.368    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 213 212    

Mean -0.41 -0.56    

SD 0.738 0.749    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.50 -0.54 0.03 (-0.04, 0.11) 0.393  

SEb 0.028 0.028    

95% CIb -0.56, -0.45 -0.59, -0.48    

Ls Meanc -0.47 -0.50 0.02 (-0.03, 0.08) 0.402  

SEc 0.020 0.020    

95% CIc -0.51, -0.43 -0.54, -0.46    

 

   Actual n 260 250    

Mean 0.10 0.09    

SD 0.344 0.336    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.25 -0.28 0.03 (0.00, 0.06) 0.091  

 

  Baseline Actual n 318 331  <.001d  

Mean 0.45 0.44    

SD 0.796 0.793    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.10 -0.09    

SD 0.748 0.746    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.11)     

Ls Meanb -0.09 -0.10 0.01 (-0.07, 0.09) 0.768  

SEb 0.028 0.028    

95% CIb -0.14, -0.03 -0.15, -0.04    

Ls Meanc -0.09 -0.09 0.00 (-0.10, 0.10) 0.987  

SEc 0.037 0.036    

95% CIc -0.17, -0.02 -0.17, -0.02    

 

   Actual n 367 377    

Mean 0.35 0.32    

SD 0.723 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 275 267    

Mean -0.20 -0.16    

SD 0.814 0.889    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.03)     

Ls Meanb -0.19 -0.13 -0.06 (-0.14, 0.02) 0.148  

SEb 0.029 0.029    

95% CIb -0.25, -0.14 -0.19, -0.08    

Ls Meanc -0.20 -0.16 -0.04 (-0.15, 0.07) 0.467  

SEc 0.038 0.039    

95% CIc -0.27, -0.12 -0.24, -0.08    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.23 0.29    

SD 0.624 0.680    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

  Day 15 Change n 242 238    

Mean -0.22 -0.35    

SD 0.782 0.790    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.02, 0.23)     

Ls Meanb -0.26 -0.36 0.10 (0.02, 0.19) 0.017  

SEb 0.030 0.030    

95% CIb -0.32, -0.20 -0.42, -0.30    

Ls Meanc -0.24 -0.34 0.10 (0.03, 0.18) 0.005  

SEc 0.026 0.027    

95% CIc -0.29, -0.18 -0.39, -0.29    

 

   Actual n 309 305    

Mean 0.14 0.07    

SD 0.483 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.31 -0.34    

SD 0.792 0.790    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.15)     

Ls Meanb -0.32 -0.36 0.04 (-0.05, 0.12) 0.405  

SEb 0.031 0.031    

95% CIb -0.38, -0.26 -0.42, -0.30    

Ls Meanc -0.32 -0.33 0.01 (-0.04, 0.07) 0.630  

SEc 0.021 0.021    

95% CIc -0.36, -0.28 -0.37, -0.29    

 

   Actual n 260 250    

Mean 0.08 0.08    

SD 0.320 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.02 (-0.01, 0.06)     

Ls Meanb -0.45 -0.47 0.02 (-0.01, 0.05) 0.188  

 

  Baseline Actual n 317 331  0.366d  

Mean 0.60 0.64    

SD 0.796 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 290 304    

Mean -0.20 -0.34    

SD 0.816 0.817    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.01, 0.16)     

Ls Meanb -0.22 -0.29 0.06 (-0.01, 0.14) 0.086  

SEb 0.026 0.026    

95% CIb -0.28, -0.17 -0.34, -0.24    

Ls Meanc -0.23 -0.31 0.08 (-0.02, 0.18) 0.103  

SEc 0.036 0.035    

95% CIc -0.30, -0.16 -0.38, -0.24    

 

   Actual n 367 377    

Mean 0.36 0.33    

SD 0.679 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 274 267    

Mean -0.36 -0.47    

SD 0.828 0.915    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.12)     

Ls Meanb -0.39 -0.42 0.02 (-0.05, 0.10) 0.568  

SEb 0.027 0.027    

95% CIb -0.45, -0.34 -0.47, -0.36    

Ls Meanc -0.39 -0.43 0.04 (-0.05, 0.13) 0.409  

SEc 0.032 0.032    

95% CIc -0.46, -0.33 -0.50, -0.37    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.24 0.19    

SD 0.606 0.519    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 241 238    

Mean -0.46 -0.56    

SD 0.851 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.13)     

Ls Meanb -0.50 -0.52 0.02 (-0.05, 0.10) 0.534  

SEb 0.028 0.028    

95% CIb -0.55, -0.44 -0.58, -0.46    

Ls Meanc -0.50 -0.52 0.02 (-0.05, 0.09) 0.544  

SEc 0.024 0.024    

95% CIc -0.54, -0.45 -0.56, -0.47    

 

   Actual n 309 305    

Mean 0.11 0.09    

SD 0.409 0.337    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 213 212    

Mean -0.52 -0.52    

SD 0.839 0.811    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.04)     

Ls Meanb -0.55 -0.51 -0.05 (-0.13, 0.03) 0.252  

SEb 0.029 0.029    

95% CIb -0.61, -0.50 -0.56, -0.45    

Ls Meanc -0.54 -0.51 -0.04 (-0.10, 0.02) 0.245  

SEc 0.022 0.022    

95% CIc -0.58, -0.50 -0.55, -0.46    

 

   Actual n 260 250    

Mean 0.05 0.10    

SD 0.294 0.350    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

0.00 (-0.02, 0.02)     

Ls Meanb -0.08 -0.09 0.00 (-0.01, 0.01) 0.692  

 

  Baseline Actual n 318 331  <.001d  

Mean 0.15 0.07    

SD 0.533 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 291 304    

Mean -0.08 -0.03    

SD 0.488 0.353    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.01, 0.12)     

Ls Meanb -0.04 -0.06 0.03 (0.00, 0.05) 0.077  

SEb 0.010 0.010    

95% CIb -0.06, -0.02 -0.08, -0.04    

Ls Meanc -0.05 -0.06 0.02 (-0.02, 0.06) 0.414  

SEc 0.015 0.015    

95% CIc -0.08, -0.02 -0.09, -0.03    

 

   Actual n 367 377    

Mean 0.06 0.03    

SD 0.304 0.211    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 275 267    

Mean -0.09 -0.03    

SD 0.539 0.419    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.05, 0.08)     

Ls Meanb -0.06 -0.07 0.01 (-0.02, 0.03) 0.696  

SEb 0.010 0.011    

95% CIb -0.08, -0.04 -0.09, -0.05    

Ls Meanc -0.06 -0.06 0.00 (-0.04, 0.04) 0.989  

SEc 0.015 0.015    

95% CIc -0.09, -0.03 -0.09, -0.03    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 337 339    

Mean 0.03 0.03    

SD 0.236 0.223    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 242 238    

Mean -0.14 -0.05    

SD 0.559 0.264    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.09 -0.09 0.00 (-0.03, 0.03) 0.811  

SEb 0.011 0.011    

95% CIb -0.11, -0.07 -0.12, -0.07    

Ls Meanc -0.09 -0.10 0.01 (-0.01, 0.03) 0.257  

SEc 0.007 0.007    

95% CIc -0.10, -0.07 -0.11, -0.09    

 

   Actual n 309 305    

Mean 0.01 0.01    

SD 0.139 0.115    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 214 212    

Mean -0.16 -0.05    

SD 0.587 0.279    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.06)     

Ls Meanb -0.11 -0.10 -0.01 (-0.04, 0.03) 0.696  

SEb 0.011 0.012    

95% CIb -0.13, -0.08 -0.12, -0.08    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    

 

   Actual n 260 250    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

≥ 4 

Body Aches Overall Change Effect Size (95% 

CI)a 

0.22 (0.04, 0.40)     

Ls Meanb -0.44 -0.65 0.21 (0.03, 0.38) 0.020  

 

  Baseline Actual n 30 23    

Mean 0.80 1.13    

SD 0.925 0.968    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Change n 24 21    

Mean 0.00 -0.43    

SD 0.780 1.287    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.24 (-0.16, 0.65)     

Ls Meanb -0.14 -0.37 0.23 (-0.15, 0.61) 0.242  

SEb 0.130 0.144    

95% CIb -0.40, 0.11 -0.65, -0.09    

Ls Meanc -0.18 -0.30 0.12 (-0.37, 0.61) 0.622  

SEc 0.161 0.177    

95% CIc -0.50, 0.15 -0.66, 0.06    

 

   Actual n 32 26    

Mean 0.72 0.58    

SD 0.888 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 23 17    

Mean -0.09 -0.41    

SD 0.793 1.064    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.23 (-0.20, 0.65)     

Ls Meanb -0.16 -0.38 0.21 (-0.19, 0.61) 0.295  

SEb 0.132 0.154    

95% CIb -0.42, 0.09 -0.68, -0.08    

Ls Meanc -0.21 -0.35 0.14 (-0.39, 0.68) 0.594  

SEc 0.165 0.203    

95% CIc -0.54, 0.13 -0.76, 0.06    

 

   Actual n 32 22    

Mean 0.56 0.64    

SD 0.914 0.848    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.43 -0.87    

SD 0.746 0.915    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.23 (-0.22, 0.68)     

Ls Meanb -0.58 -0.80 0.22 (-0.21, 0.65) 0.321  

SEb 0.139 0.168    

95% CIb -0.85, -0.31 -1.13, -0.47    

Ls Meanc -0.58 -0.77 0.18 (-0.16, 0.53) 0.280  

SEc 0.105 0.131    

95% CIc -0.80, -0.37 -1.04, -0.50    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 29 19    

Mean 0.21 0.26    

SD 0.491 0.562    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 29 Change n 19 14    

Mean -0.32 -1.14    

SD 0.885 1.167    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.46 (0.01, 0.90)     

Ls Meanb -0.53 -0.96 0.43 (0.01, 0.85) 0.045  

SEb 0.140 0.162    

95% CIb -0.80, -0.25 -1.28, -0.64    

Ls Meanc -0.51 -0.99 0.48 (0.07, 0.89) 0.022  

SEc 0.125 0.158    

95% CIc -0.76, -0.25 -1.31, -0.66    

 

   Actual n 23 18    

Mean 0.35 0.06    

SD 0.647 0.236    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.11)     

Ls Meanb -0.58 -0.57 -0.01 (-0.14, 0.11) 0.813  

 

  Baseline Actual n 30 23    

Mean 0.83 0.70    

SD 0.986 0.876    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 24 21    

Mean -0.08 -0.29    

SD 0.881 0.717    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.27 (-0.07, 0.62)     

Ls Meanb -0.13 -0.38 0.26 (-0.07, 0.58) 0.124  

SEb 0.112 0.123    

95% CIb -0.35, 0.09 -0.62, -0.14    

Ls Meanc -0.08 -0.28 0.20 (-0.22, 0.62) 0.349  

SEc 0.141 0.154    

95% CIc -0.37, 0.20 -0.59, 0.03    

 

   Actual n 32 26    

Mean 0.50 0.35    

SD 0.842 0.562    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 23 17    

Mean -0.52 -0.35    

SD 1.123 0.931    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.42, 0.31)     

Ls Meanb -0.58 -0.53 -0.05 (-0.40, 0.29) 0.754  

SEb 0.114 0.133    

95% CIb -0.80, -0.36 -0.79, -0.27    

Ls Meanc -0.51 -0.42 -0.10 (-0.52, 0.32) 0.633  

SEc 0.134 0.161    

95% CIc -0.78, -0.24 -0.74, -0.09    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.13 0.23    

SD 0.492 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.57 -0.60    

SD 0.978 0.828    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.13 (-0.52, 0.26)     

Ls Meanb -0.67 -0.55 -0.12 (-0.49, 0.24) 0.504  

SEb 0.120 0.144    

95% CIb -0.91, -0.44 -0.83, -0.27    

Ls Meanc -0.66 -0.61 -0.05 (-0.44, 0.35) 0.811  

SEc 0.122 0.152    

95% CIc -0.91, -0.41 -0.92, -0.30    

 

   Actual n 29 19    

Mean 0.07 0.21    

SD 0.371 0.713    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.63 -0.64    

SD 1.012 0.929    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.27, 0.52)     

Ls Meanb -0.61 -0.73 0.12 (-0.25, 0.48) 0.532  

SEb 0.122 0.142    

95% CIb -0.85, -0.37 -1.00, -0.45    

Ls Meanc -0.64 -0.70 0.07 (-0.22, 0.36) 0.643  

SEc 0.091 0.114    

95% CIc -0.82, -0.45 -0.93, -0.47    

 

   Actual n 23 18    

Mean 0.09 0.06    

SD 0.417 0.236    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.10)     

Ls Meanb -0.31 -0.27 -0.04 (-0.15, 0.08) 0.523  

 

  Baseline Actual n 30 23    

Mean 0.43 0.57    

SD 0.728 0.728    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.08 0.00    

SD 0.584 0.548    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.48 (-0.89, -0.07)     

Ls Meanb -0.24 0.11 -0.35 (-0.65, -0.05) 0.023  

SEb 0.104 0.113    

95% CIb -0.44, -0.04 -0.11, 0.33    

Ls Meanc -0.15 0.00 -0.15 (-0.47, 0.16) 0.329  

SEc 0.105 0.115    

95% CIc -0.36, 0.06 -0.23, 0.24    

 

   Actual n 32 26    

Mean 0.38 0.65    

SD 0.660 0.846    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 23 17    

Mean -0.09 -0.29    

SD 0.668 0.772    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.57, 0.30)     

Ls Meanb -0.22 -0.12 -0.10 (-0.41, 0.22) 0.553  

SEb 0.105 0.122    

95% CIb -0.42, -0.01 -0.36, 0.12    

Ls Meanc -0.21 -0.19 -0.01 (-0.37, 0.35) 0.937  

SEc 0.113 0.136    

95% CIc -0.44, 0.02 -0.47, 0.08    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.31 0.41    

SD 0.535 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.19 -0.53    

SD 0.814 0.915    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.27, 0.66)     

Ls Meanb -0.32 -0.45 0.14 (-0.20, 0.48) 0.421  

SEb 0.111 0.133    

95% CIb -0.53, -0.10 -0.72, -0.19    

Ls Meanc -0.29 -0.33 0.04 (-0.25, 0.33) 0.780  

SEc 0.089 0.110    

95% CIc -0.47, -0.11 -0.56, -0.11    

 

   Actual n 29 19    

Mean 0.17 0.05    

SD 0.468 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.11 -0.64    

SD 0.567 0.929    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.27, 0.67)     

Ls Meanb -0.39 -0.54 0.15 (-0.20, 0.49) 0.403  

SEb 0.113 0.132    

95% CIb -0.62, -0.17 -0.80, -0.28    

Ls Meanc -0.35 -0.29 -0.06 (-0.26, 0.14) 0.534  

SEc 0.060 0.074    

95% CIc -0.48, -0.23 -0.44, -0.14    

 

   Actual n 23 18    

Mean 0.04 0.06    

SD 0.209 0.236    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

0.28 (0.05, 0.50)     

Ls Meanb -0.35 -0.57 0.22 (0.04, 0.41) 0.019  

 

  Baseline Actual n 30 23    

Mean 0.90 1.22    

SD 0.759 0.850    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean 0.21 -0.14    

SD 0.588 1.108    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.24 (-0.27, 0.74)     

Ls Meanb 0.09 -0.10 0.19 (-0.22, 0.59) 0.361  

SEb 0.138 0.152    

95% CIb -0.18, 0.36 -0.40, 0.20    

Ls Meanc 0.09 -0.03 0.12 (-0.35, 0.59) 0.604  

SEc 0.156 0.170    

95% CIc -0.23, 0.40 -0.38, 0.31    

 

   Actual n 32 26    

Mean 1.06 1.08    

SD 0.801 0.796    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 23 17    

Mean 0.17 -0.29    

SD 0.717 1.160    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.49, 0.56)     

Ls Meanb -0.02 -0.04 0.03 (-0.40, 0.45) 0.905  

SEb 0.140 0.162    

95% CIb -0.29, 0.26 -0.36, 0.28    

Ls Meanc 0.04 -0.19 0.23 (-0.35, 0.81) 0.431  

SEc 0.180 0.217    

95% CIc -0.33, 0.40 -0.63, 0.25    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.97 0.95    

SD 0.897 0.844    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 21 15    

Mean -0.29 -1.13    

SD 0.845 0.743    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.53 (-0.04, 1.09)     

Ls Meanb -0.47 -0.90 0.42 (-0.03, 0.88) 0.068  

SEb 0.147 0.178    

95% CIb -0.76, -0.18 -1.24, -0.55    

Ls Meanc -0.43 -0.89 0.46 (-0.04, 0.96) 0.070  

SEc 0.152 0.187    

95% CIc -0.74, -0.12 -1.27, -0.50    

 

   Actual n 29 19    

Mean 0.52 0.32    

SD 0.738 0.478    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.58 -1.29    

SD 0.769 0.994    

Min -2.00 -3.00    

Median -1.00 -1.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.55 (-0.01, 1.10)     

Ls Meanb -0.64 -1.07 0.44 (-0.01, 0.88) 0.054  

SEb 0.148 0.171    

95% CIb -0.93, -0.35 -1.41, -0.74    

Ls Meanc -0.74 -1.01 0.27 (-0.14, 0.68) 0.186  

SEc 0.124 0.156    

95% CIc -0.99, -0.48 -1.33, -0.69    

 

   Actual n 23 18    

Mean 0.39 0.17    

SD 0.583 0.383    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.14, 0.03)     

Ls Meanb -0.35 -0.31 -0.05 (-0.12, 0.03) 0.209  

 

  Baseline Actual n 30 23    

Mean 0.57 0.43    

SD 0.898 0.788    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.08 0.00    

SD 0.776 1.265    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.41, 0.15)     

Ls Meanb -0.12 -0.01 -0.11 (-0.35, 0.13) 0.372  

SEb 0.083 0.090    

95% CIb -0.28, 0.04 -0.18, 0.17    

Ls Meanc -0.10 -0.03 -0.07 (-0.53, 0.39) 0.769  

SEc 0.155 0.170    

95% CIc -0.41, 0.22 -0.37, 0.31    

 

   Actual n 32 26    

Mean 0.41 0.42    

SD 0.756 0.857    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 23 17    

Mean -0.30 0.00    

SD 0.822 1.000    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.48, 0.12)     

Ls Meanb -0.31 -0.16 -0.16 (-0.41, 0.10) 0.230  

SEb 0.084 0.098    

95% CIb -0.48, -0.15 -0.35, 0.03    

Ls Meanc -0.24 -0.05 -0.19 (-0.53, 0.15) 0.267  

SEc 0.110 0.132    

95% CIc -0.46, -0.02 -0.32, 0.22    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.22 0.27    

SD 0.553 0.550    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.43 -0.33    

SD 0.926 0.816    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.27, 0.36)     

Ls Meanb -0.39 -0.43 0.04 (-0.23, 0.31) 0.783  

SEb 0.089 0.106    

95% CIb -0.57, -0.22 -0.64, -0.23    

Ls Meanc -0.37 -0.43 0.06 (-0.06, 0.18) 0.331  

SEc 0.037 0.046    

95% CIc -0.45, -0.30 -0.52, -0.34    

 

   Actual n 29 19    

Mean 0.03 0.00    

SD 0.186 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.53 -0.29    

SD 0.905 0.825    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.28, 0.37)     

Ls Meanb -0.43 -0.48 0.04 (-0.24, 0.32) 0.768  

SEb 0.092 0.108    

95% CIb -0.62, -0.25 -0.69, -0.27    

Ls Meanc -0.42 -0.42 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.42, -0.42 -0.42, -0.42    

 

   Actual n 23 18    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.15 (-0.17, 0.47)     

Ls Meanb 0.06 -0.07 0.13 (-0.15, 0.42) 0.350  

 

  Baseline Actual n 30 23    

Mean 0.33 0.35    

SD 0.884 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean 0.08 -0.10    

SD 0.974 0.831    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.40, 0.63)     

Ls Meanb 0.02 -0.08 0.10 (-0.35, 0.55) 0.667  

SEb 0.151 0.170    

95% CIb -0.28, 0.31 -0.41, 0.25    

Ls Meanc 0.01 -0.05 0.06 (-0.34, 0.47) 0.757  

SEc 0.135 0.148    

95% CIc -0.26, 0.28 -0.35, 0.25    

 

   Actual n 32 26    

Mean 0.41 0.23    

SD 0.798 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 23 17    

Mean 0.00 -0.18    

SD 1.087 0.728    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.44, 0.63)     

Ls Meanb 0.04 -0.04 0.08 (-0.38, 0.54) 0.730  

SEb 0.153 0.176    

95% CIb -0.26, 0.34 -0.38, 0.31    

Ls Meanc 0.01 -0.16 0.17 (-0.30, 0.63) 0.469  

SEc 0.148 0.178    

95% CIc -0.29, 0.31 -0.52, 0.21    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.41 0.09    

SD 0.837 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 21 15    

Mean 0.10 -0.13    

SD 1.091 0.915    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.45, 0.68)     

Ls Meanb 0.03 -0.07 0.10 (-0.39, 0.59) 0.686  

SEb 0.160 0.190    

95% CIb -0.28, 0.34 -0.44, 0.30    

Ls Meanc 0.02 -0.05 0.07 (-0.52, 0.65) 0.811  

SEc 0.183 0.226    

95% CIc -0.35, 0.40 -0.51, 0.41    

 

   Actual n 29 19    

Mean 0.31 0.26    

SD 0.761 0.806    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean 0.05 -0.57    

SD 1.026 1.016    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.44 (-0.10, 0.99)     

Ls Meanb -0.03 -0.42 0.38 (-0.09, 0.85) 0.110  

SEb 0.157 0.180    

95% CIb -0.34, 0.27 -0.77, -0.06    

Ls Meanc -0.07 -0.38 0.31 (-0.09, 0.70) 0.123  

SEc 0.123 0.153    

95% CIc -0.32, 0.18 -0.69, -0.06    

 

   Actual n 23 18    

Mean 0.26 0.00    

SD 0.619 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

0.05 (-0.18, 0.27)     

Ls Meanb -0.39 -0.44 0.05 (-0.19, 0.28) 0.688  

 

  Baseline Actual n 30 23    

Mean 1.20 1.30    

SD 0.997 1.020    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean 0.17 -0.05    

SD 1.167 1.071    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.38, 0.60)     

Ls Meanb 0.12 0.02 0.11 (-0.39, 0.60) 0.674  

SEb 0.168 0.187    

95% CIb -0.21, 0.45 -0.35, 0.38    

Ls Meanc 0.14 -0.03 0.17 (-0.34, 0.68) 0.504  

SEc 0.170 0.187    

95% CIc -0.21, 0.48 -0.41, 0.34    

 

   Actual n 32 26    

Mean 1.34 1.08    

SD 0.937 0.891    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 23 17    

Mean -0.17 -0.24    

SD 1.072 0.831    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.57, 0.45)     

Ls Meanb -0.23 -0.17 -0.06 (-0.57, 0.46) 0.825  

SEb 0.170 0.198    

95% CIb -0.56, 0.11 -0.56, 0.22    

Ls Meanc -0.19 -0.21 0.03 (-0.52, 0.57) 0.921  

SEc 0.173 0.209    

95% CIc -0.54, 0.16 -0.64, 0.21    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 1.00 1.00    

SD 1.016 1.024    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 21 15    

Mean -0.43 -0.87    

SD 1.121 1.060    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.26 (-0.29, 0.81)     

Ls Meanb -0.49 -0.75 0.26 (-0.29, 0.81) 0.353  

SEb 0.180 0.217    

95% CIb -0.84, -0.14 -1.18, -0.33    

Ls Meanc -0.48 -0.76 0.29 (-0.33, 0.90) 0.353  

SEc 0.193 0.239    

95% CIc -0.87, -0.08 -1.25, -0.27    

 

   Actual n 29 19    

Mean 0.69 0.42    

SD 0.850 0.838    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.53 -1.07    

SD 0.964 1.072    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.30 (-0.24, 0.83)     

Ls Meanb -0.60 -0.90 0.30 (-0.24, 0.84) 0.277  

SEb 0.180 0.208    

95% CIb -0.95, -0.24 -1.30, -0.49    

Ls Meanc -0.65 -0.94 0.29 (-0.19, 0.77) 0.230  

SEc 0.148 0.189    

95% CIc -0.95, -0.35 -1.32, -0.55    

 

   Actual n 23 18    

Mean 0.43 0.33    

SD 0.662 0.686    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

-0.27 (-0.46, -0.08)     

Ls Meanb -0.55 -0.29 -0.26 (-0.45, -0.07) 0.007  

 

  Baseline Actual n 30 23    

Mean 0.83 0.74    

SD 0.986 0.915    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.29 0.00    

SD 1.042 0.894    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.56, 0.22)     

Ls Meanb -0.29 -0.12 -0.16 (-0.54, 0.21) 0.387  

SEb 0.126 0.141    

95% CIb -0.53, -0.04 -0.40, 0.15    

Ls Meanc -0.27 -0.06 -0.21 (-0.65, 0.22) 0.333  

SEc 0.147 0.161    

95% CIc -0.57, 0.03 -0.38, 0.27    

 

   Actual n 32 26    

Mean 0.50 0.73    

SD 0.718 0.874    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 3.00    

 

  Day 6 Change n 23 17    

Mean -0.35 -0.12    

SD 1.191 0.928    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.29 (-0.69, 0.11)     

Ls Meanb -0.40 -0.13 -0.28 (-0.66, 0.11) 0.156  

SEb 0.128 0.149    

95% CIb -0.66, -0.15 -0.42, 0.17    

Ls Meanc -0.31 -0.17 -0.14 (-0.63, 0.34) 0.549  

SEc 0.154 0.185    

95% CIc -0.63, 0.00 -0.55, 0.20    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.41 0.55    

SD 0.712 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.62 -0.13    

SD 0.973 0.743    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.53 (-0.96, -0.10)     

Ls Meanb -0.65 -0.14 -0.51 (-0.92, -0.09) 0.017  

SEb 0.135 0.163    

95% CIb -0.91, -0.38 -0.46, 0.18    

Ls Meanc -0.59 -0.08 -0.51 (-0.91, -0.11) 0.014  

SEc 0.125 0.155    

95% CIc -0.85, -0.34 -0.40, 0.24    

 

   Actual n 29 19    

Mean 0.17 0.53    

SD 0.468 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.79 -0.50    

SD 1.032 0.855    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.30 (-0.72, 0.12)     

Ls Meanb -0.74 -0.45 -0.29 (-0.69, 0.11) 0.156  

SEb 0.134 0.155    

95% CIb -1.00, -0.47 -0.75, -0.14    

Ls Meanc -0.77 -0.57 -0.20 (-0.62, 0.23) 0.359  

SEc 0.134 0.168    

95% CIc -1.04, -0.50 -0.92, -0.23    

 

   Actual n 23 18    

Mean 0.13 0.28    

SD 0.344 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

0.00 (-0.22, 0.22)     

Ls Meanb -0.58 -0.58 0.00 (-0.19, 0.19) 0.993  

 

  Baseline Actual n 30 23    

Mean 0.83 1.26    

SD 0.747 0.915    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.13 -0.48    

SD 0.992 0.873    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.38, 0.64)     

Ls Meanb -0.21 -0.32 0.11 (-0.31, 0.53) 0.618  

SEb 0.143 0.158    

95% CIb -0.49, 0.07 -0.63, -0.01    

Ls Meanc -0.26 -0.33 0.06 (-0.41, 0.54) 0.788  

SEc 0.156 0.171    

95% CIc -0.58, 0.05 -0.67, 0.02    

 

   Actual n 32 26    

Mean 0.78 0.65    

SD 0.906 0.745    

Min 0.00 0.00    

Median 0.50 0.50    

Max 3.00 2.00    

 

  Day 6 Change n 23 17    

Mean -0.26 -0.41    

SD 0.810 1.064    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.49, 0.56)     

Ls Meanb -0.35 -0.38 0.03 (-0.41, 0.47) 0.896  

SEb 0.145 0.168    

95% CIb -0.63, -0.07 -0.71, -0.05    

Ls Meanc -0.36 -0.34 -0.01 (-0.60, 0.57) 0.960  

SEc 0.183 0.221    

95% CIc -0.73, 0.01 -0.79, 0.11    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.59 0.64    

SD 0.946 1.002    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 21 15    

Mean -0.52 -0.93    

SD 0.981 0.884    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.48, 0.66)     

Ls Meanb -0.66 -0.74 0.08 (-0.39, 0.55) 0.748  

SEb 0.152 0.184    

95% CIb -0.96, -0.36 -1.10, -0.38    

Ls Meanc -0.69 -0.77 0.08 (-0.38, 0.53) 0.736  

SEc 0.140 0.174    

95% CIc -0.98, -0.41 -1.12, -0.42    

 

   Actual n 29 19    

Mean 0.24 0.32    

SD 0.511 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.63 -1.07    

SD 0.895 0.917    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.52, 0.59)     

Ls Meanb -0.77 -0.80 0.03 (-0.43, 0.49) 0.900  

SEb 0.153 0.177    

95% CIb -1.07, -0.47 -1.15, -0.46    

Ls Meanc -0.79 -0.99 0.20 (-0.22, 0.61) 0.341  

SEc 0.129 0.161    

95% CIc -1.06, -0.53 -1.32, -0.66    

 

   Actual n 23 18    

Mean 0.26 0.22    

SD 0.541 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.24, 0.15)     

Ls Meanb -0.44 -0.41 -0.04 (-0.20, 0.13) 0.647  

 

  Baseline Actual n 30 23    

Mean 0.33 0.74    

SD 0.711 0.964    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.13 -0.33    

SD 0.797 0.577    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.47, 0.24)     

Ls Meanb -0.28 -0.18 -0.10 (-0.39, 0.20) 0.528  

SEb 0.100 0.111    

95% CIb -0.48, -0.08 -0.40, 0.03    

Ls Meanc -0.24 -0.19 -0.05 (-0.40, 0.30) 0.774  

SEc 0.116 0.126    

95% CIc -0.47, -0.01 -0.45, 0.06    

 

   Actual n 32 26    

Mean 0.16 0.38    

SD 0.369 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

  Day 6 Change n 23 17    

Mean -0.26 -0.35    

SD 0.752 0.996    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.31 (-0.67, 0.06)     

Ls Meanb -0.42 -0.16 -0.25 (-0.56, 0.05) 0.103  

SEb 0.101 0.117    

95% CIb -0.61, -0.22 -0.39, 0.07    

Ls Meanc -0.42 -0.16 -0.26 (-0.61, 0.08) 0.132  

SEc 0.110 0.131    

95% CIc -0.64, -0.20 -0.43, 0.11    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.06 0.32    

SD 0.246 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.33 -0.80    

SD 0.730 0.941    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.36, 0.43)     

Ls Meanb -0.50 -0.52 0.03 (-0.30, 0.35) 0.880  

SEb 0.107 0.128    

95% CIb -0.71, -0.29 -0.78, -0.27    

Ls Meanc -0.55 -0.51 -0.04 (-0.39, 0.31) 0.815  

SEc 0.106 0.131    

95% CIc -0.77, -0.34 -0.78, -0.25    

 

   Actual n 29 19    

Mean 0.00 0.16    

SD 0.000 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.32 -0.71    

SD 0.749 0.825    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.40, 0.36)     

Ls Meanb -0.47 -0.46 -0.01 (-0.33, 0.30) 0.935  

SEb 0.105 0.121    

95% CIb -0.68, -0.26 -0.70, -0.22    

Ls Meanc -0.52 -0.44 -0.08 (-0.46, 0.29) 0.652  

SEc 0.117 0.143    

95% CIc -0.76, -0.29 -0.73, -0.15    

 

   Actual n 23 18    

Mean 0.00 0.22    

SD 0.000 0.732    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

-0.14 (-0.28, 0.00)     

Ls Meanb -0.48 -0.35 -0.13 (-0.27, 0.01) 0.062  

 

  Baseline Actual n 30 23    

Mean 0.50 0.78    

SD 0.861 1.085    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.21 -0.10    

SD 0.932 1.044    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.27 (-0.60, 0.05)     

Ls Meanb -0.24 0.02 -0.26 (-0.58, 0.05) 0.097  

SEb 0.107 0.118    

95% CIb -0.45, -0.03 -0.21, 0.26    

Ls Meanc -0.29 -0.05 -0.24 (-0.67, 0.18) 0.257  

SEc 0.144 0.157    

95% CIc -0.58, 0.00 -0.36, 0.27    

 

   Actual n 32 26    

Mean 0.34 0.62    

SD 0.602 0.898    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 23 17    

Mean -0.26 -0.12    

SD 0.964 1.054    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.53, 0.14)     

Ls Meanb -0.33 -0.14 -0.19 (-0.52, 0.14) 0.252  

SEb 0.108 0.126    

95% CIb -0.55, -0.12 -0.39, 0.10    

Ls Meanc -0.34 -0.09 -0.25 (-0.69, 0.19) 0.264  

SEc 0.140 0.169    

95% CIc -0.62, -0.06 -0.44, 0.25    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.31 0.45    

SD 0.693 0.800    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.29 -0.73    

SD 0.561 1.335    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.37, 0.36)     

Ls Meanb -0.54 -0.53 -0.01 (-0.36, 0.34) 0.970  

SEb 0.114 0.138    

95% CIb -0.76, -0.32 -0.80, -0.26    

Ls Meanc -0.53 -0.41 -0.12 (-0.37, 0.13) 0.331  

SEc 0.077 0.094    

95% CIc -0.69, -0.38 -0.60, -0.22    

 

   Actual n 29 19    

Mean 0.00 0.11    

SD 0.000 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.53 -0.64    

SD 0.772 1.393    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.43, 0.28)     

Ls Meanb -0.64 -0.57 -0.07 (-0.42, 0.27) 0.676  

SEb 0.115 0.133    

95% CIb -0.87, -0.42 -0.83, -0.31    

Ls Meanc -0.68 -0.48 -0.20 (-0.49, 0.08) 0.160  

SEc 0.090 0.111    

95% CIc -0.86, -0.49 -0.70, -0.25    

 

   Actual n 23 18    

Mean 0.13 0.17    

SD 0.626 0.514    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

-0.08 (-0.24, 0.08)     

Ls Meanb -0.29 -0.22 -0.07 (-0.19, 0.06) 0.317  

 

  Baseline Actual n 30 23    

Mean 0.40 0.57    

SD 0.770 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.08 0.00    

SD 0.830 0.707    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.52, 0.18)     

Ls Meanb -0.07 0.07 -0.14 (-0.42, 0.14) 0.337  

SEb 0.096 0.107    

95% CIb -0.26, 0.12 -0.14, 0.28    

Ls Meanc -0.13 0.03 -0.16 (-0.54, 0.22) 0.411  

SEc 0.127 0.140    

95% CIc -0.39, 0.13 -0.26, 0.31    

 

   Actual n 32 26    

Mean 0.31 0.50    

SD 0.592 0.812    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 23 17    

Mean -0.13 -0.06    

SD 0.920 0.827    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.41 (-0.78, -0.05)     

Ls Meanb -0.21 0.12 -0.33 (-0.63, -0.04) 0.027  

SEb 0.097 0.114    

95% CIb -0.40, -0.02 -0.10, 0.34    

Ls Meanc -0.23 0.11 -0.35 (-0.79, 0.09) 0.119  

SEc 0.139 0.169    

95% CIc -0.52, 0.05 -0.23, 0.46    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.19 0.50    

SD 0.471 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.24 -0.53    

SD 0.625 1.187    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.43, 0.36)     

Ls Meanb -0.34 -0.31 -0.03 (-0.35, 0.29) 0.862  

SEb 0.103 0.124    

95% CIb -0.54, -0.14 -0.55, -0.06    

Ls Meanc -0.41 -0.29 -0.12 (-0.39, 0.15) 0.378  

SEc 0.084 0.104    

95% CIc -0.58, -0.24 -0.50, -0.08    

 

   Actual n 29 19    

Mean 0.03 0.11    

SD 0.186 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.26 -0.43    

SD 0.653 0.938    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.40, 0.37)     

Ls Meanb -0.39 -0.37 -0.01 (-0.32, 0.30) 0.937  

SEb 0.103 0.119    

95% CIb -0.59, -0.18 -0.61, -0.14    

Ls Meanc -0.34 -0.30 -0.04 (-0.22, 0.15) 0.686  

SEc 0.058 0.072    

95% CIc -0.46, -0.22 -0.45, -0.16    

 

   Actual n 23 18    

Mean 0.04 0.06    

SD 0.209 0.236    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

-0.15 (-0.30, 0.00)     

Ls Meanb -0.46 -0.36 -0.10 (-0.21, 0.00) 0.051  

 

  Baseline Actual n 30 23    

Mean 0.63 0.43    

SD 0.718 0.662    

Min 0.00 0.00    

Median 0.50 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.17 -0.14    

SD 0.482 0.727    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.18, 0.58)     

Ls Meanb -0.14 -0.28 0.14 (-0.12, 0.41) 0.299  

SEb 0.091 0.100    

95% CIb -0.32, 0.04 -0.48, -0.09    

Ls Meanc -0.12 -0.19 0.07 (-0.24, 0.38) 0.647  

SEc 0.103 0.114    

95% CIc -0.32, 0.09 -0.42, 0.04    

 

   Actual n 32 26    

Mean 0.56 0.35    

SD 0.716 0.485    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 6 Change n 23 17    

Mean -0.30 -0.12    

SD 0.559 0.781    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.23 (-0.63, 0.17)     

Ls Meanb -0.35 -0.19 -0.16 (-0.44, 0.12) 0.253  

SEb 0.092 0.107    

95% CIb -0.53, -0.17 -0.40, 0.02    

Ls Meanc -0.28 -0.22 -0.05 (-0.38, 0.27) 0.738  

SEc 0.103 0.125    

95% CIc -0.49, -0.07 -0.48, 0.03    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.34 0.36    

SD 0.483 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.43 -0.40    

SD 0.598 0.632    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.44, 0.41)     

Ls Meanb -0.45 -0.44 -0.01 (-0.31, 0.29) 0.946  

SEb 0.097 0.117    

95% CIb -0.64, -0.26 -0.67, -0.21    

Ls Meanc -0.40 -0.41 0.01 (-0.28, 0.30) 0.938  

SEc 0.091 0.113    

95% CIc -0.58, -0.21 -0.64, -0.18    

 

   Actual n 29 19    

Mean 0.21 0.11    

SD 0.412 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.68 -0.29    

SD 0.671 0.726    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.36 (-0.78, 0.07)     

Ls Meanb -0.67 -0.42 -0.25 (-0.54, 0.05) 0.102  

SEb 0.099 0.115    

95% CIb -0.86, -0.47 -0.64, -0.19    

Ls Meanc -0.61 -0.35 -0.26 (-0.46, -0.05) 0.016  

SEc 0.063 0.080    

95% CIc -0.74, -0.48 -0.51, -0.19    

 

   Actual n 23 18    

Mean 0.00 0.17    

SD 0.000 0.383    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.14 (-0.16, 0.43)     

Ls Meanb -0.14 -0.27 0.13 (-0.16, 0.42) 0.365  

 

  Baseline Actual n 30 23    

Mean 0.57 0.57    

SD 0.971 0.945    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.21 -0.29    

SD 0.884 0.784    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.36, 0.60)     

Ls Meanb -0.18 -0.29 0.12 (-0.35, 0.58) 0.628  

SEb 0.158 0.177    

95% CIb -0.49, 0.13 -0.64, 0.05    

Ls Meanc -0.25 -0.26 0.01 (-0.34, 0.36) 0.947  

SEc 0.117 0.128    

95% CIc -0.49, -0.01 -0.52, 0.00    

 

   Actual n 32 26    

Mean 0.41 0.27    

SD 0.756 0.604    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 23 17    

Mean -0.04 -0.35    

SD 1.107 0.702    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.31, 0.69)     

Ls Meanb -0.01 -0.19 0.18 (-0.30, 0.66) 0.452  

SEb 0.159 0.184    

95% CIb -0.32, 0.30 -0.56, 0.17    

Ls Meanc -0.05 -0.39 0.34 (-0.18, 0.87) 0.195  

SEc 0.169 0.203    

95% CIc -0.39, 0.29 -0.80, 0.02    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.50 0.27    

SD 0.916 0.631    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.19 -0.33    

SD 1.078 1.234    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.14 (-0.39, 0.66)     

Ls Meanb -0.20 -0.33 0.13 (-0.38, 0.64) 0.617  

SEb 0.167 0.199    

95% CIb -0.53, 0.13 -0.72, 0.06    

Ls Meanc -0.24 -0.26 0.02 (-0.57, 0.62) 0.934  

SEc 0.186 0.229    

95% CIc -0.62, 0.14 -0.73, 0.20    

 

   Actual n 29 19    

Mean 0.34 0.26    

SD 0.769 0.806    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.26 -0.79    

SD 1.046 1.051    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.40 (-0.11, 0.91)     

Ls Meanb -0.20 -0.58 0.39 (-0.10, 0.87) 0.123  

SEb 0.164 0.188    

95% CIb -0.52, 0.13 -0.95, -0.21    

Ls Meanc -0.37 -0.66 0.29 (-0.11, 0.69) 0.153  

SEc 0.127 0.157    

95% CIc -0.63, -0.12 -0.98, -0.34    

 

   Actual n 23 18    

Mean 0.26 0.06    

SD 0.619 0.236    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

-0.15 (-0.27, -0.03)     

Ls Meanb -0.48 -0.36 -0.11 (-0.20, -0.02) 0.017  

 

  Baseline Actual n 30 23    

Mean 0.67 0.39    

SD 0.844 0.583    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.29 -0.19    

SD 0.690 0.680    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.27, 0.34)     

Ls Meanb -0.29 -0.31 0.03 (-0.20, 0.25) 0.817  

SEb 0.077 0.085    

95% CIb -0.44, -0.13 -0.48, -0.15    

Ls Meanc -0.22 -0.21 -0.01 (-0.28, 0.27) 0.956  

SEc 0.091 0.100    

95% CIc -0.40, -0.03 -0.41, -0.01    

 

   Actual n 32 26    

Mean 0.34 0.19    

SD 0.602 0.402    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 6 Change n 23 17    

Mean -0.39 -0.06    

SD 0.722 0.429    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.42, 0.21)     

Ls Meanb -0.36 -0.28 -0.08 (-0.32, 0.16) 0.513  

SEb 0.078 0.091    

95% CIb -0.51, -0.20 -0.46, -0.10    

Ls Meanc -0.32 -0.22 -0.10 (-0.38, 0.18) 0.486  

SEc 0.088 0.107    

95% CIc -0.49, -0.14 -0.43, 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.19 0.18    

SD 0.471 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 15 Change n 21 15    

Mean -0.57 -0.40    

SD 0.811 0.632    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.45, 0.23)     

Ls Meanb -0.53 -0.45 -0.08 (-0.33, 0.17) 0.538  

SEb 0.083 0.099    

95% CIb -0.69, -0.36 -0.64, -0.25    

Ls Meanc -0.50 -0.50 0.01 (-0.19, 0.20) 0.957  

SEc 0.062 0.077    

95% CIc -0.62, -0.37 -0.66, -0.35    

 

   Actual n 29 19    

Mean 0.07 0.05    

SD 0.258 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.53 -0.29    

SD 0.772 0.611    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.50, 0.18)     

Ls Meanb -0.53 -0.41 -0.12 (-0.37, 0.13) 0.344  

SEb 0.084 0.098    

95% CIb -0.69, -0.36 -0.60, -0.22    

Ls Meanc -0.47 -0.34 -0.13 (-0.33, 0.08) 0.228  

SEc 0.065 0.081    

95% CIc -0.60, -0.33 -0.51, -0.18    

 

   Actual n 23 18    

Mean 0.04 0.11    

SD 0.209 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.02)     

Ls Meanb -0.19 -0.13 -0.06 (-0.13, 0.02) 0.123  

 

  Baseline Actual n 30 23    

Mean 0.10 0.26    

SD 0.548 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 24 21    

Mean -0.13 -0.05    

SD 0.612 0.498    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.36 (-0.65, -0.07)     

Ls Meanb -0.19 0.02 -0.21 (-0.38, -0.04) 0.016  

SEb 0.058 0.064    

95% CIb -0.30, -0.08 -0.11, 0.14    

Ls Meanc -0.17 0.01 -0.18 (-0.44, 0.08) 0.163  

SEc 0.086 0.094    

95% CIc -0.34, 0.01 -0.18, 0.20    

 

   Actual n 32 26    

Mean 0.00 0.19    

SD 0.000 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

  Day 6 Change n 23 17    

Mean -0.13 -0.06    

SD 0.626 0.748    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.33 (-0.63, -0.03)     

Ls Meanb -0.19 0.00 -0.19 (-0.37, -0.02) 0.033  

SEb 0.058 0.068    

95% CIb -0.31, -0.08 -0.13, 0.13    

Ls Meanc -0.15 -0.04 -0.11 (-0.32, 0.10) 0.298  

SEc 0.067 0.081    

95% CIc -0.29, -0.02 -0.21, 0.12    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 95 of 1056 

Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 32 22    

Mean 0.00 0.09    

SD 0.000 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

  Day 15 Change n 21 15    

Mean -0.14 -0.33    

SD 0.655 0.724    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.27, 0.38)     

Ls Meanb -0.19 -0.22 0.03 (-0.16, 0.22) 0.744  

SEb 0.062 0.074    

95% CIb -0.31, -0.07 -0.37, -0.08    

Ls Meanc -0.22 -0.22 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.22, -0.22 -0.22, -0.22    

 

   Actual n 29 19    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 19 14    

Mean -0.16 -0.36    

SD 0.688 0.745    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.21, 0.43)     

Ls Meanb -0.19 -0.25 0.06 (-0.12, 0.25) 0.508  

SEb 0.062 0.072    

95% CIb -0.31, -0.07 -0.40, -0.11    

Ls Meanc -0.24 -0.24 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.24, -0.24 -0.24, -0.24    

 

   Actual n 23 18    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.1 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 163 (53.62) 190 (62.71) OR: 0.69 (0.50, 0.95) 0.024a  

No Event 141 (46.38) 113 (37.29) RR: 0.86 (0.75, 0.98) 0.024  

Total 304  303  ARR: 0.09 (0.01, 0.17) 0.023  

Missing 0  1   0.664b  

      0.005c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.1 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 22 (64.71) 18 (40.00) OR: 2.82 (1.11, 7.16) 0.029a  

No Event 12 (35.29) 27 (60.00) RR: 1.63 (1.06, 2.53) 0.027  

Total 34  45  ARR: -0.25 (-0.47, -0.04) 0.021  

Missing 2  0   0.916b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.2 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 177 (54.63) 203 (60.24) OR: 0.79 (0.58, 1.08) 0.147a  

No Event 147 (45.37) 134 (39.76) RR: 0.91 (0.80, 1.03) 0.148  

Total 324  337  ARR: 0.06 (-0.02, 0.13) 0.146  

Missing 1  1   0.944b  

      0.395c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.2 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 8 (57.14) 5 (45.45) OR: 1.91 (0.36, 10.09) 0.451a  

No Event 6 (42.86) 6 (54.55) RR: 1.35 (0.64, 2.86) 0.428  

Total 14  11  ARR: -0.16 (-0.57, 0.24) 0.431  

Missing 1  0   0.288b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.3 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 184 (55.26) 206 (60.06) OR: 0.82 (0.60, 1.11) 0.204a  

No Event 149 (44.74) 137 (39.94) RR: 0.92 (0.81, 1.05) 0.204  

Total 333  343  ARR: 0.05 (-0.03, 0.12) 0.202  

Missing 1  1   0.742b  

      0.586c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.3 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 1 (20.00) 2 (40.00) OR: 0.38 (0.02, 6.88) 0.549a  

No Event 4 (80.00) 3 (60.00) RR: 0.47 (0.04, 5.09) 0.537  

Total 5  5  ARR: 0.20 (-0.37, 0.77) 0.490  

Missing 1  0   0.502b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.4 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 79 (50.00) 101 (58.72) OR: 0.66 (0.43, 1.03) 0.071a  

No Event 79 (50.00) 71 (41.28) RR: 0.83 (0.68, 1.02) 0.073  

Total 158  172  ARR: 0.10 (-0.01, 0.21) 0.067  

Missing 2  0   0.636b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.4 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 106 (58.89) 107 (60.80) OR: 0.95 (0.62, 1.45) 0.802a  

No Event 74 (41.11) 69 (39.20) RR: 0.98 (0.83, 1.16) 0.802  

Total 180  176  ARR: 0.01 (-0.09, 0.11) 0.802  

Missing 0  1   0.288b  

      0.378c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 41 (46.07) 63 (57.27) OR: 0.65 (0.37, 1.15) 0.140a  

No Event 48 (53.93) 47 (42.73) RR: 0.82 (0.62, 1.07) 0.141  

Total 89  110  ARR: 0.11 (-0.03, 0.24) 0.138  

Missing 0  0   0.259b  

      0.859c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 14 (51.85) 11 (57.89) OR: 0.74 (0.23, 2.34) 0.607a  

No Event 13 (48.15) 8 (42.11) RR: 0.86 (0.48, 1.55) 0.615  

Total 27  19  ARR: 0.08 (-0.22, 0.38) 0.605  

Missing 1  0   0.183b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 6 (50.00) 12 (63.16) OR: 0.61 (0.15, 2.52) 0.501a  

No Event 6 (50.00) 7 (36.84) RR: 0.80 (0.41, 1.55) 0.505  

Total 12  19  ARR: 0.13 (-0.24, 0.50) 0.494  

Missing 0  0   0.122b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 11 (68.75) 8 (66.67) OR: 1.05 (0.22, 4.97) 0.949a  

No Event 5 (31.25) 4 (33.33) RR: 1.02 (0.59, 1.75) 0.947  

Total 16  12  ARR: -0.01 (-0.38, 0.36) 0.947  

Missing 0  0   0.379b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 113 (58.25) 114 (60.64) OR: 0.88 (0.58, 1.33) 0.545a  

No Event 81 (41.75) 74 (39.36) RR: 0.95 (0.81, 1.12) 0.541  

Total 194  188  ARR: 0.03 (-0.07, 0.13) 0.543  

Missing 1  1   0.603b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.6 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 100 (55.56) 124 (63.92) OR: 0.71 (0.47, 1.09) 0.116a  

No Event 80 (44.44) 70 (36.08) RR: 0.88 (0.74, 1.03) 0.115  

Total 180  194  ARR: 0.08 (-0.02, 0.18) 0.114  

Missing 0  0   0.604b  

      0.305c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.6 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 85 (53.80) 84 (54.55) OR: 0.94 (0.60, 1.47) 0.793a  

No Event 73 (46.20) 70 (45.45) RR: 0.97 (0.79, 1.19) 0.792  

Total 158  154  ARR: 0.01 (-0.10, 0.13) 0.793  

Missing 2  1   0.258b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.7 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 30 (66.67) 23 (88.46) OR: 0.23 (0.06, 0.93) 0.033a  

No Event 15 (33.33) 3 (11.54) RR: 0.73 (0.56, 0.95) 0.020  

Total 45  26  ARR: 0.24 (0.05, 0.43) 0.014  

Missing 0  0   0.530b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.7 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 60 (52.63) 63 (50.81) OR: 1.03 (0.62, 1.73) 0.897a  

No Event 54 (47.37) 61 (49.19) RR: 1.02 (0.80, 1.30) 0.897  

Total 114  124  ARR: -0.01 (-0.14, 0.12) 0.897  

Missing 1  1   0.344b  

      0.108c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.7 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 95 (53.07) 122 (61.62) OR: 0.71 (0.47, 1.08) 0.110a  

No Event 84 (46.93) 76 (38.38) RR: 0.87 (0.73, 1.03) 0.111  

Total 179  198  ARR: 0.08 (-0.02, 0.18) 0.108  

Missing 1  0   0.740b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.8 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 110 (58.20) 124 (64.25) OR: 0.78 (0.51, 1.17) 0.228a  

No Event 79 (41.80) 69 (35.75) RR: 0.91 (0.77, 1.06) 0.228  

Total 189  193  ARR: 0.06 (-0.04, 0.16) 0.227  

Missing 0  1   0.206b  

      0.747c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.8 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 75 (50.34) 84 (54.19) OR: 0.86 (0.54, 1.35) 0.508a  

No Event 74 (49.66) 71 (45.81) RR: 0.93 (0.75, 1.15) 0.507  

Total 149  155  ARR: 0.04 (-0.07, 0.15) 0.507  

Missing 2  0   0.546b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.9 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 41 (59.42) 42 (62.69) OR: 0.90 (0.45, 1.79) 0.759a  

No Event 28 (40.58) 25 (37.31) RR: 0.96 (0.73, 1.25) 0.757  

Total 69  67  ARR: 0.03 (-0.14, 0.19) 0.758  

Missing 0  0   0.509b  

      0.822c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.9 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 144 (53.53) 166 (59.07) OR: 0.80 (0.57, 1.12) 0.191a  

No Event 125 (46.47) 115 (40.93) RR: 0.91 (0.78, 1.05) 0.192  

Total 269  281  ARR: 0.06 (-0.03, 0.14) 0.190  

Missing 2  1   0.273b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.10 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 41 (59.42) 42 (62.69) OR: 0.90 (0.45, 1.79) 0.759a  

No Event 28 (40.58) 25 (37.31) RR: 0.96 (0.73, 1.25) 0.757  

Total 69  67  ARR: 0.03 (-0.14, 0.19) 0.758  

Missing 0  0   0.509b  

      0.953c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.10 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 36 (59.02) 40 (67.80) OR: 0.69 (0.33, 1.44) 0.323a  

No Event 25 (40.98) 19 (32.20) RR: 0.87 (0.66, 1.15) 0.325  

Total 61  59  ARR: 0.09 (-0.09, 0.26) 0.320  

Missing 0  0   0.213b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.10 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 33 (55.93) 42 (62.69) OR: 0.75 (0.37, 1.53) 0.432a  

No Event 26 (44.07) 25 (37.31) RR: 0.89 (0.66, 1.19) 0.432  

Total 59  67  ARR: 0.07 (-0.10, 0.24) 0.428  

Missing 0  1   0.772b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.10 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 75 (50.34) 84 (54.19) OR: 0.86 (0.54, 1.35) 0.508a  

No Event 74 (49.66) 71 (45.81) RR: 0.93 (0.75, 1.15) 0.507  

Total 149  155  ARR: 0.04 (-0.07, 0.15) 0.507  

Missing 2  0   0.546b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.11 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 168 (56.57) 186 (59.81) OR: 0.87 (0.63, 1.21) 0.419a  

No Event 129 (43.43) 125 (40.19) RR: 0.95 (0.83, 1.08) 0.418  

Total 297  311  ARR: 0.03 (-0.05, 0.11) 0.418  

Missing 2  1   0.894b  

      0.223c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.11 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 17 (41.46) 22 (59.46) OR: 0.43 (0.17, 1.12) 0.085a  

No Event 24 (58.54) 15 (40.54) RR: 0.68 (0.44, 1.05) 0.085  

Total 41  37  ARR: 0.19 (-0.02, 0.40) 0.074  

Missing 0  0   0.708b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.12 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 97 (59.51) 108 (63.16) OR: 0.86 (0.55, 1.33) 0.494a  

No Event 66 (40.49) 63 (36.84) RR: 0.94 (0.79, 1.12) 0.494  

Total 163  171  ARR: 0.04 (-0.07, 0.14) 0.493  

Missing 0  1   NEb  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.13 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 35 (62.50) 37 (62.71) OR: 0.99 (0.47, 2.11) 0.981a  

No Event 21 (37.50) 22 (37.29) RR: 1.00 (0.75, 1.32) 0.981  

Total 56  59  ARR: 0.00 (-0.17, 0.18) 0.981  

Missing 0  0   NEb  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.14 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 166 (56.27) 184 (60.33) OR: 0.85 (0.61, 1.17) 0.320a  

No Event 129 (43.73) 121 (39.67) RR: 0.93 (0.82, 1.07) 0.320  

Total 295  305  ARR: 0.04 (-0.04, 0.12) 0.319  

Missing 2  1   0.945b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.14 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 19 (44.19) 24 (55.81) OR: 0.53 (0.22, 1.32) 0.168a  

No Event 24 (55.81) 19 (44.19) RR: 0.75 (0.51, 1.12) 0.161  

Total 43  43  ARR: 0.15 (-0.06, 0.35) 0.164  

Missing 0  0   0.119b  

      0.518c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.15 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 117 (52.47) 138 (58.47) OR: 0.78 (0.54, 1.13) 0.196a  

No Event 106 (47.53) 98 (41.53) RR: 0.90 (0.76, 1.06) 0.197  

Total 223  236  ARR: 0.06 (-0.03, 0.15) 0.195  

Missing 2  1   0.395b  

      0.352c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.15 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 36 (56.25) 29 (52.73) OR: 0.99 (0.48, 2.07) 0.982a  

No Event 28 (43.75) 26 (47.27) RR: 1.00 (0.72, 1.38) 0.982  

Total 64  55  ARR: 0.00 (-0.18, 0.19) 0.982  

Missing 0  0   0.075b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.16 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 141 (54.44) 157 (60.38) OR: 0.78 (0.55, 1.11) 0.172a  

No Event 118 (45.56) 103 (39.62) RR: 0.90 (0.78, 1.05) 0.173  

Total 259  260  ARR: 0.06 (-0.03, 0.14) 0.171  

Missing 2  1   0.710b  

      0.973c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.16 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 9 (33.33) 10 (38.46) OR: 0.55 (0.15, 2.04) 0.377a  

No Event 18 (66.67) 16 (61.54) RR: 0.73 (0.38, 1.41) 0.348  

Total 27  26  ARR: 0.12 (-0.13, 0.36) 0.355  

Missing 0  0   0.618b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.17 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Antiviral Therapy not active against 

COVID 

Event 10 (50.00) 3 (27.27) OR: 2.31 (0.43, 12.40) 0.335a  

No Event 10 (50.00) 8 (72.73) RR: 1.65 (0.60, 4.59) 0.334  

Total 20  11  ARR: -0.20 (-0.58, 0.19) 0.316  

Missing 0  0   0.496b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.18 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Antibiotic Event 13 (59.09) 15 (48.39) OR: 1.43 (0.45, 4.56) 0.531a  

No Event 9 (40.91) 16 (51.61) RR: 1.21 (0.65, 2.24) 0.543  

Total 22  31  ARR: -0.10 (-0.40, 0.21) 0.538  

Missing 0  0   0.138b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.21 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 95 (54.29) 117 (59.69) OR: 0.81 (0.54, 1.22) 0.317a  

No Event 80 (45.71) 79 (40.31) RR: 0.91 (0.76, 1.09) 0.319  

Total 175  196  ARR: 0.05 (-0.05, 0.15) 0.316  

Missing 1  1   0.476b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.22 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 21 (55.26) 27 (62.79) OR: 0.74 (0.29, 1.86) 0.521a  

No Event 17 (44.74) 16 (37.21) RR: 0.89 (0.62, 1.27) 0.511  

Total 38  43  ARR: 0.07 (-0.15, 0.29) 0.514  

Missing 0  0   0.347b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.23 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 80 (53.69) 84 (59.15) OR: 0.79 (0.49, 1.28) 0.344a  

No Event 69 (46.31) 58 (40.85) RR: 0.91 (0.75, 1.11) 0.340  

Total 149  142  ARR: 0.05 (-0.06, 0.16) 0.340  

Missing 1  0   0.929b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.24 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 17 (36.17) 23 (41.82) OR: 0.83 (0.36, 1.89) 0.660a  

No Event 30 (63.83) 32 (58.18) RR: 0.90 (0.55, 1.45) 0.655  

Total 47  55  ARR: 0.04 (-0.14, 0.23) 0.654  

Missing 0  0   0.965b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.24 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 163 (57.19) 182 (62.98) OR: 0.79 (0.56, 1.10) 0.166a  

No Event 122 (42.81) 107 (37.02) RR: 0.91 (0.80, 1.04) 0.166  

Total 285  289  ARR: 0.06 (-0.02, 0.14) 0.165  

Missing 2  1   0.453b  

      0.993c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.25 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 92 (51.69) 106 (57.92) OR: 0.75 (0.49, 1.14) 0.183a  

No Event 86 (48.31) 77 (42.08) RR: 0.88 (0.73, 1.06) 0.184  

Total 178  183  ARR: 0.07 (-0.03, 0.17) 0.181  

Missing 0  1   0.531b  

      0.751c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.25 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 93 (58.13) 102 (61.82) OR: 0.86 (0.55, 1.33) 0.493a  

No Event 67 (41.88) 63 (38.18) RR: 0.94 (0.79, 1.12) 0.494  

Total 160  165  ARR: 0.04 (-0.07, 0.14) 0.493  

Missing 2  0   0.281b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.26 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 144 (52.94) 162 (58.27) OR: 0.79 (0.57, 1.11) 0.182a  

No Event 128 (47.06) 116 (41.73) RR: 0.90 (0.78, 1.05) 0.183  

Total 272  278  ARR: 0.06 (-0.03, 0.14) 0.181  

Missing 0  1   0.750b  

      0.879c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.26 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 41 (62.12) 46 (65.71) OR: 0.85 (0.42, 1.71) 0.654a  

No Event 25 (37.88) 24 (34.29) RR: 0.94 (0.73, 1.22) 0.658  

Total 66  70  ARR: 0.04 (-0.13, 0.20) 0.654  

Missing 2  0   0.212b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.27 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 166 (53.55) 193 (59.38) OR: 0.78 (0.57, 1.07) 0.123a  

No Event 144 (46.45) 132 (40.62) RR: 0.90 (0.78, 1.03) 0.124  

Total 310  325  ARR: 0.06 (-0.02, 0.14) 0.122  

Missing 0  1   0.959b  

      0.563c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.12.27 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 19 (67.86) 15 (65.22) OR: 1.08 (0.33, 3.51) 0.901a  

No Event 9 (32.14) 8 (34.78) RR: 1.03 (0.68, 1.55) 0.902  

Total 28  23  ARR: -0.02 (-0.28, 0.25) 0.900  

Missing 2  0   0.553b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.1 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 65 Number of Participants with event, n (%) 259 (65.9) 255 (64.7)  

Number of Participants censored, n (%) 134 (34.1) 139 (35.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (14.0, 19.0)  

Median (95% CI) 28.0 (25.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.36 (61.43, 70.82) 65.28 (60.31, 69.78)  

Stratified Log-Rank P-valuea 0.238   

 

 Hazard Ratio (95% CI)b 1.09 (0.92, 1.29)   

P-valueb 0.337   

 

 P-valuec 0.970   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.08, 0.05)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.1 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 65 Number of Participants with event, n (%) 36 (61.0) 34 (59.6)  

Number of Participants censored, n (%) 23 (39.0) 23 (40.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 16.0 (10.0, 21.0) 16.0 (13.0, 24.0)  

Median (95% CI) 28.0 (21.0, 29.0) 29.0 (23.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 3, 29 3, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.05 (50.49, 76.30) 62.35 (47.81, 73.91)  

Stratified Log-Rank P-valuea 0.661   

 

 Hazard Ratio (95% CI)b 1.11 (0.69, 1.77)   

P-valueb 0.674   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.19, 0.16)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.2 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 75 Number of Participants with event, n (%) 282 (65.4) 283 (64.3)  

Number of Participants censored, n (%) 149 (34.6) 157 (35.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (14.0, 19.0)  

Median (95% CI) 28.0 (25.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.16 (61.44, 70.45) 64.96 (60.26, 69.24)  

Stratified Log-Rank P-valuea 0.215   

 

 Hazard Ratio (95% CI)b 1.09 (0.92, 1.29)   

P-valueb 0.305   

 

 P-valuec 0.775   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.07, 0.05)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.2 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 75 Number of Participants with event, n (%) 13 (61.9) 6 (54.5)  

Number of Participants censored, n (%) 8 (38.1) 5 (45.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 21.0 (9.0, 29.0) 29.0 (16.0, 29.0)  

Median (95% CI) 29.0 (21.0, NE) 29.0 (28.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 9, 29 16, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

67.92 (40.92, 84.58) 65.91 (24.29, 88.44)  

Stratified Log-Rank P-valuea 0.725   

 

 Hazard Ratio (95% CI)b 1.15 (0.43, 3.12)   

P-valueb 0.778   

 

 Absolute Risk Reduction (95% CI)d -0.07 (-0.41, 0.27)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.3 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age < 80 Number of Participants with event, n (%) 287 (64.8) 287 (64.3)  

Number of Participants censored, n (%) 156 (35.2) 159 (35.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (14.0, 19.0)  

Median (95% CI) 28.0 (26.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.59 (60.91, 69.85) 65.09 (60.43, 69.35)  

Stratified Log-Rank P-valuea 0.293   

 

 Hazard Ratio (95% CI)b 1.07 (0.91, 1.26)   

P-valueb 0.407   

 

 P-valuec 0.150   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.07, 0.06)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.3 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Age ≥ 80 Number of Participants with event, n (%) 8 (88.9) 2 (40.0)  

Number of Participants censored, n (%) 1 (11.1) 3 (60.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 18.5 (15.0, 27.0) 29.0 (29.0, NE)  

Median (95% CI) 27.0 (15.0, 29.0) NE (29.0, NE)  

75th Percentile (95% CI) 29.0 (21.0, 29.0) NE (29.0, NE)  

Min, Max 13, 29 16, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

100.00 (100.00, 100.00) 50.00 (2.88, 87.33)  

Stratified Log-Rank P-valuea 0.027   

 

 Hazard Ratio (95% CI)b 4.72 (0.96, 23.20)   

P-valueb 0.056   

 

 Absolute Risk Reduction (95% CI)d -0.49 (-0.82, 0.02)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.4 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Male Number of Participants with event, n (%) 149 (70.0) 152 (64.7)  

Number of Participants censored, n (%) 64 (30.0) 83 (35.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (10.0, 15.0) 15.0 (11.0, 17.0)  

Median (95% CI) 26.0 (22.0, 29.0) 29.0 (26.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

71.20 (64.48, 76.88) 65.58 (59.04, 71.34)  

Stratified Log-Rank P-valuea 0.176   

 

 Hazard Ratio (95% CI)b 1.17 (0.93, 1.46)   

P-valueb 0.184   

 

 P-valuec 0.517   

 

 Absolute Risk Reduction (95% CI)d -0.05 (-0.14, 0.03)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.4 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Female Number of Participants with event, n (%) 146 (61.1) 137 (63.4)  

Number of Participants censored, n (%) 93 (38.9) 79 (36.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 16.0) 20.0 (16.0, 23.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

61.78 (55.24, 67.66) 64.21 (57.35, 70.26)  

Stratified Log-Rank P-valuea 0.560   

 

 Hazard Ratio (95% CI)b 1.04 (0.82, 1.31)   

P-valueb 0.768   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.07, 0.11)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

American Indian or Alaska Native Number of Participants with event, n (%) 71 (71.0) 85 (73.9)  

Number of Participants censored, n (%) 29 (29.0) 30 (26.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 29.0 (NE, NE) 29.0 (NE, NE)  

Median (95% CI) 29.0 (NE, NE) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 5, 29 6, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

71.00 (60.97, 78.89) 73.91 (64.81, 81.00)  

Stratified Log-Rank P-valuea 0.716   

 

 Hazard Ratio (95% CI)b 0.91 (0.66, 1.25)   

P-valueb 0.548   

 

 P-valuec 0.803   

 

 Absolute Risk Reduction (95% CI)d 0.03 (-0.09, 0.15)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Asian Number of Participants with event, n (%) 15 (50.0) 10 (47.6)  

Number of Participants censored, n (%) 15 (50.0) 11 (52.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (8.0, 17.0) 13.0 (5.0, 26.0)  

Median (95% CI) NE (15.0, NE) NE (13.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 5, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

50.00 (30.83, 66.48) 47.62 (24.98, 67.24)  

Stratified Log-Rank P-valuea 0.573   

 

 Hazard Ratio (95% CI)b 1.28 (0.55, 2.95)   

P-valueb 0.566   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.29, 0.25)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Black or African American Number of Participants with event, n (%) 9 (56.3) 10 (50.0)  

Number of Participants censored, n (%) 7 (43.8) 10 (50.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 11.0 (3.0, 20.0) 20.0 (5.0, 29.0)  

Median (95% CI) 26.0 (11.0, NE) 29.0 (18.0, NE)  

75th Percentile (95% CI) NE (26.0, NE) NE (NE, NE)  

Min, Max 3, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

59.62 (29.66, 80.24) 51.79 (27.11, 71.77)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 1.70 (0.67, 4.35)   

P-valueb 0.265   

 

 Absolute Risk Reduction (95% CI)d -0.06 (-0.37, 0.26)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Native Hawaiian or Other Pacific Islanders Number of Participants with event, n (%) 10 (47.6) 8 (38.1)  

Number of Participants censored, n (%) 11 (52.4) 13 (61.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (5.0, 29.0) 22.0 (6.0, NE)  

Median (95% CI) NE (13.0, NE) NE (22.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 5, 29 6, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

47.62 (24.99, 67.23) 38.10 (17.77, 58.33)  

Stratified Log-Rank P-valuea 0.411   

 

 Hazard Ratio (95% CI)b 1.50 (0.58, 3.89)   

P-valueb 0.408   

 

 Absolute Risk Reduction (95% CI)d -0.10 (-0.38, 0.20)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

White Number of Participants with event, n (%) 190 (66.7) 176 (64.2)  

Number of Participants censored, n (%) 95 (33.3) 98 (35.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 11.0 (8.0, 13.0) 13.0 (9.0, 15.0)  

Median (95% CI) 20.0 (17.0, 24.0) 24.0 (21.0, 27.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

67.72 (61.86, 72.88) 65.36 (59.31, 70.74)  

Stratified Log-Rank P-valuea 0.232   

 

 Hazard Ratio (95% CI)b 1.13 (0.92, 1.39)   

P-valueb 0.235   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.10, 0.05)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.6 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Hispanic Number of Participants with event, n (%) 143 (62.2) 150 (63.0)  

Number of Participants censored, n (%) 87 (37.8) 88 (37.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 21.0 (15.0, 27.0) 25.0 (20.0, 28.0)  

Median (95% CI) 29.0 (NE, NE) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

62.90 (56.24, 68.83) 64.02 (57.49, 69.81)  

Stratified Log-Rank P-valuea 0.938   

 

 Hazard Ratio (95% CI)b 0.98 (0.78, 1.24)   

P-valueb 0.882   

 

 P-valuec 0.298   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.08, 0.10)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.6 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Not Hispanic Number of Participants with event, n (%) 152 (68.5) 139 (65.3)  

Number of Participants censored, n (%) 70 (31.5) 74 (34.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 9.0 (8.0, 11.0) 12.0 (9.0, 15.0)  

Median (95% CI) 18.0 (15.0, 22.0) 23.0 (19.0, 27.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

69.48 (62.85, 75.16) 65.92 (59.04, 71.92)  

Stratified Log-Rank P-valuea 0.139   

 

 Hazard Ratio (95% CI)b 1.19 (0.94, 1.50)   

P-valueb 0.143   

 

 Absolute Risk Reduction (95% CI)d -0.03 (-0.12, 0.06)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.7 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

US Number of Participants with event, n (%) 44 (68.8) 23 (57.5)  

Number of Participants censored, n (%) 20 (31.3) 17 (42.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (6.0, 15.0) 15.0 (8.0, 23.0)  

Median (95% CI) 20.0 (15.0, 28.0) 29.0 (16.0, NE)  

75th Percentile (95% CI) NE (28.0, NE) NE (NE, NE)  

Min, Max 3, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

70.33 (57.00, 80.22) 58.82 (41.50, 72.61)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 1.36 (0.81, 2.29)   

P-valueb 0.246   

 

 P-valuec 0.158   

 

 Absolute Risk Reduction (95% CI)d -0.11 (-0.30, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.7 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Europe Number of Participants with event, n (%) 133 (71.1) 131 (68.6)  

Number of Participants censored, n (%) 54 (28.9) 60 (31.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 8.0 (8.0, 11.0) 12.0 (9.0, 15.0)  

Median (95% CI) 17.0 (15.0, 21.0) 23.0 (19.0, 27.0)  

75th Percentile (95% CI) NE (28.0, NE) NE (29.0, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

71.97 (64.82, 77.92) 69.40 (62.22, 75.49)  

Stratified Log-Rank P-valuea 0.153   

 

 Hazard Ratio (95% CI)b 1.19 (0.93, 1.51)   

P-valueb 0.161   

 

 Absolute Risk Reduction (95% CI)d -0.03 (-0.12, 0.07)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.7 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Other Number of Participants with event, n (%) 118 (58.7) 135 (61.4)  

Number of Participants censored, n (%) 83 (41.3) 85 (38.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 27.0 (20.0, 29.0) 27.0 (22.0, 29.0)  

Median (95% CI) 29.0 (NE, NE) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 5, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

59.48 (52.27, 65.97) 62.14 (55.30, 68.23)  

Stratified Log-Rank P-valuea 0.546   

 

 Hazard Ratio (95% CI)b 0.91 (0.71, 1.16)   

P-valueb 0.443   

 

 Absolute Risk Reduction (95% CI)d 0.03 (-0.07, 0.12)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.8 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≤ 5 days Number of Participants with event, n (%) 177 (66.0) 155 (58.5)  

Number of Participants censored, n (%) 91 (34.0) 110 (41.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (9.0, 15.0) 16.0 (14.0, 22.0)  

Median (95% CI) 28.0 (24.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.41 (60.37, 71.76) 59.17 (52.93, 64.87)  

Stratified Log-Rank P-valuea 0.021   

 

 Hazard Ratio (95% CI)b 1.28 (1.03, 1.58)   

P-valueb 0.027   

 

 P-valuec 0.028   

 

 Absolute Risk Reduction (95% CI)d -0.08 (-0.16, 0.01)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.8 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset > 5 days Number of Participants with event, n (%) 118 (64.1) 134 (72.0)  

Number of Participants censored, n (%) 66 (35.9) 52 (28.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (12.0, 17.0) 16.0 (13.0, 19.0)  

Median (95% CI) 29.0 (25.0, 29.0) 29.0 (26.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (29.0, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.90 (58.39, 72.38) 73.15 (66.06, 79.00)  

Stratified Log-Rank P-valuea 0.436   

 

 Hazard Ratio (95% CI)b 0.89 (0.69, 1.14)   

P-valueb 0.342   

 

 Absolute Risk Reduction (95% CI)d 0.08 (-0.02, 0.17)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.9 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≤ 3 days Number of Participants with event, n (%) 70 (73.7) 51 (59.3)  

Number of Participants censored, n (%) 25 (26.3) 35 (40.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 15.0) 22.0 (12.0, 27.0)  

Median (95% CI) 22.0 (15.0, 28.0) 29.0 (29.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

74.39 (64.15, 82.11) 59.30 (48.06, 68.89)  

Stratified Log-Rank P-valuea 0.004   

 

 Hazard Ratio (95% CI)b 1.66 (1.16, 2.39)   

P-valueb 0.006   

 

 P-valuec 0.013   

 

 Absolute Risk Reduction (95% CI)d -0.14 (-0.28, -0.01)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.9 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset > 3 days Number of Participants with event, n (%) 225 (63.0) 238 (65.2)  

Number of Participants censored, n (%) 132 (37.0) 127 (34.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (14.0, 18.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (28.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

64.01 (58.72, 68.80) 66.28 (61.11, 70.93)  

Stratified Log-Rank P-valuea 0.959   

 

 Hazard Ratio (95% CI)b 0.98 (0.82, 1.18)   

P-valueb 0.868   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.05, 0.09)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.10 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset < 25% Number of Participants with event, n (%) 70 (73.7) 51 (59.3)  

Number of Participants censored, n (%) 25 (26.3) 35 (40.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 15.0) 22.0 (12.0, 27.0)  

Median (95% CI) 22.0 (15.0, 28.0) 29.0 (29.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

74.39 (64.15, 82.11) 59.30 (48.06, 68.89)  

Stratified Log-Rank P-valuea 0.004   

 

 Hazard Ratio (95% CI)b 1.66 (1.16, 2.39)   

P-valueb 0.006   

 

 P-valuec 0.042   

 

 Absolute Risk Reduction (95% CI)d -0.14 (-0.28, -0.01)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.10 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset 25-50% Number of Participants with event, n (%) 52 (61.2) 48 (60.0)  

Number of Participants censored, n (%) 33 (38.8) 32 (40.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 17.0 (9.0, 25.0) 15.0 (13.0, 21.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (22.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

61.71 (50.33, 71.23) 61.02 (49.16, 70.92)  

Stratified Log-Rank P-valuea 0.945   

 

 Hazard Ratio (95% CI)b 0.99 (0.67, 1.47)   

P-valueb 0.957   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.16, 0.14)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.10 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset 50-75% Number of Participants with event, n (%) 55 (62.5) 56 (56.6)  

Number of Participants censored, n (%) 33 (37.5) 43 (43.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 9.0 (8.0, 14.0) 15.0 (8.0, 24.0)  

Median (95% CI) 26.5 (15.0, 29.0) 29.0 (27.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

62.50 (51.40, 71.75) 57.44 (46.90, 66.62)  

Stratified Log-Rank P-valuea 0.235   

 

 Hazard Ratio (95% CI)b 1.24 (0.85, 1.80)   

P-valueb 0.262   

 

 Absolute Risk Reduction (95% CI)d -0.06 (-0.20, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.10 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Time from symptom onset ≥ 75% Number of Participants with event, n (%) 118 (64.1) 134 (72.0)  

Number of Participants censored, n (%) 66 (35.9) 52 (28.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (12.0, 17.0) 16.0 (13.0, 19.0)  

Median (95% CI) 29.0 (25.0, 29.0) 29.0 (26.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (29.0, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.90 (58.39, 72.38) 73.15 (66.06, 79.00)  

Stratified Log-Rank P-valuea 0.436   

 

 Hazard Ratio (95% CI)b 0.89 (0.69, 1.14)   

P-valueb 0.342   

 

 Absolute Risk Reduction (95% CI)d 0.08 (-0.02, 0.17)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.11 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

High risk Number of Participants with event, n (%) 265 (65.4) 257 (63.3)  

Number of Participants censored, n (%) 140 (34.6) 149 (36.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 19.0)  

Median (95% CI) 28.0 (25.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.47 (61.58, 70.89) 64.23 (59.30, 68.73)  

Stratified Log-Rank P-valuea 0.149   

 

 Hazard Ratio (95% CI)b 1.12 (0.94, 1.33)   

P-valueb 0.208   

 

 P-valuec 0.427   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.09, 0.04)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.11 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Low risk Number of Participants with event, n (%) 30 (63.8) 32 (71.1)  

Number of Participants censored, n (%) 17 (36.2) 13 (28.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (8.0, 25.0) 15.0 (8.0, 27.0)  

Median (95% CI) 29.0 (22.0, 29.0) 29.0 (27.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 3, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

63.83 (48.15, 75.90) 71.11 (55.19, 82.24)  

Stratified Log-Rank P-valuea 0.722   

 

 Hazard Ratio (95% CI)b 0.89 (0.54, 1.47)   

P-valueb 0.652   

 

 Absolute Risk Reduction (95% CI)d 0.07 (-0.12, 0.26)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.12 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

High risk + time from symptom onset ≤ 5 days Number of Participants with event, n (%) 159 (66.5) 135 (57.2)  

Number of Participants censored, n (%) 80 (33.5) 101 (42.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (9.0, 15.0) 17.0 (14.0, 22.0)  

Median (95% CI) 27.0 (21.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.94 (60.53, 72.55) 57.94 (51.29, 64.01)  

Stratified Log-Rank P-valuea 0.010   

 

 Hazard Ratio (95% CI)b 1.34 (1.07, 1.69)   

P-valueb 0.012   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.09 (-0.18, -0.01)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.13 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

High risk + time from symptom onset ≤ 3 days Number of Participants with event, n (%) 61 (74.4) 45 (58.4)  

Number of Participants censored, n (%) 21 (25.6) 32 (41.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 15.0) 22.0 (10.0, 27.0)  

Median (95% CI) 21.0 (15.0, 28.0) 29.0 (28.0, NE)  

75th Percentile (95% CI) 29.0 (29.0, NE) NE (NE, NE)  

Min, Max 5, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

75.22 (64.11, 83.33) 58.44 (46.52, 68.59)  

Stratified Log-Rank P-valuea 0.004   

 

 Hazard Ratio (95% CI)b 1.73 (1.18, 2.55)   

P-valueb 0.006   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.16 (-0.30, -0.01)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.14 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

At least one co-morbidity Number of Participants with event, n (%) 262 (65.3) 253 (63.3)  

Number of Participants censored, n (%) 139 (34.7) 147 (36.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 19.0)  

Median (95% CI) 28.0 (25.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.27 (61.36, 70.72) 64.19 (59.23, 68.72)  

Stratified Log-Rank P-valuea 0.153   

 

 Hazard Ratio (95% CI)b 1.12 (0.94, 1.33)   

P-valueb 0.217   

 

 P-valuec 0.467   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.09, 0.05)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.14 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

No co-morbidity Number of Participants with event, n (%) 33 (64.7) 36 (70.6)  

Number of Participants censored, n (%) 18 (35.3) 15 (29.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (8.0, 25.0) 15.0 (8.0, 27.0)  

Median (95% CI) 29.0 (22.0, 29.0) 29.0 (21.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 3, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.62 (50.48, 77.14) 70.59 (55.77, 81.24)  

Stratified Log-Rank P-valuea 0.793   

 

 Hazard Ratio (95% CI)b 0.92 (0.57, 1.50)   

P-valueb 0.749   

 

 Absolute Risk Reduction (95% CI)d 0.06 (-0.12, 0.24)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.15 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline Vitamin D < 30 ng/mL Number of Participants with event, n (%) 197 (64.0) 197 (64.2)  

Number of Participants censored, n (%) 111 (36.0) 110 (35.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (11.0, 15.0) 17.0 (15.0, 20.0)  

Median (95% CI) 29.0 (25.0, 29.0) 29.0 (28.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

64.62 (58.95, 69.72) 64.90 (59.22, 70.00)  

Stratified Log-Rank P-valuea 0.353   

 

 Hazard Ratio (95% CI)b 1.08 (0.88, 1.31)   

P-valueb 0.469   

 

 P-valuec 0.651   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.07, 0.08)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.15 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline Vitamin D ≥ 30 ng/mL Number of Participants with event, n (%) 55 (70.5) 49 (63.6)  

Number of Participants censored, n (%) 23 (29.5) 28 (36.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 15.0) 11.0 (8.0, 14.0)  

Median (95% CI) 25.0 (16.0, 29.0) 29.0 (15.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

71.89 (60.12, 80.73) 63.64 (51.72, 73.36)  

Stratified Log-Rank P-valuea 0.476   

 

 Hazard Ratio (95% CI)b 1.15 (0.78, 1.69)   

P-valueb 0.489   

 

 Absolute Risk Reduction (95% CI)d -0.07 (-0.21, 0.08)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.16 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline zinc < 100 ug/dL Number of Participants with event, n (%) 228 (65.5) 217 (65.6)  

Number of Participants censored, n (%) 120 (34.5) 114 (34.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (11.0, 15.0) 16.0 (14.0, 19.0)  

Median (95% CI) 27.0 (23.0, 29.0) 29.0 (27.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.40 (61.11, 71.15) 66.25 (60.82, 71.10)  

Stratified Log-Rank P-valuea 0.330   

 

 Hazard Ratio (95% CI)b 1.08 (0.89, 1.30)   

P-valueb 0.440   

 

 P-valuec 0.920   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.07, 0.07)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.16 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Baseline zinc ≥ 100 ug/dL Number of Participants with event, n (%) 20 (57.1) 22 (56.4)  

Number of Participants censored, n (%) 15 (42.9) 17 (43.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 11.0 (5.0, 29.0) 15.0 (8.0, 28.0)  

Median (95% CI) 29.0 (17.0, NE) 29.0 (27.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

57.14 (38.88, 71.79) 56.41 (39.24, 70.44)  

Stratified Log-Rank P-valuea 0.782   

 

 Hazard Ratio (95% CI)b 1.11 (0.60, 2.06)   

P-valueb 0.731   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.23, 0.22)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.18 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Antibiotic Number of Participants with event, n (%) 15 (57.7) 24 (66.7)  

Number of Participants censored, n (%) 11 (42.3) 12 (33.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (9.0, 25.0) 15.5 (8.0, 21.0)  

Median (95% CI) 29.0 (15.0, NE) 29.0 (19.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 8, 29 6, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

57.69 (36.09, 74.31) 68.27 (49.60, 81.24)  

Stratified Log-Rank P-valuea 0.808   

 

 Hazard Ratio (95% CI)b 0.89 (0.45, 1.73)   

P-valueb 0.722   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d 0.09 (-0.15, 0.33)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.21 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Adjunctive therapy Number of Participants with event, n (%) 138 (64.2) 144 (62.9)  

Number of Participants censored, n (%) 77 (35.8) 85 (37.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (14.0, 17.0) 22.0 (18.0, 24.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.65 (58.75, 71.68) 63.92 (57.25, 69.83)  

Stratified Log-Rank P-valuea 0.231   

 

 Hazard Ratio (95% CI)b 1.13 (0.89, 1.43)   

P-valueb 0.311   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.10, 0.08)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.22 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Other Number of Participants with event, n (%) 26 (57.8) 20 (40.8)  

Number of Participants censored, n (%) 19 (42.2) 29 (59.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (12.0, 18.0) 26.0 (20.0, 29.0)  

Median (95% CI) 27.0 (16.0, NE) NE (29.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

59.00 (42.77, 72.05) 41.61 (27.49, 55.15)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 2.22 (1.21, 4.06)   

P-valueb 0.010   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.17 (-0.36, 0.03)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.23 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

None Number of Participants with event, n (%) 149 (67.1) 138 (65.4)  

Number of Participants censored, n (%) 73 (32.9) 73 (34.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 9.0 (8.0, 13.0) 12.0 (9.0, 15.0)  

Median (95% CI) 26.0 (19.0, 29.0) 29.0 (25.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

67.64 (60.99, 73.41) 66.09 (59.18, 72.10)  

Stratified Log-Rank P-valuea 0.429   

 

 Hazard Ratio (95% CI)b 1.09 (0.86, 1.37)   

P-valueb 0.477   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.11, 0.07)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.24 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Positive baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 43 (71.7) 53 (77.9)  

Number of Participants censored, n (%) 17 (28.3) 15 (22.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 11.0 (8.0, 15.0) 14.0 (8.0, 16.0)  

Median (95% CI) 23.0 (15.0, 29.0) 24.0 (19.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) 29.0 (29.0, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

72.44 (58.85, 82.20) 79.04 (66.97, 87.11)  

Stratified Log-Rank P-valuea 0.875   

 

 Hazard Ratio (95% CI)b 0.97 (0.65, 1.45)   

P-valueb 0.880   

 

 P-valuec 0.433   

 

 Absolute Risk Reduction (95% CI)d 0.06 (-0.09, 0.22)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.24 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Negative baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 246 (64.2) 233 (62.0)  

Number of Participants censored, n (%) 137 (35.8) 143 (38.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (12.0, 15.0) 17.0 (15.0, 20.0)  

Median (95% CI) 29.0 (26.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.19 (60.13, 69.78) 62.80 (57.64, 67.51)  

Stratified Log-Rank P-valuea 0.171   

 

 Hazard Ratio (95% CI)b 1.11 (0.93, 1.33)   

P-valueb 0.237   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.09, 0.05)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.25 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 2 Number of Participants with event, n (%) 155 (67.1) 160 (69.3)  

Number of Participants censored, n (%) 76 (32.9) 71 (30.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (11.0, 16.0) 17.0 (15.0, 21.0)  

Median (95% CI) 29.0 (25.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (29.0, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

67.55 (61.04, 73.22) 69.83 (63.41, 75.35)  

Stratified Log-Rank P-valuea 0.634   

 

 Hazard Ratio (95% CI)b 1.02 (0.82, 1.27)   

P-valueb 0.850   

 

 P-valuec 0.399   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.06, 0.11)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.25 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 2 Number of Participants with event, n (%) 140 (63.3) 129 (58.6)  

Number of Participants censored, n (%) 81 (36.7) 91 (41.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (10.0, 15.0) 16.0 (11.0, 20.0)  

Median (95% CI) 28.0 (22.0, 29.0) 29.0 (27.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

64.72 (57.90, 70.72) 59.67 (52.76, 65.90)  

Stratified Log-Rank P-valuea 0.183   

 

 Hazard Ratio (95% CI)b 1.17 (0.92, 1.49)   

P-valueb 0.194   

 

 Absolute Risk Reduction (95% CI)d -0.05 (-0.14, 0.04)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.26 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 3 Number of Participants with event, n (%) 237 (65.8) 236 (66.3)  

Number of Participants censored, n (%) 123 (34.2) 120 (33.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 15.0 (14.0, 19.0)  

Median (95% CI) 29.0 (26.0, 29.0) 29.0 (28.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.46 (61.28, 71.12) 66.79 (61.60, 71.45)  

Stratified Log-Rank P-valuea 0.532   

 

 Hazard Ratio (95% CI)b 1.04 (0.87, 1.25)   

P-valueb 0.652   

 

 P-valuec 0.271   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.06, 0.07)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.26 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 3 Number of Participants with event, n (%) 58 (63.0) 53 (55.8)  

Number of Participants censored, n (%) 34 (37.0) 42 (44.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 12.0 (10.0, 15.0) 16.0 (13.0, 24.0)  

Median (95% CI) 25.0 (17.0, 29.0) 29.0 (27.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 3, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

64.97 (53.91, 74.01) 57.71 (46.81, 67.16)  

Stratified Log-Rank P-valuea 0.149   

 

 Hazard Ratio (95% CI)b 1.29 (0.89, 1.88)   

P-valueb 0.178   

 

 Absolute Risk Reduction (95% CI)d -0.07 (-0.21, 0.07)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.27 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 < 4 Number of Participants with event, n (%) 271 (65.8) 277 (65.8)  

Number of Participants censored, n (%) 141 (34.2) 144 (34.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (14.0, 19.0)  

Median (95% CI) 28.0 (26.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.59 (61.76, 70.96) 66.33 (61.56, 70.65)  

Stratified Log-Rank P-valuea 0.360   

 

 Hazard Ratio (95% CI)b 1.06 (0.90, 1.26)   

P-valueb 0.473   

 

 P-valuec 0.161   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.06, 0.06)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.13.27 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451)  

Risk factors for severe COVID-19 ≥ 4 Number of Participants with event, n (%) 24 (60.0) 12 (40.0)  

Number of Participants censored, n (%) 16 (40.0) 18 (60.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (7.0, 21.0) 26.0 (13.0, 29.0)  

Median (95% CI) 27.0 (17.0, NE) NE (27.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 4, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

61.78 (44.12, 75.32) 43.62 (24.48, 61.32)  

Stratified Log-Rank P-valuea 0.092   

 

 Hazard Ratio (95% CI)b 1.81 (0.89, 3.66)   

P-valueb 0.101   

 

 Absolute Risk Reduction (95% CI)d -0.20 (-0.42, 0.04)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.1 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 65 n 44 39    

Mean 3.1 2.7    

SD 3.79 3.15    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.316  

Q3 3.0 3.0    

Max 24.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.1 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 65 n 4 3    

Mean 1.3 1.7    

SD 0.50 0.58    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 2.0 0.0 (-1.0, 1.0) 0.445  

Q3 1.5 2.0    

Max 2.0 2.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.2 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 75 n 48 40    

Mean 2.9 2.7    

SD 3.66 3.12    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.401  

Q3 3.0 3.0    

Max 24.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.2 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 75 n 0 2    

Mean NE 2.0    

SD NE 0.00    

Min NE 2.0    

Q1 NE 2.0    

Median NE 2.0 NE NE  

Q3 NE 2.0    

Max NE 2.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.3 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 80 n 48 42    

Mean 2.9 2.6    

SD 3.66 3.05    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.5 -0.5 (-1.0, 0.0) 0.428  

Q3 3.0 3.0    

Max 24.0 17.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.4 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Male n 29 27    

Mean 2.5 3.3    

SD 1.72 3.59    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-1.0, 1.0) 0.735  

Q3 3.0 5.0    

Max 7.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.4 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Female n 19 15    

Mean 3.6 1.4    

SD 5.44 0.83    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -1.0 (-2.0, 0.0) 0.085  

Q3 3.0 2.0    

Max 24.0 4.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

American Indian or Alaska Native n 6 16    

Mean 1.7 3.8    

SD 0.82 4.55    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.0 -1.5 (-4.0, 1.0) 0.691  

Q3 2.0 5.5    

Max 3.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Asian n 5 2    

Mean 1.8 2.5    

SD 0.84 0.71    

Min 1.0 2.0    

Q1 1.0 2.0    

Median 2.0 2.5 0.5 (-1.0, 2.0) 0.444  

Q3 2.0 3.0    

Max 3.0 3.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Black or African American n 4 4    

Mean 2.5 1.3    

SD 2.38 0.50    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.0 2.0 (-1.0, 5.0) 0.526  

Q3 4.0 1.5    

Max 6.0 2.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Native Hawaiian or Other Pacific Islanders n 2 1    

Mean 2.0 1.0    

SD 1.41 NE    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -1.0 (-2.0, 0.0) 1.000  

Q3 3.0 1.0    

Max 3.0 1.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

White n 31 19    

Mean 3.5 2.1    

SD 4.39 1.31    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 -0.5 (-1.0, 0.0) 0.298  

Q3 4.0 2.0    

Max 24.0 5.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.6 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Hispanic n 23 29    

Mean 3.3 3.1    

SD 5.06 3.55    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 -0.5 (-1.0, 0.0) 0.922  

Q3 3.0 4.0    

Max 24.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.6 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Not Hispanic n 25 13    

Mean 2.6 1.7    

SD 1.58 0.95    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -1.0 (-2.0, 0.0) 0.115  

Q3 3.0 2.0    

Max 6.0 4.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.7 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

US n 9 5    

Mean 3.9 2.0    

SD 7.57 1.73    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 1.0 0.0 (-1.0, 1.0) 0.939  

Q3 2.0 2.0    

Max 24.0 5.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.7 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Europe n 19 10    

Mean 2.7 1.6    

SD 1.73 0.97    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 3.0 1.0 -1.0 (-2.0, 0.0) 0.102  

Q3 4.0 2.0    

Max 6.0 4.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.7 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Other n 20 27    

Mean 2.7 3.1    

SD 2.37 3.62    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-1.0, 1.0) 0.884  

Q3 3.0 4.0    

Max 10.0 17.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.8 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 5 days n 24 23    

Mean 2.7 3.0    

SD 4.64 3.83    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 2.0 0.5 (0.0, 1.0) 0.672  

Q3 3.0 3.0    

Max 24.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.8 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 5 days n 24 19    

Mean 3.2 2.2    

SD 2.39 1.72    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -1.0 (-2.0, 0.0) 0.122  

Q3 4.5 3.0    

Max 10.0 6.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.9 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 3 days n 10 10    

Mean 4.6 3.1    

SD 6.88 3.28    

Min 1.0 1.0    

Q1 2.0 1.0    

Median 3.0 1.5 0.5 (-1.0, 2.0) 0.362  

Q3 3.0 4.0    

Max 24.0 10.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.9 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 3 days n 38 32    

Mean 2.5 2.5    

SD 2.13 3.02    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.5 -0.5 (-1.0, 0.0) 0.701  

Q3 3.0 2.5    

Max 10.0 17.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.10 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset < 25% n 10 10    

Mean 4.6 3.1    

SD 6.88 3.28    

Min 1.0 1.0    

Q1 2.0 1.0    

Median 3.0 1.5 0.5 (-1.0, 2.0) 0.362  

Q3 3.0 4.0    

Max 24.0 10.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.10 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset 25-50% n 9 5    

Mean 1.0 1.8    

SD 0.00 1.30    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 1.0 0.5 (0.0, 1.0) 0.086  

Q3 1.0 2.0    

Max 1.0 4.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.10 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset 50-75% n 5 8    

Mean 1.8 3.6    

SD 0.84 5.45    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 -0.5 (-2.0, 1.0) 0.879  

Q3 2.0 2.5    

Max 3.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.10 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≥ 75% n 24 19    

Mean 3.2 2.2    

SD 2.39 1.72    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -1.0 (-2.0, 0.0) 0.122  

Q3 4.5 3.0    

Max 10.0 6.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.11 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk n 42 40    

Mean 3.0 2.7    

SD 3.88 3.10    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 -0.5 (-1.0, 0.0) 0.493  

Q3 3.0 3.0    

Max 24.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.11 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Low risk n 6 2    

Mean 2.0 1.0    

SD 1.26 0.00    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.0 -1.5 (-3.0, 0.0) 0.372  

Q3 3.0 1.0    

Max 4.0 1.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.12 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk + time from symptom onset ≤ 5 days n 20 21    

Mean 2.9 3.2    

SD 5.06 3.96    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 2.0 -0.5 (-1.0, 0.0) 0.650  

Q3 3.0 3.0    

Max 24.0 17.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.13 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk + time from symptom onset ≤ 3 days n 10 8    

Mean 4.6 3.6    

SD 6.88 3.50    

Min 1.0 1.0    

Q1 2.0 1.0    

Median 3.0 2.0 1.0 (-2.0, 4.0) 0.721  

Q3 3.0 6.0    

Max 24.0 10.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.14 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

At least one co-morbidity n 42 39    

Mean 3.0 2.7    

SD 3.88 3.14    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 -0.5 (-1.0, 0.0) 0.481  

Q3 3.0 3.0    

Max 24.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.14 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

No co-morbidity n 6 3    

Mean 2.0 1.3    

SD 1.26 0.58    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.0 -1.0 (-3.0, 1.0) 0.585  

Q3 3.0 2.0    

Max 4.0 2.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.15 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline Vitamin D < 30 ng/mL n 29 26    

Mean 2.8 2.3    

SD 2.24 2.19    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.193  

Q3 3.0 3.0    

Max 10.0 10.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.15 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline Vitamin D ≥ 30 ng/mL n 9 5    

Mean 2.1 4.6    

SD 1.54 6.95    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 2.0 5.5 (-2.0, 13.0) 0.779  

Q3 3.0 2.0    

Max 5.0 17.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.16 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc < 100 ug/dL n 38 29    

Mean 2.7 2.8    

SD 2.08 3.44    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.250  

Q3 3.0 3.0    

Max 10.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.16 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc ≥ 100 ug/dL n 2 2    

Mean 2.0 2.0    

SD 1.41 1.41    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-2.0, 2.0) 1.000  

Q3 3.0 3.0    

Max 3.0 3.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.21 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Adjunctive therapy n 26 26    

Mean 2.8 2.7    

SD 2.12 3.39    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.5 1.5 0.5 (0.0, 1.0) 0.268  

Q3 3.0 3.0    

Max 10.0 17.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.23 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

None n 19 15    

Mean 2.9 2.5    

SD 5.25 2.59    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 1.0 0.5 (0.0, 1.0) 0.865  

Q3 2.0 3.0    

Max 24.0 10.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.24 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Positive baseline serum for SARS-CoV-2 serology n 4 5    

Mean 1.5 2.0    

SD 0.58 1.22    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 2.0 -1.0 (-3.0, 1.0) 0.698  

Q3 2.0 2.0    

Max 2.0 4.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.24 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Negative baseline serum for SARS-CoV-2 serology n 44 36    

Mean 3.0 2.5    

SD 3.80 3.02    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.255  

Q3 3.0 2.5    

Max 24.0 17.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.25 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 2 n 25 22    

Mean 2.2 2.0    

SD 1.37 1.84    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.228  

Q3 3.0 2.0    

Max 6.0 8.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.25 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 2 n 23 20    

Mean 3.7 3.4    

SD 5.02 3.90    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-1.0, 1.0) 1.000  

Q3 4.0 4.5    

Max 24.0 17.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.26 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 3 n 35 36    

Mean 3.1 2.7    

SD 4.12 3.26    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 0.5 (0.0, 1.0) 0.269  

Q3 3.0 2.5    

Max 24.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.26 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 3 n 13 6    

Mean 2.5 2.5    

SD 2.03 1.38    

Min 1.0 1.0    

Q1 1.0 2.0    

Median 2.0 2.0 0.0 (-1.0, 1.0) 0.560  

Q3 3.0 3.0    

Max 7.0 5.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.27 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 4 n 43 40    

Mean 2.9 2.7    

SD 3.79 3.13    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.420  

Q3 3.0 2.5    

Max 24.0 17.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.14.27 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 4 n 5 2    

Mean 3.2 2.5    

SD 2.49 0.71    

Min 1.0 2.0    

Q1 1.0 2.0    

Median 3.0 2.5 -1.5 (-5.0, 2.0) 1.000  

Q3 4.0 3.0    

Max 7.0 3.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.1 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 22 (5.79) 20 (5.39) OR: 1.08 (0.58, 2.02) 0.806a  

No Event 358 (94.21) 351 (94.61) RR: 1.08 (0.60, 1.94) 0.806  

Total 380  371  ARR: 0.00 (-0.04, 0.03) 0.806  

Missing 13  23   0.566b  

      0.509c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.1 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 4 (7.41) 2 (3.85) OR: 2.07 (0.36, 11.85) 0.407a  

No Event 50 (92.59) 50 (96.15) RR: 1.99 (0.38, 10.30) 0.413  

Total 54  52  ARR: -0.04 (-0.13, 0.05) 0.401  

Missing 5  5   0.815b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.2 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 26 (6.27) 22 (5.31) OR: 1.19 (0.66, 2.14) 0.556a  

No Event 389 (93.73) 392 (94.69) RR: 1.18 (0.68, 2.05) 0.556  

Total 415  414  ARR: -0.01 (-0.04, 0.02) 0.556  

Missing 16  26   0.690b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.2 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 19 (100.00) 9 (100.00) RR: NE NE  

Total 19  9  ARR: NE NE  

Missing 2  2   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.3 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 26 (6.10) 22 (5.25) OR: 1.17 (0.65, 2.10) 0.600a  

No Event 400 (93.90) 397 (94.75) RR: 1.16 (0.67, 2.01) 0.600  

Total 426  419  ARR: -0.01 (-0.04, 0.02) 0.599  

Missing 17  27   0.732b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.3 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 8 (100.00) 4 (100.00) RR: NE NE  

Total 8  4  ARR: NE NE  

Missing 1  1   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.4 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 13 (6.47) 18 (8.26) OR: 0.73 (0.34, 1.53) 0.404a  

No Event 188 (93.53) 200 (91.74) RR: 0.75 (0.37, 1.49) 0.404  

Total 201  218  ARR: 0.02 (-0.03, 0.07) 0.399  

Missing 12  17   0.709b  

      0.045c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.4 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 13 (5.58) 4 (1.95) OR: 2.97 (0.95, 9.28) 0.051a  

No Event 220 (94.42) 201 (98.05) RR: 2.82 (0.94, 8.47) 0.064  

Total 233  205  ARR: -0.04 (-0.07, 0.00) 0.044  

Missing 6  11   0.608b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 3 (3.19) 0 (0.00) OR: NE 0.062a  

No Event 91 (96.81) 105 (100.00) RR: NE NE  

Total 94  105  ARR: -0.03 (-0.07, 0.00) 0.077  

Missing 6  10   NEb  

      0.395c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 1 (3.45) 2 (9.52) OR: 0.36 (0.04, 3.32) 0.312a  

No Event 28 (96.55) 19 (90.48) RR: 0.42 (0.06, 3.00) 0.386  

Total 29  21  ARR: NE NE  

Missing 1  0   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.67) 1 (5.56) OR: 1.22 (0.07, 22.40) 0.895a  

No Event 14 (93.33) 17 (94.44) RR: 1.20 (0.09, 16.84) 0.892  

Total 15  18  ARR: -0.01 (-0.17, 0.15) 0.893  

Missing 1  2   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 1 (4.76) OR: 1.10 (0.06, 20.01) 0.950a  

No Event 20 (95.24) 20 (95.24) RR: 1.09 (0.08, 15.41) 0.949  

Total 21  21  ARR: 0.00 (-0.13, 0.12) 0.949  

Missing 0  0   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 20 (7.27) 18 (6.98) OR: 1.03 (0.53, 2.01) 0.924a  

No Event 255 (92.73) 240 (93.02) RR: 1.03 (0.56, 1.91) 0.923  

Total 275  258  ARR: 0.00 (-0.05, 0.04) 0.923  

Missing 10  16   0.897b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.6 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.65) 8 (3.65) OR: 1.02 (0.38, 2.74) 0.966a  

No Event 211 (96.35) 211 (96.35) RR: 1.02 (0.40, 2.62) 0.966  

Total 219  219  ARR: 0.00 (-0.04, 0.03) 0.966  

Missing 11  19   0.134b  

      0.733c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.6 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 18 (8.37) 14 (6.86) OR: 1.20 (0.58, 2.48) 0.618a  

No Event 197 (91.63) 190 (93.14) RR: 1.18 (0.61, 2.29) 0.618  

Total 215  204  ARR: -0.01 (-0.06, 0.04) 0.619  

Missing 7  9   0.482b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 5 (8.06) 3 (8.82) OR: 0.64 (0.13, 3.19) 0.592a  

No Event 57 (91.94) 31 (91.18) RR: 0.66 (0.14, 3.12) 0.596  

Total 62  34  ARR: 0.03 (-0.08, 0.15) 0.599  

Missing 2  6   0.491b  

      0.934c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 13 (7.18) 11 (5.91) OR: 1.23 (0.53, 2.82) 0.627a  

No Event 168 (92.82) 175 (94.09) RR: 1.21 (0.56, 2.63) 0.627  

Total 181  186  ARR: -0.01 (-0.06, 0.04) 0.627  

Missing 6  5   0.481b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 8 (4.19) 8 (3.94) OR: 1.10 (0.40, 2.98) 0.857a  

No Event 183 (95.81) 195 (96.06) RR: 1.09 (0.42, 2.81) 0.857  

Total 191  203  ARR: 0.00 (-0.04, 0.04) 0.858  

Missing 10  17   0.401b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.8 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 19 (7.25) 15 (5.95) OR: 1.23 (0.61, 2.49) 0.556a  

No Event 243 (92.75) 237 (94.05) RR: 1.22 (0.63, 2.34) 0.556  

Total 262  252  ARR: -0.01 (-0.06, 0.03) 0.555  

Missing 6  13   0.661b  

      0.739c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.8 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 7 (4.07) 7 (4.09) OR: 1.00 (0.34, 2.92) 1.000a  

No Event 165 (95.93) 164 (95.91) RR: 1.00 (0.36, 2.78) 1.000  

Total 172  171  ARR: 0.00 (-0.04, 0.04) 1.000  

Missing 12  15   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.9 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 8 (8.51) 6 (7.23) OR: 1.19 (0.39, 3.57) 0.761a  

No Event 86 (91.49) 77 (92.77) RR: 1.17 (0.43, 3.22) 0.760  

Total 94  83  ARR: -0.01 (-0.09, 0.07) 0.759  

Missing 1  3   0.673b  

      0.936c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.9 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 18 (5.29) 16 (4.71) OR: 1.13 (0.56, 2.25) 0.734a  

No Event 322 (94.71) 324 (95.29) RR: 1.12 (0.58, 2.15) 0.734  

Total 340  340  ARR: -0.01 (-0.04, 0.03) 0.734  

Missing 17  25   0.545b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 8 (8.51) 6 (7.23) OR: 1.19 (0.39, 3.57) 0.761a  

No Event 86 (91.49) 77 (92.77) RR: 1.17 (0.43, 3.22) 0.760  

Total 94  83  ARR: -0.01 (-0.09, 0.07) 0.759  

Missing 1  3   0.673b  

      0.989c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 5 (6.17) 4 (5.33) OR: 1.11 (0.29, 4.31) 0.881a  

No Event 76 (93.83) 71 (94.67) RR: 1.10 (0.31, 3.94) 0.881  

Total 81  75  ARR: -0.01 (-0.08, 0.07) 0.881  

Missing 4  5   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 6 (6.90) 5 (5.32) OR: 1.32 (0.39, 4.47) 0.659a  

No Event 81 (93.10) 89 (94.68) RR: 1.30 (0.41, 4.10) 0.659  

Total 87  94  ARR: -0.02 (-0.09, 0.05) 0.660  

Missing 1  5   0.323b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 7 (4.07) 7 (4.09) OR: 1.00 (0.34, 2.92) 1.000a  

No Event 165 (95.93) 164 (95.91) RR: 1.00 (0.36, 2.78) 1.000  

Total 172  171  ARR: 0.00 (-0.04, 0.04) 1.000  

Missing 12  15   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.11 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 24 (6.15) 21 (5.53) OR: 1.12 (0.61, 2.04) 0.721a  

No Event 366 (93.85) 359 (94.47) RR: 1.11 (0.63, 1.96) 0.721  

Total 390  380  ARR: -0.01 (-0.04, 0.03) 0.721  

Missing 15  26   0.807b  

      0.648c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.11 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 2 (4.55) 1 (2.33) OR: 2.08 (0.18, 24.31) 0.556a  

No Event 42 (95.45) 42 (97.67) RR: 2.00 (0.19, 20.82) 0.562  

Total 44  43  ARR: -0.02 (-0.10, 0.05) 0.552  

Missing 3  2   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.12 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 17 (7.26) 14 (6.25) OR: 1.18 (0.56, 2.44) 0.666a  

No Event 217 (92.74) 210 (93.75) RR: 1.16 (0.59, 2.30) 0.666  

Total 234  224  ARR: -0.01 (-0.06, 0.04) 0.665  

Missing 5  12   NEb  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.14 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 23 (5.94) 20 (5.35) OR: 1.12 (0.60, 2.07) 0.723a  

No Event 364 (94.06) 354 (94.65) RR: 1.11 (0.62, 1.99) 0.723  

Total 387  374  ARR: -0.01 (-0.04, 0.03) 0.722  

Missing 14  26   0.975b  

      0.715c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.14 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.38) 2 (4.08) OR: 2.62 (0.24, 28.10) 0.432a  

No Event 44 (93.62) 47 (95.92) RR: 2.50 (0.24, 26.33) 0.446  

Total 47  49  ARR: -0.03 (-0.11, 0.05) 0.407  

Missing 4  2   0.640b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.15 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 17 (5.74) 14 (4.78) OR: 1.24 (0.60, 2.56) 0.567a  

No Event 279 (94.26) 279 (95.22) RR: 1.22 (0.61, 2.43) 0.567  

Total 296  293  ARR: -0.01 (-0.05, 0.03) 0.567  

Missing 12  14   0.305b  

      0.926c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.15 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 8 (10.81) 6 (8.57) OR: 1.15 (0.37, 3.59) 0.816a  

No Event 66 (89.19) 64 (91.43) RR: 1.14 (0.38, 3.36) 0.817  

Total 74  70  ARR: -0.01 (-0.11, 0.09) 0.812  

Missing 4  7   0.177b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.16 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 22 (6.61) 17 (5.45) OR: 1.23 (0.64, 2.36) 0.540a  

No Event 311 (93.39) 295 (94.55) RR: 1.21 (0.66, 2.23) 0.540  

Total 333  312  ARR: -0.01 (-0.05, 0.03) 0.538  

Missing 15  19   0.793b  

      0.605c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.16 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (5.88) 1 (2.56) OR: 1.96 (0.22, 17.22) 0.506a  

No Event 32 (94.12) 38 (97.44) RR: 1.84 (0.24, 13.91) 0.555  

Total 34  39  ARR: NE NE  

Missing 1  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.21 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 13 (6.31) 12 (5.58) OR: 1.14 (0.51, 2.56) 0.755a  

No Event 193 (93.69) 203 (94.42) RR: 1.13 (0.53, 2.41) 0.754  

Total 206  215  ARR: -0.01 (-0.05, 0.04) 0.754  

Missing 9  14   0.949b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.23 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 10 (4.69) 9 (4.57) OR: 1.01 (0.40, 2.55) 0.978a  

No Event 203 (95.31) 188 (95.43) RR: 1.01 (0.42, 2.42) 0.978  

Total 213  197  ARR: 0.00 (-0.04, 0.04) 0.978  

Missing 9  14   0.444b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.24 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 3 (5.17) 5 (7.69) OR: 0.66 (0.15, 2.96) 0.589a  

No Event 55 (94.83) 60 (92.31) RR: 0.68 (0.16, 2.80) 0.590  

Total 58  65  ARR: 0.02 (-0.06, 0.11) 0.579  

Missing 2  3   0.667b  

      0.351c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.24 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 23 (6.27) 16 (4.56) OR: 1.38 (0.72, 2.67) 0.332a  

No Event 344 (93.73) 335 (95.44) RR: 1.36 (0.73, 2.52) 0.334  

Total 367  351  ARR: -0.02 (-0.05, 0.02) 0.329  

Missing 16  25   0.942b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.25 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 10 (4.46) 11 (5.05) OR: 0.87 (0.36, 2.09) 0.749a  

No Event 214 (95.54) 207 (94.95) RR: 0.87 (0.38, 2.02) 0.748  

Total 224  218  ARR: 0.01 (-0.03, 0.05) 0.748  

Missing 7  13   0.462b  

      0.403c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.25 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 16 (7.62) 11 (5.37) OR: 1.46 (0.66, 3.23) 0.348a  

No Event 194 (92.38) 194 (94.63) RR: 1.43 (0.68, 3.00) 0.350  

Total 210  205  ARR: -0.02 (-0.07, 0.02) 0.345  

Missing 11  15   0.867b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.26 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 20 (5.75) 18 (5.36) OR: 1.06 (0.55, 2.05) 0.857a  

No Event 328 (94.25) 318 (94.64) RR: 1.06 (0.57, 1.97) 0.857  

Total 348  336  ARR: 0.00 (-0.04, 0.03) 0.857  

Missing 12  20   0.212b  

      0.620c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.26 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 6 (6.98) 4 (4.60) OR: 1.53 (0.42, 5.66) 0.522a  

No Event 80 (93.02) 83 (95.40) RR: 1.50 (0.43, 5.28) 0.525  

Total 86  87  ARR: -0.02 (-0.09, 0.05) 0.518  

Missing 6  8   0.227b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.27 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 23 (5.81) 21 (5.29) OR: 1.09 (0.59, 2.01) 0.784a  

No Event 373 (94.19) 376 (94.71) RR: 1.08 (0.61, 1.93) 0.784  

Total 396  397  ARR: 0.00 (-0.04, 0.03) 0.784  

Missing 16  24   0.264b  

      0.583c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.1.27 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 3 (7.89) 1 (3.85) OR: 1.83 (0.16, 20.48) 0.637a  

No Event 35 (92.11) 25 (96.15) RR: 1.83 (0.13, 24.89) 0.651  

Total 38  26  ARR: -0.03 (-0.14, 0.08) 0.603  

Missing 2  4   0.085b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.1 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 31 (7.97) 27 (7.09) OR: 1.14 (0.66, 1.94) 0.641a  

No Event 358 (92.03) 354 (92.91) RR: 1.13 (0.69, 1.85) 0.641  

Total 389  381  ARR: -0.01 (-0.05, 0.03) 0.640  

Missing 4  13   0.638b  

      0.362c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.1 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 5 (9.26) 2 (3.85) OR: 2.59 (0.47, 14.09) 0.262a  

No Event 49 (90.74) 50 (96.15) RR: 2.44 (0.49, 12.11) 0.276  

Total 54  52  ARR: -0.05 (-0.15, 0.04) 0.251  

Missing 5  5   0.990b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.2 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 36 (8.49) 29 (6.84) OR: 1.26 (0.76, 2.10) 0.366a  

No Event 388 (91.51) 395 (93.16) RR: 1.24 (0.78, 1.99) 0.367  

Total 424  424  ARR: -0.02 (-0.05, 0.02) 0.366  

Missing 7  16   0.662b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.2 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 19 (100.00) 9 (100.00) RR: NE NE  

Total 19  9  ARR: NE NE  

Missing 2  2   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.3 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 36 (8.28) 29 (6.76) OR: 1.24 (0.75, 2.07) 0.404a  

No Event 399 (91.72) 400 (93.24) RR: 1.22 (0.76, 1.95) 0.404  

Total 435  429  ARR: -0.01 (-0.05, 0.02) 0.403  

Missing 8  17   0.616b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.3 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 8 (100.00) 4 (100.00) RR: NE NE  

Total 8  4  ARR: NE NE  

Missing 1  1   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.4 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 15 (7.25) 20 (8.93) OR: 0.76 (0.38, 1.54) 0.449a  

No Event 192 (92.75) 204 (91.07) RR: 0.78 (0.41, 1.49) 0.449  

Total 207  224  ARR: 0.02 (-0.03, 0.07) 0.444  

Missing 6  11   0.857b  

      0.063c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.4 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 21 (8.90) 9 (4.31) OR: 2.14 (0.95, 4.83) 0.062a  

No Event 215 (91.10) 200 (95.69) RR: 2.03 (0.95, 4.34) 0.068  

Total 236  209  ARR: -0.04 (-0.09, 0.00) 0.054  

Missing 3  7   0.713b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 7 (7.00) 3 (2.70) OR: 2.54 (0.63, 10.22) 0.179a  

No Event 93 (93.00) 108 (97.30) RR: 2.40 (0.64, 8.96) 0.193  

Total 100  111  ARR: NE NE  

Missing 0  4   NEb  

      0.538c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 1 (3.45) 2 (9.52) OR: 0.36 (0.04, 3.32) 0.312a  

No Event 28 (96.55) 19 (90.48) RR: 0.42 (0.06, 3.00) 0.386  

Total 29  21  ARR: NE NE  

Missing 1  0   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 2 (13.33) 1 (5.26) OR: 2.75 (0.21, 35.84) 0.438a  

No Event 13 (86.67) 18 (94.74) RR: 2.40 (0.25, 22.75) 0.445  

Total 15  19  ARR: -0.08 (-0.27, 0.12) 0.443  

Missing 1  1   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 1 (4.76) OR: 1.10 (0.06, 20.01) 0.950a  

No Event 20 (95.24) 20 (95.24) RR: 1.09 (0.08, 15.41) 0.949  

Total 21  21  ARR: 0.00 (-0.13, 0.12) 0.949  

Missing 0  0   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 25 (8.99) 22 (8.43) OR: 1.05 (0.58, 1.92) 0.871a  

No Event 253 (91.01) 239 (91.57) RR: 1.05 (0.60, 1.81) 0.871  

Total 278  261  ARR: 0.00 (-0.05, 0.04) 0.870  

Missing 7  13   0.808b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.6 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 16 (7.05) 14 (6.17) OR: 1.17 (0.55, 2.45) 0.684a  

No Event 211 (92.95) 213 (93.83) RR: 1.15 (0.58, 2.30) 0.684  

Total 227  227  ARR: -0.01 (-0.06, 0.04) 0.684  

Missing 3  11   0.565b  

      0.819c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.6 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 20 (9.26) 15 (7.28) OR: 1.24 (0.62, 2.49) 0.541a  

No Event 196 (90.74) 191 (92.72) RR: 1.22 (0.65, 2.29) 0.540  

Total 216  206  ARR: -0.02 (-0.07, 0.04) 0.541  

Missing 6  7   0.489b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 9 (14.52) 5 (13.89) OR: 0.81 (0.24, 2.77) 0.745a  

No Event 53 (85.48) 31 (86.11) RR: 0.84 (0.30, 2.39) 0.744  

Total 62  36  ARR: 0.02 (-0.12, 0.17) 0.747  

Missing 2  4   0.702b  

      0.982c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 14 (7.65) 12 (6.42) OR: 1.19 (0.53, 2.64) 0.675a  

No Event 169 (92.35) 175 (93.58) RR: 1.17 (0.56, 2.48) 0.675  

Total 183  187  ARR: -0.01 (-0.06, 0.04) 0.674  

Missing 4  4   0.512b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 13 (6.57) 12 (5.71) OR: 1.16 (0.51, 2.62) 0.724a  

No Event 185 (93.43) 198 (94.29) RR: 1.15 (0.54, 2.44) 0.723  

Total 198  210  ARR: -0.01 (-0.05, 0.04) 0.724  

Missing 3  10   0.898b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.8 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 23 (8.68) 20 (7.84) OR: 1.11 (0.60, 2.08) 0.734a  

No Event 242 (91.32) 235 (92.16) RR: 1.10 (0.62, 1.96) 0.734  

Total 265  255  ARR: -0.01 (-0.06, 0.04) 0.734  

Missing 3  10   0.602b  

      0.608c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.8 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 13 (7.30) 9 (5.06) OR: 1.49 (0.62, 3.59) 0.371a  

No Event 165 (92.70) 169 (94.94) RR: 1.46 (0.64, 3.32) 0.373  

Total 178  178  ARR: -0.02 (-0.07, 0.03) 0.369  

Missing 6  8   0.420b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.9 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 10 (10.64) 10 (12.05) OR: 0.88 (0.35, 2.22) 0.780a  

No Event 84 (89.36) 73 (87.95) RR: 0.89 (0.39, 2.03) 0.779  

Total 94  83  ARR: 0.01 (-0.08, 0.11) 0.780  

Missing 1  3   0.846b  

      0.399c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.9 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 26 (7.45) 19 (5.43) OR: 1.40 (0.76, 2.57) 0.283a  

No Event 323 (92.55) 331 (94.57) RR: 1.37 (0.77, 2.42) 0.285  

Total 349  350  ARR: -0.02 (-0.06, 0.02) 0.282  

Missing 8  15   0.633b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 10 (10.64) 10 (12.05) OR: 0.88 (0.35, 2.22) 0.780a  

No Event 84 (89.36) 73 (87.95) RR: 0.89 (0.39, 2.03) 0.779  

Total 94  83  ARR: 0.01 (-0.08, 0.11) 0.780  

Missing 1  3   0.846b  

      0.859c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 6 (7.23) 4 (5.19) OR: 1.37 (0.37, 5.09) 0.635a  

No Event 77 (92.77) 73 (94.81) RR: 1.34 (0.40, 4.57) 0.635  

Total 83  77  ARR: -0.02 (-0.09, 0.06) 0.631  

Missing 2  3   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 7 (7.95) 6 (6.32) OR: 1.24 (0.41, 3.75) 0.675a  

No Event 81 (92.05) 89 (93.68) RR: 1.21 (0.43, 3.39) 0.711  

Total 88  95  ARR: NE NE  

Missing 0  4   NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 13 (7.30) 9 (5.06) OR: 1.49 (0.62, 3.59) 0.371a  

No Event 165 (92.70) 169 (94.94) RR: 1.46 (0.64, 3.32) 0.373  

Total 178  178  ARR: -0.02 (-0.07, 0.03) 0.369  

Missing 6  8   0.420b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.11 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 33 (8.33) 28 (7.22) OR: 1.16 (0.69, 1.97) 0.570a  

No Event 363 (91.67) 360 (92.78) RR: 1.15 (0.71, 1.86) 0.570  

Total 396  388  ARR: -0.01 (-0.05, 0.03) 0.569  

Missing 9  18   0.646b  

      0.421c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.11 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 3 (6.38) 1 (2.22) OR: 3.08 (0.30, 31.40) 0.325a  

No Event 44 (93.62) 44 (97.78) RR: 2.94 (0.31, 27.76) 0.346  

Total 47  45  ARR: -0.04 (-0.12, 0.04) 0.312  

Missing 0  0   0.525b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.12 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 21 (8.90) 19 (8.41) OR: 1.06 (0.56, 2.04) 0.851a  

No Event 215 (91.10) 207 (91.59) RR: 1.06 (0.58, 1.92) 0.851  

Total 236  226  ARR: 0.00 (-0.06, 0.05) 0.851  

Missing 3  10   NEb  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.14 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 32 (8.14) 27 (7.07) OR: 1.16 (0.68, 1.98) 0.576a  

No Event 361 (91.86) 355 (92.93) RR: 1.15 (0.70, 1.88) 0.576  

Total 393  382  ARR: -0.01 (-0.05, 0.03) 0.575  

Missing 8  18   0.494b  

      0.513c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.14 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 4 (8.00) 2 (3.92) OR: 2.20 (0.38, 12.58) 0.257a  

No Event 46 (92.00) 49 (96.08) RR: 1.96 (0.42, 9.16) 0.394  

Total 50  51  ARR: NE NE  

Missing 1  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.15 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 23 (7.59) 18 (6.00) OR: 1.29 (0.68, 2.45) 0.432a  

No Event 280 (92.41) 282 (94.00) RR: 1.27 (0.70, 2.30) 0.433  

Total 303  300  ARR: -0.02 (-0.06, 0.02) 0.431  

Missing 5  7   0.278b  

      0.797c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.15 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 8 (10.53) 7 (9.72) OR: 0.95 (0.32, 2.85) 0.926a  

No Event 68 (89.47) 65 (90.28) RR: 0.95 (0.35, 2.63) 0.926  

Total 76  72  ARR: 0.00 (-0.09, 0.10) 0.925  

Missing 2  5   0.281b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.16 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 27 (7.92) 22 (6.88) OR: 1.16 (0.64, 2.08) 0.626a  

No Event 314 (92.08) 298 (93.13) RR: 1.14 (0.67, 1.96) 0.625  

Total 341  320  ARR: -0.01 (-0.05, 0.03) 0.624  

Missing 7  11   0.998b  

      0.340c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.16 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 3 (8.57) 1 (2.56) OR: 3.08 (0.32, 29.54) 0.293a  

No Event 32 (91.43) 38 (97.44) RR: 2.80 (0.38, 20.44) 0.310  

Total 35  39  ARR: -0.06 (-0.17, 0.05) 0.311  

Missing 0  0   0.335b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.21 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 18 (8.61) 14 (6.42) OR: 1.36 (0.66, 2.82) 0.404a  

No Event 191 (91.39) 204 (93.58) RR: 1.33 (0.68, 2.60) 0.404  

Total 209  218  ARR: -0.02 (-0.07, 0.03) 0.403  

Missing 6  11   0.974b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.23 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 14 (6.39) 13 (6.37) OR: 0.98 (0.45, 2.15) 0.968a  

No Event 205 (93.61) 191 (93.63) RR: 0.99 (0.48, 2.04) 0.968  

Total 219  204  ARR: 0.00 (-0.05, 0.05) 0.968  

Missing 3  7   0.478b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.24 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 4 (6.78) 6 (8.96) OR: 0.78 (0.20, 2.97) 0.715a  

No Event 55 (93.22) 61 (91.04) RR: 0.80 (0.23, 2.70) 0.714  

Total 59  67  ARR: 0.02 (-0.08, 0.11) 0.710  

Missing 1  1   0.851b  

      0.354c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.24 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 31 (8.27) 21 (5.85) OR: 1.44 (0.81, 2.56) 0.209a  

No Event 344 (91.73) 338 (94.15) RR: 1.41 (0.82, 2.40) 0.211  

Total 375  359  ARR: -0.02 (-0.06, 0.01) 0.206  

Missing 8  17   0.781b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.25 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 16 (6.99) 15 (6.67) OR: 1.05 (0.51, 2.18) 0.895a  

No Event 213 (93.01) 210 (93.33) RR: 1.05 (0.53, 2.07) 0.894  

Total 229  225  ARR: 0.00 (-0.05, 0.04) 0.894  

Missing 2  6   0.734b  

      0.555c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.25 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 20 (9.35) 14 (6.73) OR: 1.43 (0.70, 2.93) 0.321a  

No Event 194 (90.65) 194 (93.27) RR: 1.39 (0.72, 2.68) 0.323  

Total 214  208  ARR: -0.03 (-0.08, 0.03) 0.318  

Missing 7  12   0.589b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.26 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 29 (8.17) 25 (7.27) OR: 1.13 (0.64, 1.97) 0.677a  

No Event 326 (91.83) 319 (92.73) RR: 1.12 (0.67, 1.86) 0.677  

Total 355  344  ARR: -0.01 (-0.05, 0.03) 0.677  

Missing 5  12   0.943b  

      0.493c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.26 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 7 (7.95) 4 (4.49) OR: 1.83 (0.51, 6.51) 0.349a  

No Event 81 (92.05) 85 (95.51) RR: 1.77 (0.53, 5.94) 0.355  

Total 88  89  ARR: -0.03 (-0.11, 0.04) 0.344  

Missing 4  6   0.348b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.27 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 32 (7.90) 28 (6.88) OR: 1.15 (0.68, 1.95) 0.601a  

No Event 373 (92.10) 379 (93.12) RR: 1.14 (0.70, 1.85) 0.600  

Total 405  407  ARR: -0.01 (-0.05, 0.03) 0.600  

Missing 7  14   0.927b  

      0.419c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.16.2.27 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 4 (10.53) 1 (3.85) OR: 2.82 (0.27, 28.88) 0.384a  

No Event 34 (89.47) 25 (96.15) RR: 2.72 (0.25, 29.63) 0.411  

Total 38  26  ARR: -0.06 (-0.18, 0.06) 0.327  

Missing 2  4   0.258b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.1 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age < 65 1 Event 1 (0.25) 2 (0.51) OR: 0.51 (0.05, 5.66) 0.575a  

No Event 392 (99.75) 392 (99.49) RR: 0.51 (0.05, 5.57) 0.581  

Total 393  394  ARR: 0.00 (-0.01, 0.01) 0.573  

Missing 0  0   NEb  

      0.063c  

 

 2 Event 9 (2.29) 27 (6.85) OR: 0.32 (0.15, 0.68) 0.002a  

No Event 384 (97.71) 367 (93.15) RR: 0.33 (0.16, 0.70) 0.004  

Total 393  394  ARR: -0.05 (-0.07, -0.02) 0.002  

Missing 0  0   0.648b  

 

 3 Event 2 (0.51) 5 (1.27) OR: 0.40 (0.08, 2.09) 0.263a  

No Event 391 (99.49) 389 (98.73) RR: 0.41 (0.08, 2.07) 0.278  

Total 393  394  ARR: -0.01 (-0.02, 0.01) 0.261  

Missing 0  0   0.286b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 393 (100.0) 394 (100.0) RR: NE (NE, NE) NE  

Total 393  394  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (0.25) 0 (0.00) OR: NE (NE, NE) 0.312a  

No Event 392 (99.75) 394 (100.0) RR: NE (NE, NE) NE  

Total 393  394  ARR: 0.00 (0.00, 0.01) 0.314  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.1 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age ≥ 65 1 Event 0 (0.00) 1 (1.75) OR: <.01 (NE, NE) 0.296a  

No Event 59 (100.0) 56 (98.25) RR: <.01 (NE, NE) NE  

Total 59  57  ARR: -0.02 (-0.05, 0.02) 0.306  

Missing 0  0   NEb  

 

 2 Event 6 (10.17) 6 (10.53) OR: 0.97 (0.30, 3.18) 0.965a  

No Event 53 (89.83) 51 (89.47) RR: 0.98 (0.34, 2.83) 0.965  

Total 59  57  ARR: 0.00 (-0.11, 0.11) 0.965  

Missing 0  0   0.180b  

 

 3 Event 3 (5.08) 1 (1.75) OR: 2.91 (0.30, 28.76) 0.340a  

No Event 56 (94.92) 56 (98.25) RR: 2.81 (0.31, 25.43) 0.359  

Total 59  57  ARR: 0.03 (-0.03, 0.10) 0.331  

Missing 0  0   0.481b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 59 (100.0) 57 (100.0) RR: NE (NE, NE) NE  

Total 59  57  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (1.69) 1 (1.75) OR: 0.98 (0.06, 14.94) 0.986a  

No Event 58 (98.31) 56 (98.25) RR: 0.98 (0.07, 14.29) 0.986  

Total 59  57  ARR: 0.00 (-0.05, 0.05) 0.986  

Missing 0  0   0.140b  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.2 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age < 75 1 Event 1 (0.23) 3 (0.68) OR: 0.34 (0.04, 3.30) 0.331a  

No Event 430 (99.77) 437 (99.32) RR: 0.34 (0.04, 3.28) 0.353  

Total 431  440  ARR: 0.00 (-0.01, 0.00) 0.327  

Missing 0  0   0.505b  

      0.111c  

 

 2 Event 11 (2.55) 32 (7.27) OR: 0.33 (0.17, 0.67) 0.001a  

No Event 420 (97.45) 408 (92.73) RR: 0.35 (0.18, 0.69) 0.002  

Total 431  440  ARR: -0.05 (-0.08, -0.02) 0.001  

Missing 0  0   0.637b  

 

 3 Event 3 (0.70) 6 (1.36) OR: 0.51 (0.13, 2.06) 0.336a  

No Event 428 (99.30) 434 (98.64) RR: 0.52 (0.13, 2.04) 0.345  

Total 431  440  ARR: -0.01 (-0.02, 0.01) 0.334  

Missing 0  0   0.132b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 431 (100.0) 440 (100.0) RR: NE (NE, NE) NE  

Total 431  440  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.46) 0 (0.00) OR: NE (NE, NE) 0.150a  

No Event 429 (99.54) 440 (100.0) RR: NE (NE, NE) NE  

Total 431  440  ARR: 0.00 (0.00, 0.01) 0.155  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.2 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age ≥ 75 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 21 (100.0) 11 (100.0) RR: NE (NE, NE) NE  

Total 21  11  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 4 (19.05) 1 (9.09) OR: 2.23 (0.29, 17.17) 0.379a  

No Event 17 (80.95) 10 (90.91) RR: 2.14 (0.36, 12.86) 0.406  

Total 21  11  ARR: 0.13 (-0.16, 0.42) 0.385  

Missing 0  0   0.038b  

 

 3 Event 2 (9.52) 0 (0.00) OR: NE (NE, NE) 0.418a  

No Event 19 (90.48) 11 (100.0) RR: NE (NE, NE) NE  

Total 21  11  ARR: 0.07 (-0.05, 0.19) 0.244  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 21 (100.0) 11 (100.0) RR: NE (NE, NE) NE  

Total 21  11  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (9.09) OR: <.01 (NE, NE) 0.071a  

No Event 21 (100.0) 10 (90.91) RR: <.01 (NE, NE) NE  

Total 21  11  ARR: -0.11 (-0.30, 0.07) 0.239  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.3 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age < 80 1 Event 1 (0.23) 3 (0.67) OR: 0.34 (0.04, 3.29) 0.329a  

No Event 442 (99.77) 443 (99.33) RR: 0.34 (0.04, 3.25) 0.351  

Total 443  446  ARR: 0.00 (-0.01, 0.00) 0.327  

Missing 0  0   0.498b  

      0.520c  

 

 2 Event 13 (2.93) 33 (7.40) OR: 0.38 (0.20, 0.73) 0.003a  

No Event 430 (97.07) 413 (92.60) RR: 0.40 (0.21, 0.74) 0.004  

Total 443  446  ARR: -0.04 (-0.07, -0.02) 0.002  

Missing 0  0   0.487b  

 

 3 Event 5 (1.13) 6 (1.35) OR: 0.85 (0.26, 2.80) 0.784a  

No Event 438 (98.87) 440 (98.65) RR: 0.85 (0.26, 2.75) 0.784  

Total 443  446  ARR: 0.00 (-0.02, 0.01) 0.784  

Missing 0  0   0.714b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 443 (100.0) 446 (100.0) RR: NE (NE, NE) NE  

Total 443  446  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.45) 0 (0.00) OR: NE (NE, NE) 0.149a  

No Event 441 (99.55) 446 (100.0) RR: NE (NE, NE) NE  

Total 443  446  ARR: 0.00 (0.00, 0.01) 0.153  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.3 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age ≥ 80 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.0) 5 (100.0) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 2 (22.22) 0 (0.00) OR: NE (NE, NE) 0.264a  

No Event 7 (77.78) 5 (100.0) RR: NE (NE, NE) NE  

Total 9  5  ARR: 0.21 (-0.06, 0.48) 0.128  

Missing 0  0   NEb  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.0) 5 (100.0) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.0) 5 (100.0) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (20.00) OR: <.01 (NE, NE) 0.197a  

No Event 9 (100.0) 4 (80.00) RR: <.01 (NE, NE) NE  

Total 9  5  ARR: -0.19 (-0.54, 0.15) 0.273  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.4 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Male 1 Event 1 (0.47) 2 (0.85) OR: 0.60 (0.05, 6.71) 0.674a  

No Event 212 (99.53) 233 (99.15) RR: 0.60 (0.06, 6.52) 0.677  

Total 213  235  ARR: 0.00 (-0.02, 0.01) 0.668  

Missing 0  0   NEb  

 

 2 Event 7 (3.29) 21 (8.94) OR: 0.36 (0.15, 0.85) 0.015a  

No Event 206 (96.71) 214 (91.06) RR: 0.37 (0.16, 0.86) 0.020  

Total 213  235  ARR: -0.06 (-0.10, -0.01) 0.013  

Missing 0  0   0.086b  

 

 3 Event 4 (1.88) 3 (1.28) OR: 1.56 (0.34, 7.09) 0.560a  

No Event 209 (98.12) 232 (98.72) RR: 1.55 (0.35, 6.77) 0.562  

Total 213  235  ARR: 0.01 (-0.02, 0.03) 0.565  

Missing 0  0   0.744b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 213 (100.0) 235 (100.0) RR: NE (NE, NE) NE  

Total 213  235  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.94) 1 (0.43) OR: 2.25 (0.21, 23.82) 0.481a  

No Event 211 (99.06) 234 (99.57) RR: 2.25 (0.22, 22.99) 0.493  

Total 213  235  ARR: 0.01 (-0.01, 0.02) 0.497  

Missing 0  0   0.073b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.4 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Female 1 Event 0 (0.00) 1 (0.46) OR: <.01 (NE, NE) 0.297a  

No Event 239 (100.0) 215 (99.54) RR: <.01 (NE, NE) NE  

Total 239  216  ARR: 0.00 (-0.01, 0.00) 0.318  

Missing 0  0   NEb  

      0.829c  

 

 2 Event 8 (3.35) 12 (5.56) OR: 0.62 (0.25, 1.55) 0.302a  

No Event 231 (96.65) 204 (94.44) RR: 0.63 (0.26, 1.52) 0.305  

Total 239  216  ARR: -0.02 (-0.06, 0.02) 0.304  

Missing 0  0   0.998b  

 

 3 Event 1 (0.42) 3 (1.39) OR: 0.30 (0.03, 2.89) 0.269a  

No Event 238 (99.58) 213 (98.61) RR: 0.30 (0.03, 2.85) 0.297  

Total 239  216  ARR: -0.01 (-0.03, 0.01) 0.281  

Missing 0  0   0.494b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 239 (100.0) 216 (100.0) RR: NE (NE, NE) NE  

Total 239  216  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 239 (100.0) 216 (100.0) RR: NE (NE, NE) NE  

Total 239  216  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

American Indian or Alaska Native 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 100 (100.0) 115 (100.0) RR: NE (NE, NE) NE  

Total 100  115  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

      0.231c  

 

 2 Event 2 (2.00) 14 (12.17) OR: 0.15 (0.03, 0.68) 0.006a  

No Event 98 (98.00) 101 (87.83) RR: 0.16 (0.03, 0.74) 0.020  

Total 100  115  ARR: -0.10 (-0.16, -0.03) 0.003  

Missing 0  0   0.241b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 100 (100.0) 115 (100.0) RR: NE (NE, NE) NE  

Total 100  115  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 100 (100.0) 115 (100.0) RR: NE (NE, NE) NE  

Total 100  115  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 100 (100.0) 115 (100.0) RR: NE (NE, NE) NE  

Total 100  115  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Asian 1 Event 1 (3.33) 0 (0.00) OR: NE (NE, NE) 0.456a  

No Event 29 (96.67) 21 (100.0) RR: NE (NE, NE) NE  

Total 30  21  ARR: 0.03 (-0.03, 0.09) 0.345  

Missing 0  0   NEb  

 

 2 Event 3 (10.00) 3 (14.29) OR: 0.60 (0.11, 3.24) 0.545a  

No Event 27 (90.00) 18 (85.71) RR: 0.62 (0.13, 3.03) 0.554  

Total 30  21  ARR: -0.06 (-0.25, 0.13) 0.559  

Missing 0  0   0.078b  

 

 3 Event 1 (3.33) 0 (0.00) OR: NE (NE, NE) 0.414a  

No Event 29 (96.67) 21 (100.0) RR: NE (NE, NE) NE  

Total 30  21  ARR: 0.03 (-0.03, 0.10) 0.316  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 30 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 30  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (3.33) 0 (0.00) OR: NE (NE, NE) 0.456a  

No Event 29 (96.67) 21 (100.0) RR: NE (NE, NE) NE  

Total 30  21  ARR: 0.03 (-0.03, 0.09) 0.345  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Black or African American 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.0) 20 (100.0) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 0 (0.00) 1 (5.00) OR: <.01 (NE, NE) 0.380a  

No Event 16 (100.0) 19 (95.00) RR: <.01 (NE, NE) NE  

Total 16  20  ARR: -0.05 (-0.14, 0.05) 0.311  

Missing 0  0   NEb  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.0) 20 (100.0) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.0) 20 (100.0) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.0) 20 (100.0) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 21 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 21  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 20 (95.24) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 21  21  ARR: -0.10 (-0.29, 0.08) 0.269  

Missing 0  0   0.354b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 21 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 21  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 21 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 21  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 21 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 21  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

White 1 Event 0 (0.00) 3 (1.09) OR: <.01 (NE, NE) 0.086a  

No Event 285 (100.0) 271 (98.91) RR: <.01 (NE, NE) NE  

Total 285  274  ARR: -0.01 (-0.02, 0.00) 0.086  

Missing 0  0   NEb  

 

 2 Event 9 (3.16) 12 (4.38) OR: 0.70 (0.29, 1.68) 0.422a  

No Event 276 (96.84) 262 (95.62) RR: 0.71 (0.30, 1.65) 0.424  

Total 285  274  ARR: -0.01 (-0.04, 0.02) 0.424  

Missing 0  0   0.454b  

 

 3 Event 4 (1.40) 6 (2.19) OR: 0.67 (0.19, 2.39) 0.534a  

No Event 281 (98.60) 268 (97.81) RR: 0.68 (0.20, 2.33) 0.536  

Total 285  274  ARR: -0.01 (-0.03, 0.02) 0.536  

Missing 0  0   0.358b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 285 (100.0) 274 (100.0) RR: NE (NE, NE) NE  

Total 285  274  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (0.35) 1 (0.36) OR: 0.99 (0.07, 15.02) 0.996a  

No Event 284 (99.65) 273 (99.64) RR: 0.99 (0.07, 14.19) 0.996  

Total 285  274  ARR: 0.00 (-0.01, 0.01) 0.996  

Missing 0  0   0.140b  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.6 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Hispanic 1 Event 0 (0.00) 1 (0.42) OR: <.01 (NE, NE) 0.293a  

No Event 230 (100.0) 237 (99.58) RR: <.01 (NE, NE) NE  

Total 230  238  ARR: 0.00 (-0.01, 0.00) 0.300  

Missing 0  0   NEb  

      0.064c  

 

 2 Event 5 (2.17) 22 (9.24) OR: 0.23 (0.08, 0.61) 0.001a  

No Event 225 (97.83) 216 (90.76) RR: 0.24 (0.09, 0.63) 0.004  

Total 230  238  ARR: -0.07 (-0.11, -0.03) 0.001  

Missing 0  0   0.629b  

 

 3 Event 3 (1.30) 2 (0.84) OR: 1.45 (0.23, 9.06) 0.693a  

No Event 227 (98.70) 236 (99.16) RR: 1.44 (0.23, 9.04) 0.694  

Total 230  238  ARR: 0.00 (-0.01, 0.02) 0.688  

Missing 0  0   0.212b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 230 (100.0) 238 (100.0) RR: NE (NE, NE) NE  

Total 230  238  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.42) OR: <.01 (NE, NE) 0.356a  

No Event 230 (100.0) 237 (99.58) RR: <.01 (NE, NE) NE  

Total 230  238  ARR: 0.00 (-0.01, 0.00) 0.332  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.6 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Not Hispanic 1 Event 1 (0.45) 2 (0.94) OR: 0.53 (0.05, 5.66) 0.589a  

No Event 221 (99.55) 211 (99.06) RR: 0.54 (0.05, 5.27) 0.594  

Total 222  213  ARR: 0.00 (-0.02, 0.01) 0.596  

Missing 0  0   0.324b  

 

 2 Event 10 (4.50) 11 (5.16) OR: 0.87 (0.37, 2.07) 0.757a  

No Event 212 (95.50) 202 (94.84) RR: 0.88 (0.39, 1.99) 0.757  

Total 222  213  ARR: -0.01 (-0.05, 0.03) 0.761  

Missing 0  0   0.191b  

 

 3 Event 2 (0.90) 4 (1.88) OR: 0.45 (0.08, 2.56) 0.363a  

No Event 220 (99.10) 209 (98.12) RR: 0.45 (0.08, 2.62) 0.375  

Total 222  213  ARR: -0.01 (-0.03, 0.01) 0.358  

Missing 0  0   0.282b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 222 (100.0) 213 (100.0) RR: NE (NE, NE) NE  

Total 222  213  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.90) 0 (0.00) OR: NE (NE, NE) 0.124a  

No Event 220 (99.10) 213 (100.0) RR: NE (NE, NE) NE  

Total 222  213  ARR: 0.01 (0.00, 0.02) 0.135  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.7 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

US 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 64 (100.0) 40 (100.0) RR: NE (NE, NE) NE  

Total 64  40  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 1 (1.56) 1 (2.50) OR: 0.50 (0.03, 8.42) 0.627a  

No Event 63 (98.44) 39 (97.50) RR: 0.51 (0.03, 7.79) 0.630  

Total 64  40  ARR: -0.01 (-0.07, 0.05) 0.652  

Missing 0  0   NEb  

 

 3 Event 1 (1.56) 1 (2.50) OR: 1.06 (0.06, 18.45) 0.967a  

No Event 63 (98.44) 39 (97.50) RR: 1.06 (0.07, 15.62) 0.967  

Total 64  40  ARR: 0.00 (-0.06, 0.06) 0.967  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 64 (100.0) 40 (100.0) RR: NE (NE, NE) NE  

Total 64  40  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 64 (100.0) 40 (100.0) RR: NE (NE, NE) NE  

Total 64  40  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.7 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Europe 1 Event 0 (0.00) 2 (1.05) OR: <.01 (NE, NE) 0.164a  

No Event 187 (100.0) 189 (98.95) RR: <.01 (NE, NE) NE  

Total 187  191  ARR: -0.01 (-0.02, 0.00) 0.157  

Missing 0  0   NEb  

      0.653c  

 

 2 Event 7 (3.74) 7 (3.66) OR: 1.03 (0.36, 2.96) 0.952a  

No Event 180 (96.26) 184 (96.34) RR: 1.03 (0.38, 2.83) 0.952  

Total 187  191  ARR: 0.00 (-0.04, 0.04) 0.953  

Missing 0  0   0.413b  

 

 3 Event 2 (1.07) 5 (2.62) OR: 0.40 (0.08, 2.10) 0.266a  

No Event 185 (98.93) 186 (97.38) RR: 0.41 (0.08, 2.07) 0.281  

Total 187  191  ARR: -0.02 (-0.04, 0.01) 0.263  

Missing 0  0   0.721b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 187 (100.0) 191 (100.0) RR: NE (NE, NE) NE  

Total 187  191  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (0.53) 0 (0.00) OR: NE (NE, NE) 0.286a  

No Event 186 (99.47) 191 (100.0) RR: NE (NE, NE) NE  

Total 187  191  ARR: 0.01 (-0.01, 0.02) 0.303  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.7 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Other 1 Event 1 (0.50) 1 (0.45) OR: 0.93 (0.06, 15.10) 0.959a  

No Event 200 (99.50) 219 (99.55) RR: 0.93 (0.06, 14.61) 0.958  

Total 201  220  ARR: 0.00 (-0.01, 0.01) 0.958  

Missing 0  0   NEb  

 

 2 Event 7 (3.48) 25 (11.36) OR: 0.29 (0.12, 0.69) 0.003a  

No Event 194 (96.52) 195 (88.64) RR: 0.31 (0.13, 0.72) 0.006  

Total 201  220  ARR: -0.08 (-0.12, -0.03) 0.002  

Missing 0  0   0.217b  

 

 3 Event 2 (1.00) 0 (0.00) OR: NE (NE, NE) 0.141a  

No Event 199 (99.00) 220 (100.0) RR: NE (NE, NE) NE  

Total 201  220  ARR: 0.01 (0.00, 0.02) 0.157  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 201 (100.0) 220 (100.0) RR: NE (NE, NE) NE  

Total 201  220  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (0.50) 1 (0.45) OR: 1.08 (0.06, 19.31) 0.958a  

No Event 200 (99.50) 219 (99.55) RR: 1.08 (0.05, 21.45) 0.958  

Total 201  220  ARR: 0.00 (-0.01, 0.01) 0.956  

Missing 0  0   0.188b  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.8 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Time from symptom onset ≤ 5 days 1 Event 0 (0.00) 1 (0.38) OR: <.01 (NE, NE) 0.314a  

No Event 268 (100.0) 264 (99.62) RR: <.01 (NE, NE) NE  

Total 268  265  ARR: 0.00 (-0.01, 0.00) 0.316  

Missing 0  0   NEb  

      0.052c  

 

 2 Event 8 (2.99) 24 (9.06) OR: 0.31 (0.14, 0.70) 0.003a  

No Event 260 (97.01) 241 (90.94) RR: 0.33 (0.15, 0.72) 0.005  

Total 268  265  ARR: -0.06 (-0.10, -0.02) 0.003  

Missing 0  0   0.999b  

 

 3 Event 2 (0.75) 3 (1.13) OR: 0.66 (0.11, 3.96) 0.643a  

No Event 266 (99.25) 262 (98.87) RR: 0.66 (0.11, 3.90) 0.645  

Total 268  265  ARR: 0.00 (-0.02, 0.01) 0.643  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 268 (100.0) 265 (100.0) RR: NE (NE, NE) NE  

Total 268  265  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.38) OR: <.01 (NE, NE) 0.314a  

No Event 268 (100.0) 264 (99.62) RR: <.01 (NE, NE) NE  

Total 268  265  ARR: 0.00 (-0.01, 0.00) 0.316  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.8 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Time from symptom onset > 5 days 1 Event 1 (0.54) 2 (1.08) OR: 0.51 (0.05, 5.67) 0.577a  

No Event 183 (99.46) 184 (98.92) RR: 0.51 (0.05, 5.59) 0.583  

Total 184  186  ARR: -0.01 (-0.02, 0.01) 0.575  

Missing 0  0   NEb  

 

 2 Event 7 (3.80) 9 (4.84) OR: 0.78 (0.29, 2.12) 0.619a  

No Event 177 (96.20) 177 (95.16) RR: 0.78 (0.30, 2.05) 0.620  

Total 184  186  ARR: -0.01 (-0.05, 0.03) 0.620  

Missing 0  0   0.143b  

 

 3 Event 3 (1.63) 3 (1.61) OR: 1.02 (0.20, 5.15) 0.977a  

No Event 181 (98.37) 183 (98.39) RR: 1.02 (0.21, 5.00) 0.977  

Total 184  186  ARR: 0.00 (-0.03, 0.03) 0.977  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 184 (100.0) 186 (100.0) RR: NE (NE, NE) NE  

Total 184  186  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (1.09) 0 (0.00) OR: NE (NE, NE) 0.152a  

No Event 182 (98.91) 186 (100.0) RR: NE (NE, NE) NE  

Total 184  186  ARR: 0.01 (0.00, 0.03) 0.154  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.9 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Time from symptom onset ≤ 3 days 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 95 (100.0) 86 (100.0) RR: NE (NE, NE) NE  

Total 95  86  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

      0.219c  

 

 2 Event 2 (2.11) 8 (9.30) OR: 0.21 (0.04, 1.03) 0.036a  

No Event 93 (97.89) 78 (90.70) RR: 0.23 (0.05, 1.04) 0.056  

Total 95  86  ARR: -0.07 (-0.14, 0.00) 0.039  

Missing 0  0   0.538b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 95 (100.0) 86 (100.0) RR: NE (NE, NE) NE  

Total 95  86  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 95 (100.0) 86 (100.0) RR: NE (NE, NE) NE  

Total 95  86  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 95 (100.0) 86 (100.0) RR: NE (NE, NE) NE  

Total 95  86  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.9 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Time from symptom onset > 3 days 1 Event 1 (0.28) 3 (0.82) OR: 0.34 (0.03, 3.27) 0.326a  

No Event 356 (99.72) 362 (99.18) RR: 0.34 (0.04, 3.25) 0.349  

Total 357  365  ARR: -0.01 (-0.02, 0.01) 0.323  

Missing 0  0   0.503b  

 

 2 Event 13 (3.64) 25 (6.85) OR: 0.52 (0.26, 1.03) 0.056a  

No Event 344 (96.36) 340 (93.15) RR: 0.53 (0.28, 1.03) 0.060  

Total 357  365  ARR: -0.03 (-0.06, 0.00) 0.055  

Missing 0  0   0.316b  

 

 3 Event 5 (1.40) 6 (1.64) OR: 0.85 (0.26, 2.80) 0.785a  

No Event 352 (98.60) 359 (98.36) RR: 0.85 (0.26, 2.75) 0.785  

Total 357  365  ARR: 0.00 (-0.02, 0.02) 0.785  

Missing 0  0   0.731b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 357 (100.0) 365 (100.0) RR: NE (NE, NE) NE  

Total 357  365  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.56) 1 (0.27) OR: 2.04 (0.19, 22.36) 0.552a  

No Event 355 (99.44) 364 (99.73) RR: 2.04 (0.19, 22.31) 0.560  

Total 357  365  ARR: 0.00 (-0.01, 0.01) 0.554  

Missing 0  0   0.082b  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.11 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

High risk 1 Event 1 (0.25) 3 (0.74) OR: 0.34 (0.03, 3.25) 0.323a  

No Event 404 (99.75) 403 (99.26) RR: 0.34 (0.04, 3.22) 0.346  

Total 405  406  ARR: 0.00 (-0.01, 0.00) 0.322  

Missing 0  0   0.499b  

      0.302c  

 

 2 Event 14 (3.46) 28 (6.90) OR: 0.48 (0.25, 0.93) 0.026a  

No Event 391 (96.54) 378 (93.10) RR: 0.50 (0.27, 0.94) 0.030  

Total 405  406  ARR: -0.03 (-0.07, 0.00) 0.026  

Missing 0  0   0.083b  

 

 3 Event 5 (1.23) 6 (1.48) OR: 0.84 (0.25, 2.77) 0.771a  

No Event 400 (98.77) 400 (98.52) RR: 0.84 (0.26, 2.72) 0.771  

Total 405  406  ARR: 0.00 (-0.02, 0.01) 0.771  

Missing 0  0   0.717b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 405 (100.0) 406 (100.0) RR: NE (NE, NE) NE  

Total 405  406  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.49) 1 (0.25) OR: 2.01 (0.18, 21.91) 0.556a  

No Event 403 (99.51) 405 (99.75) RR: 2.01 (0.19, 21.70) 0.565  

Total 405  406  ARR: 0.00 (-0.01, 0.01) 0.559  

Missing 0  0   0.080b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.11 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Low risk 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 47 (100.0) 45 (100.0) RR: NE (NE, NE) NE  

Total 47  45  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 1 (2.13) 5 (11.11) OR: 0.18 (0.02, 1.57) 0.085a  

No Event 46 (97.87) 40 (88.89) RR: 0.20 (0.02, 1.57) 0.125  

Total 47  45  ARR: -0.09 (-0.19, 0.01) 0.082  

Missing 0  0   0.411b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 47 (100.0) 45 (100.0) RR: NE (NE, NE) NE  

Total 47  45  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 47 (100.0) 45 (100.0) RR: NE (NE, NE) NE  

Total 47  45  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 47 (100.0) 45 (100.0) RR: NE (NE, NE) NE  

Total 47  45  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.12 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

1 Event 0 (0.00) 1 (0.42) OR: <.01 (NE, NE) 0.314a  

No Event 239 (100.0) 235 (99.58) RR: <.01 (NE, NE) NE  

Total 239  236  ARR: 0.00 (-0.01, 0.00) 0.316  

Missing 0  0   NEb  

      NEc  

 

 2 Event 7 (2.93) 21 (8.90) OR: 0.31 (0.13, 0.74) 0.006a  

No Event 232 (97.07) 215 (91.10) RR: 0.33 (0.14, 0.76) 0.009  

Total 239  236  ARR: -0.06 (-0.10, -0.02) 0.006  

Missing 0  0   NEb  

 

 3 Event 2 (0.84) 3 (1.27) OR: 0.66 (0.11, 3.96) 0.643a  

No Event 237 (99.16) 233 (98.73) RR: 0.66 (0.11, 3.90) 0.645  

Total 239  236  ARR: 0.00 (-0.02, 0.01) 0.643  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 239 (100.0) 236 (100.0) RR: NE (NE, NE) NE  

Total 239  236  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.42) OR: <.01 (NE, NE) 0.314a  

No Event 239 (100.0) 235 (99.58) RR: <.01 (NE, NE) NE  

Total 239  236  ARR: 0.00 (-0.01, 0.00) 0.316  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.14 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

At least one co-morbidity 1 Event 1 (0.25) 3 (0.75) OR: 0.33 (0.03, 3.20) 0.316a  

No Event 400 (99.75) 397 (99.25) RR: 0.33 (0.03, 3.18) 0.339  

Total 401  400  ARR: 0.00 (-0.01, 0.00) 0.315  

Missing 0  0   0.505b  

 

 2 Event 14 (3.49) 28 (7.00) OR: 0.48 (0.25, 0.93) 0.026a  

No Event 387 (96.51) 372 (93.00) RR: 0.50 (0.27, 0.93) 0.030  

Total 401  400  ARR: -0.04 (-0.07, 0.00) 0.026  

Missing 0  0   0.093b  

 

 3 Event 3 (0.75) 6 (1.50) OR: 0.49 (0.12, 1.99) 0.314a  

No Event 398 (99.25) 394 (98.50) RR: 0.50 (0.13, 1.98) 0.323  

Total 401  400  ARR: -0.01 (-0.02, 0.01) 0.313  

Missing 0  0   0.634b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 401 (100.0) 400 (100.0) RR: NE (NE, NE) NE  

Total 401  400  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.50) 1 (0.25) OR: 2.00 (0.18, 21.95) 0.564a  

No Event 399 (99.50) 399 (99.75) RR: 2.00 (0.18, 21.95) 0.572  

Total 401  400  ARR: 0.00 (-0.01, 0.01) 0.564  

Missing 0  0   0.082b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.14 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

No co-morbidity 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 51 (100.0) 51 (100.0) RR: NE (NE, NE) NE  

Total 51  51  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

      0.864c  

 

 2 Event 1 (1.96) 5 (9.80) OR: 0.18 (0.02, 1.57) 0.085a  

No Event 50 (98.04) 46 (90.20) RR: 0.20 (0.02, 1.57) 0.125  

Total 51  51  ARR: -0.08 (-0.18, 0.01) 0.082  

Missing 0  0   0.411b  

 

 3 Event 2 (3.92) 0 (0.00) OR: NE (NE, NE) 0.058a  

No Event 49 (96.08) 51 (100.0) RR: NE (NE, NE) NE  

Total 51  51  ARR: 0.04 (-0.01, 0.10) 0.126  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 51 (100.0) 51 (100.0) RR: NE (NE, NE) NE  

Total 51  51  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 51 (100.0) 51 (100.0) RR: NE (NE, NE) NE  

Total 51  51  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.15 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL 1 Event 1 (0.32) 3 (0.98) OR: 0.30 (0.03, 3.00) 0.284a  

No Event 307 (99.68) 304 (99.02) RR: 0.31 (0.03, 3.01) 0.311  

Total 308  307  ARR: -0.01 (-0.02, 0.01) 0.285  

Missing 0  0   0.533b  

      0.982c  

 

 2 Event 14 (4.55) 23 (7.49) OR: 0.59 (0.30, 1.16) 0.126a  

No Event 294 (95.45) 284 (92.51) RR: 0.60 (0.32, 1.16) 0.130  

Total 308  307  ARR: -0.03 (-0.07, 0.01) 0.123  

Missing 0  0   0.552b  

 

 3 Event 4 (1.30) 5 (1.63) OR: 0.78 (0.21, 2.95) 0.716a  

No Event 304 (98.70) 302 (98.37) RR: 0.78 (0.21, 2.90) 0.717  

Total 308  307  ARR: 0.00 (-0.02, 0.02) 0.716  

Missing 0  0   0.853b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 308 (100.0) 307 (100.0) RR: NE (NE, NE) NE  

Total 308  307  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.65) 0 (0.00) OR: NE (NE, NE) 0.179a  

No Event 306 (99.35) 307 (100.0) RR: NE (NE, NE) NE  

Total 308  307  ARR: 0.01 (0.00, 0.01) 0.167  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.15 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 78 (100.0) 77 (100.0) RR: NE (NE, NE) NE  

Total 78  77  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 1 (1.28) 2 (2.60) OR: 0.36 (0.03, 4.19) 0.402a  

No Event 77 (98.72) 75 (97.40) RR: 0.38 (0.04, 4.00) 0.419  

Total 78  77  ARR: -0.02 (-0.06, 0.03) 0.414  

Missing 0  0   NEb  

 

 3 Event 1 (1.28) 1 (1.30) OR: 1.42 (0.09, 23.80) 0.807a  

No Event 77 (98.72) 76 (98.70) RR: 1.41 (0.09, 21.53) 0.806  

Total 78  77  ARR: 0.00 (-0.03, 0.04) 0.808  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 78 (100.0) 77 (100.0) RR: NE (NE, NE) NE  

Total 78  77  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 78 (100.0) 77 (100.0) RR: NE (NE, NE) NE  

Total 78  77  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.16 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Baseline zinc < 100 ug/dL 1 Event 1 (0.29) 3 (0.91) OR: 0.30 (0.03, 2.93) 0.274a  

No Event 347 (99.71) 328 (99.09) RR: 0.30 (0.03, 2.93) 0.302  

Total 348  331  ARR: -0.01 (-0.02, 0.01) 0.281  

Missing 0  0   0.519b  

      0.569c  

 

 2 Event 13 (3.74) 24 (7.25) OR: 0.50 (0.25, 0.99) 0.045a  

No Event 335 (96.26) 307 (92.75) RR: 0.51 (0.26, 1.00) 0.050  

Total 348  331  ARR: -0.03 (-0.07, 0.00) 0.046  

Missing 0  0   0.288b  

 

 3 Event 5 (1.44) 5 (1.51) OR: 0.92 (0.26, 3.23) 0.901a  

No Event 343 (98.56) 326 (98.49) RR: 0.93 (0.27, 3.16) 0.901  

Total 348  331  ARR: 0.00 (-0.02, 0.02) 0.901  

Missing 0  0   0.954b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 348 (100.0) 331 (100.0) RR: NE (NE, NE) NE  

Total 348  331  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.57) 0 (0.00) OR: NE (NE, NE) 0.179a  

No Event 346 (99.43) 331 (100.0) RR: NE (NE, NE) NE  

Total 348  331  ARR: 0.01 (0.00, 0.01) 0.162  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.16 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 35 (100.0) 39 (100.0) RR: NE (NE, NE) NE  

Total 35  39  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 2 (5.71) 1 (2.56) OR: 1.66 (0.14, 19.32) 0.686a  

No Event 33 (94.29) 38 (97.44) RR: 1.62 (0.16, 16.60) 0.685  

Total 35  39  ARR: 0.02 (-0.07, 0.11) 0.681  

Missing 0  0   0.359b  

 

 3 Event 0 (0.00) 1 (2.56) OR: <.01 (NE, NE) 0.264a  

No Event 35 (100.0) 38 (97.44) RR: <.01 (NE, NE) NE  

Total 35  39  ARR: -0.03 (-0.09, 0.02) 0.272  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 35 (100.0) 39 (100.0) RR: NE (NE, NE) NE  

Total 35  39  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 35 (100.0) 39 (100.0) RR: NE (NE, NE) NE  

Total 35  39  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.21 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Adjunctive therapy 1 Event 1 (0.47) 2 (0.87) OR: 0.49 (0.04, 5.49) 0.556a  

No Event 214 (99.53) 227 (99.13) RR: 0.49 (0.05, 5.37) 0.563  

Total 215  229  ARR: 0.00 (-0.02, 0.01) 0.553  

Missing 0  0   NEb  

      NEc  

 

 2 Event 10 (4.65) 22 (9.61) OR: 0.47 (0.21, 1.01) 0.049a  

No Event 205 (95.35) 207 (90.39) RR: 0.49 (0.23, 1.02) 0.056  

Total 215  229  ARR: -0.05 (-0.10, 0.00) 0.045  

Missing 0  0   0.171b  

 

 3 Event 1 (0.47) 4 (1.75) OR: 0.25 (0.03, 2.32) 0.193a  

No Event 214 (99.53) 225 (98.25) RR: 0.26 (0.03, 2.35) 0.228  

Total 215  229  ARR: -0.01 (-0.03, 0.01) 0.183  

Missing 0  0   0.385b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 215 (100.0) 229 (100.0) RR: NE (NE, NE) NE  

Total 215  229  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.93) 1 (0.44) OR: 2.12 (0.18, 24.27) 0.543a  

No Event 213 (99.07) 228 (99.56) RR: 2.12 (0.18, 25.32) 0.553  

Total 215  229  ARR: 0.00 (-0.01, 0.02) 0.541  

Missing 0  0   0.093b  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.23 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

None 1 Event 0 (0.00) 1 (0.47) OR: <.01 (NE, NE) 0.296a  

No Event 222 (100.0) 210 (99.53) RR: <.01 (NE, NE) NE  

Total 222  211  ARR: 0.00 (-0.01, 0.00) 0.311  

Missing 0  0   NEb  

      NEc  

 

 2 Event 4 (1.80) 10 (4.74) OR: 0.37 (0.11, 1.19) 0.083a  

No Event 218 (98.20) 201 (95.26) RR: 0.38 (0.12, 1.19) 0.096  

Total 222  211  ARR: -0.03 (-0.06, 0.00) 0.085  

Missing 0  0   0.492b  

 

 3 Event 3 (1.35) 2 (0.95) OR: 1.47 (0.24, 8.94) 0.677a  

No Event 219 (98.65) 209 (99.05) RR: 1.46 (0.24, 8.73) 0.678  

Total 222  211  ARR: 0.00 (-0.02, 0.02) 0.674  

Missing 0  0   0.770b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 222 (100.0) 211 (100.0) RR: NE (NE, NE) NE  

Total 222  211  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 222 (100.0) 211 (100.0) RR: NE (NE, NE) NE  

Total 222  211  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.24 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 60 (100.0) 68 (100.0) RR: NE (NE, NE) NE  

Total 60  68  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 3 (5.00) 1 (1.47) OR: 3.41 (0.33, 35.23) 0.270a  

No Event 57 (95.00) 67 (98.53) RR: 3.41 (0.33, 34.86) 0.302  

Total 60  68  ARR: 0.03 (-0.03, 0.10) 0.278  

Missing 0  0   0.152b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 60 (100.0) 68 (100.0) RR: NE (NE, NE) NE  

Total 60  68  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 60 (100.0) 68 (100.0) RR: NE (NE, NE) NE  

Total 60  68  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 60 (100.0) 68 (100.0) RR: NE (NE, NE) NE  

Total 60  68  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.24 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

1 Event 1 (0.26) 3 (0.80) OR: 0.34 (0.04, 3.27) 0.326a  

No Event 382 (99.74) 373 (99.20) RR: 0.34 (0.04, 3.21) 0.348  

Total 383  376  ARR: -0.01 (-0.02, 0.01) 0.326  

Missing 0  0   0.489b  

      0.055c  

 

 2 Event 12 (3.13) 32 (8.51) OR: 0.35 (0.18, 0.69) 0.001a  

No Event 371 (96.87) 344 (91.49) RR: 0.37 (0.19, 0.70) 0.002  

Total 383  376  ARR: -0.05 (-0.09, -0.02) 0.001  

Missing 0  0   0.454b  

 

 3 Event 5 (1.31) 6 (1.60) OR: 0.83 (0.25, 2.75) 0.764a  

No Event 378 (98.69) 370 (98.40) RR: 0.84 (0.26, 2.70) 0.764  

Total 383  376  ARR: 0.00 (-0.02, 0.01) 0.764  

Missing 0  0   0.682b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 383 (100.0) 376 (100.0) RR: NE (NE, NE) NE  

Total 383  376  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.52) 1 (0.27) OR: 2.00 (0.19, 21.37) 0.555a  

No Event 381 (99.48) 375 (99.73) RR: 2.00 (0.19, 20.83) 0.564  

Total 383  376  ARR: 0.00 (-0.01, 0.01) 0.560  

Missing 0  0   0.076b  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.25 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 1 Event 0 (0.00) 1 (0.43) OR: <.01 (NE, NE) 0.338a  

No Event 231 (100.0) 230 (99.57) RR: <.01 (NE, NE) NE  

Total 231  231  ARR: 0.00 (-0.01, 0.00) 0.327  

Missing 0  0   NEb  

      0.593c  

 

 2 Event 5 (2.16) 12 (5.19) OR: 0.40 (0.14, 1.15) 0.079a  

No Event 226 (97.84) 219 (94.81) RR: 0.41 (0.15, 1.15) 0.090  

Total 231  231  ARR: -0.03 (-0.07, 0.00) 0.078  

Missing 0  0   0.658b  

 

 3 Event 2 (0.87) 3 (1.30) OR: 0.67 (0.11, 4.02) 0.657a  

No Event 229 (99.13) 228 (98.70) RR: 0.67 (0.11, 3.93) 0.658  

Total 231  231  ARR: 0.00 (-0.02, 0.01) 0.657  

Missing 0  0   0.653b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 231 (100.0) 231 (100.0) RR: NE (NE, NE) NE  

Total 231  231  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 231 (100.0) 231 (100.0) RR: NE (NE, NE) NE  

Total 231  231  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.25 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 1 Event 1 (0.45) 2 (0.91) OR: 0.49 (0.04, 5.46) 0.552a  

No Event 220 (99.55) 218 (99.09) RR: 0.49 (0.04, 5.42) 0.560  

Total 221  220  ARR: 0.00 (-0.02, 0.01) 0.551  

Missing 0  0   0.395b  

 

 2 Event 10 (4.52) 21 (9.55) OR: 0.45 (0.21, 0.98) 0.040a  

No Event 211 (95.48) 199 (90.45) RR: 0.47 (0.23, 0.99) 0.047  

Total 221  220  ARR: -0.05 (-0.10, 0.00) 0.040  

Missing 0  0   0.022b  

 

 3 Event 3 (1.36) 3 (1.36) OR: 0.98 (0.20, 4.93) 0.982a  

No Event 218 (98.64) 217 (98.64) RR: 0.98 (0.20, 4.79) 0.982  

Total 221  220  ARR: 0.00 (-0.02, 0.02) 0.982  

Missing 0  0   0.977b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 221 (100.0) 220 (100.0) RR: NE (NE, NE) NE  

Total 221  220  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 2 (0.90) 1 (0.45) OR: 1.98 (0.18, 22.09) 0.574a  

No Event 219 (99.10) 219 (99.55) RR: 1.98 (0.17, 22.50) 0.582  

Total 221  220  ARR: 0.00 (-0.01, 0.02) 0.571  

Missing 0  0   0.086b  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.26 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 1 Event 0 (0.00) 2 (0.56) OR: <.01 (NE, NE) 0.170a  

No Event 360 (100.0) 354 (99.44) RR: <.01 (NE, NE) NE  

Total 360  356  ARR: -0.01 (-0.01, 0.00) 0.164  

Missing 0  0   NEb  

      0.102c  

 

 2 Event 8 (2.22) 21 (5.90) OR: 0.36 (0.16, 0.83) 0.012a  

No Event 352 (97.78) 335 (94.10) RR: 0.38 (0.17, 0.83) 0.016  

Total 360  356  ARR: -0.04 (-0.07, -0.01) 0.012  

Missing 0  0   0.677b  

 

 3 Event 2 (0.56) 5 (1.40) OR: 0.40 (0.08, 2.05) 0.252a  

No Event 358 (99.44) 351 (98.60) RR: 0.40 (0.08, 2.03) 0.269  

Total 360  356  ARR: -0.01 (-0.02, 0.01) 0.253  

Missing 0  0   0.755b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 360 (100.0) 356 (100.0) RR: NE (NE, NE) NE  

Total 360  356  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (0.28) 1 (0.28) OR: 1.00 (0.07, 15.42) 0.998a  

No Event 359 (99.72) 355 (99.72) RR: 1.00 (0.07, 14.82) 0.998  

Total 360  356  ARR: 0.00 (-0.01, 0.01) 0.998  

Missing 0  0   0.145b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.26 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 1 Event 1 (1.09) 1 (1.05) OR: 1.01 (0.06, 17.62) 0.993a  

No Event 91 (98.91) 94 (98.95) RR: 1.01 (0.05, 19.12) 0.993  

Total 92  95  ARR: 0.00 (-0.03, 0.03) 0.992  

Missing 0  0   0.180b  

 

 2 Event 7 (7.61) 12 (12.63) OR: 0.58 (0.22, 1.55) 0.279a  

No Event 85 (92.39) 83 (87.37) RR: 0.61 (0.24, 1.52) 0.289  

Total 92  95  ARR: -0.05 (-0.13, 0.04) 0.273  

Missing 0  0   0.092b  

 

 3 Event 3 (3.26) 1 (1.05) OR: 2.91 (0.30, 28.32) 0.334a  

No Event 89 (96.74) 94 (98.95) RR: 2.82 (0.32, 25.16) 0.354  

Total 92  95  ARR: 0.02 (-0.02, 0.06) 0.334  

Missing 0  0   0.465b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 92 (100.0) 95 (100.0) RR: NE (NE, NE) NE  

Total 92  95  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (1.09) 0 (0.00) OR: NE (NE, NE) 0.342a  

No Event 91 (98.91) 95 (100.0) RR: NE (NE, NE) NE  

Total 92  95  ARR: 0.01 (-0.01, 0.03) 0.332  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.27 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 1 Event 0 (0.00) 3 (0.71) OR: <.01 (NE, NE) 0.092a  

No Event 412 (100.0) 418 (99.29) RR: <.01 (NE, NE) NE  

Total 412  421  ARR: -0.01 (-0.01, 0.00) 0.085  

Missing 0  0   NEb  

      0.956c  

 

 2 Event 12 (2.91) 24 (5.70) OR: 0.50 (0.25, 1.00) 0.046a  

No Event 400 (97.09) 397 (94.30) RR: 0.51 (0.26, 1.00) 0.050  

Total 412  421  ARR: -0.03 (-0.06, 0.00) 0.045  

Missing 0  0   0.485b  

 

 3 Event 3 (0.73) 5 (1.19) OR: 0.62 (0.15, 2.61) 0.513a  

No Event 409 (99.27) 416 (98.81) RR: 0.63 (0.15, 2.57) 0.516  

Total 412  421  ARR: 0.00 (-0.02, 0.01) 0.512  

Missing 0  0   0.420b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 412 (100.0) 421 (100.0) RR: NE (NE, NE) NE  

Total 412  421  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (0.24) 1 (0.24) OR: 1.04 (0.07, 16.02) 0.978a  

No Event 411 (99.76) 420 (99.76) RR: 1.04 (0.07, 15.45) 0.978  

Total 412  421  ARR: 0.00 (-0.01, 0.01) 0.978  

Missing 0  0   0.146b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.17.27 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 1 Event 1 (2.50) 0 (0.00) OR: NE (NE, NE) 0.469a  

No Event 39 (97.50) 30 (100.0) RR: NE (NE, NE) NE  

Total 40  30  ARR: 0.02 (-0.02, 0.07) 0.369  

Missing 0  0   NEb  

 

 2 Event 3 (7.50) 9 (30.00) OR: 0.21 (0.05, 0.86) 0.025a  

No Event 37 (92.50) 21 (70.00) RR: 0.26 (0.07, 0.99) 0.049  

Total 40  30  ARR: -0.21 (-0.39, -0.02) 0.028  

Missing 0  0   0.100b  

 

 3 Event 2 (5.00) 1 (3.33) OR: 1.30 (0.12, 13.80) 0.821a  

No Event 38 (95.00) 29 (96.67) RR: 1.29 (0.15, 11.10) 0.819  

Total 40  30  ARR: 0.01 (-0.09, 0.11) 0.824  

Missing 0  0   0.264b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 40 (100.0) 30 (100.0) RR: NE (NE, NE) NE  

Total 40  30  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 1 (2.50) 0 (0.00) OR: NE (NE, NE) 0.469a  

No Event 39 (97.50) 30 (100.0) RR: NE (NE, NE) NE  

Total 40  30  ARR: 0.02 (-0.02, 0.07) 0.369  

Missing 0  0   NEb  

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.1 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 37 (9.41) 52 (13.20) OR: 0.68 (0.44, 1.07) 0.094a  

  Disease under study (including COVID-19 

complications) 

13 (3.31) 31 (7.87) RR: 0.71 (0.48, 1.06) 0.097  

  Adverse event (unrelated to COVID-19) 0 (0.00) 3 (0.76) ARR: 0.04 (-0.01, 0.08) 0.094  

  Admission for only isolation purpose 26 (6.62) 18 (4.57)  0.062b  

  Other 0 (0.00) 1 (0.25)  0.155c  

No Event 356 (90.59) 342 (86.80)    

Total 393  394     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.1 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 19 (32.20) 15 (26.32) OR: 1.31 (0.60, 2.87) 0.484a  

  Disease under study (including COVID-19 

complications) 

8 (13.56) 10 (17.54) RR: 1.22 (0.69, 2.18) 0.491  

  Adverse event (unrelated to COVID-19) 3 (5.08) 1 (1.75) ARR: -0.06 (-0.23, 0.11) 0.491  

  Admission for only isolation purpose 10 (16.95) 4 (7.02)  0.016b  

  Other 0 (0.00) 0 (0.00)    

No Event 40 (67.80) 42 (73.68)    

Total 59  57     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.2 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 47 (10.90) 64 (14.55) OR: 0.72 (0.48, 1.08) 0.107a  

  Disease under study (including COVID-19 

complications) 

16 (3.71) 39 (8.86) RR: 0.75 (0.53, 1.07) 0.109  

  Adverse event (unrelated to COVID-19) 1 (0.23) 4 (0.91) ARR: 0.04 (-0.01, 0.08) 0.106  

  Admission for only isolation purpose 33 (7.66) 21 (4.77)  0.008b  

  Other 0 (0.00) 1 (0.23)  0.213c  

No Event 384 (89.10) 376 (85.45)    

Total 431  440     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.2 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 9 (42.86) 3 (27.27) OR: 1.81 (0.38, 8.59) 0.449a  

  Disease under study (including COVID-19 

complications) 

5 (23.81) 2 (18.18) RR: 1.48 (0.54, 4.03) 0.448  

  Adverse event (unrelated to COVID-19) 2 (9.52) 0 (0.00) ARR: -0.14 (-0.51, 0.22) 0.439  

  Admission for only isolation purpose 3 (14.29) 1 (9.09)  0.180b  

  Other 0 (0.00) 0 (0.00)    

No Event 12 (57.14) 8 (72.73)    

Total 21  11     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.3 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 53 (11.96) 66 (14.80) OR: 0.78 (0.53, 1.16) 0.218a  

  Disease under study (including COVID-19 

complications) 

19 (4.29) 40 (8.97) RR: 0.81 (0.58, 1.13) 0.220  

  Adverse event (unrelated to COVID-19) 2 (0.45) 4 (0.90) ARR: 0.03 (-0.02, 0.07) 0.218  

  Admission for only isolation purpose 36 (8.13) 22 (4.93)  0.025b  

  Other 0 (0.00) 1 (0.22)  0.476c  

No Event 390 (88.04) 380 (85.20)    

Total 443  446     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.3 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

  Disease under study (including COVID-19 

complications) 

2 (22.22) 1 (20.00) RR: 1.60 (0.15, 16.83) 0.695  

  Adverse event (unrelated to COVID-19) 1 (11.11) 0 (0.00) ARR: -0.12 (-0.65, 0.42) 0.668  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.025b  

  Other 0 (0.00) 0 (0.00)    

No Event 6 (66.67) 4 (80.00)    

Total 9  5     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.4 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 36 (16.90) 42 (17.87) OR: 0.99 (0.61, 1.61) 0.961a  

  Disease under study (including COVID-19 

complications) 

11 (5.16) 24 (10.21) RR: 0.99 (0.66, 1.48) 0.961  

  Adverse event (unrelated to COVID-19) 2 (0.94) 4 (1.70) ARR: 0.00 (-0.07, 0.07) 0.962  

  Admission for only isolation purpose 26 (12.21) 14 (5.96)  0.017b  

  Other 0 (0.00) 1 (0.43)  0.468c  

No Event 177 (83.10) 193 (82.13)    

Total 213  235     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.4 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 20 (8.37) 25 (11.57) OR: 0.70 (0.37, 1.30) 0.262a  

  Disease under study (including COVID-19 

complications) 

10 (4.18) 17 (7.87) RR: 0.72 (0.41, 1.28) 0.264  

  Adverse event (unrelated to COVID-19) 1 (0.42) 0 (0.00) ARR: 0.03 (-0.02, 0.09) 0.261  

  Admission for only isolation purpose 10 (4.18) 8 (3.70)  0.584b  

  Other 0 (0.00) 0 (0.00)    

No Event 219 (91.63) 191 (88.43)    

Total 239  216     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.00) 15 (13.04) OR: 0.13 (0.03, 0.62) 0.003a  

  Disease under study (including COVID-19 

complications) 

2 (2.00) 14 (12.17) RR: 0.14 (0.03, 0.68) 0.014  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (0.87) ARR: 0.11 (0.04, 0.18) 0.001  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.331b  

  Other 0 (0.00) 0 (0.00)  0.045c  

No Event 98 (98.00) 100 (86.96)    

Total 100  115     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 22 (73.33) 12 (57.14) OR: 1.74 (0.55, 5.49) 0.340a  

  Disease under study (including COVID-19 

complications) 

4 (13.33) 2 (9.52) RR: 1.23 (0.79, 1.91) 0.368  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.13 (-0.41, 0.14) 0.350  

  Admission for only isolation purpose 22 (73.33) 11 (52.38)  0.149b  

  Other 0 (0.00) 0 (0.00)    

No Event 8 (26.67) 9 (42.86)    

Total 30  21     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

  Disease under study (including COVID-19 

complications) 

1 (6.25) 1 (5.00) RR: 1.25 (0.07, 21.21) 0.875  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.01 (-0.17, 0.14) 0.875  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.150b  

  Other 0 (0.00) 0 (0.00)    

No Event 15 (93.75) 19 (95.00)    

Total 16  20     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

  Disease under study (including COVID-19 

complications) 

1 (4.76) 3 (14.29) RR: 0.33 (0.04, 2.57) 0.287  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.10 (-0.08, 0.29) 0.269  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.354b  

  Other 0 (0.00) 0 (0.00)    

No Event 20 (95.24) 18 (85.71)    

Total 21  21     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 30 (10.53) 36 (13.14) OR: 0.79 (0.47, 1.33) 0.373a  

  Disease under study (including COVID-19 

complications) 

13 (4.56) 21 (7.66) RR: 0.82 (0.52, 1.28) 0.373  

  Adverse event (unrelated to COVID-19) 3 (1.05) 3 (1.09) ARR: 0.02 (-0.03, 0.08) 0.375  

  Admission for only isolation purpose 14 (4.91) 11 (4.01)  0.074b  

  Other 0 (0.00) 1 (0.36)    

No Event 255 (89.47) 238 (86.86)    

Total 285  274     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.6 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 12 (5.22) 29 (12.18) OR: 0.39 (0.19, 0.79) 0.007a  

  Disease under study (including COVID-19 

complications) 

8 (3.48) 26 (10.92) RR: 0.42 (0.21, 0.81) 0.010  

  Adverse event (unrelated to COVID-19) 1 (0.43) 3 (1.26) ARR: 0.07 (0.02, 0.12) 0.006  

  Admission for only isolation purpose 3 (1.30) 0 (0.00)  0.069b  

  Other 0 (0.00) 0 (0.00)  0.014c  

No Event 218 (94.78) 209 (87.82)    

Total 230  238     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.6 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 44 (19.82) 38 (17.84) OR: 1.15 (0.71, 1.87) 0.555a  

  Disease under study (including COVID-19 

complications) 

13 (5.86) 15 (7.04) RR: 1.12 (0.76, 1.65) 0.555  

  Adverse event (unrelated to COVID-19) 2 (0.90) 1 (0.47) ARR: -0.02 (-0.10, 0.05) 0.557  

  Admission for only isolation purpose 33 (14.86) 22 (10.33)  0.234b  

  Other 0 (0.00) 1 (0.47)    

No Event 178 (80.18) 175 (82.16)    

Total 222  213     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 3 (4.69) 2 (5.00) OR: 1.21 (0.20, 7.41) 0.837a  

  Disease under study (including COVID-19 

complications) 

3 (4.69) 2 (5.00) RR: 1.19 (0.23, 6.27) 0.836  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.01 (-0.10, 0.08) 0.838  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.421b  

  Other 0 (0.00) 0 (0.00)  0.802c  

No Event 61 (95.31) 38 (95.00)    

Total 64  40     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 25 (13.37) 26 (13.61) OR: 0.99 (0.55, 1.78) 0.963a  

  Disease under study (including COVID-19 

complications) 

9 (4.81) 13 (6.81) RR: 0.99 (0.60, 1.63) 0.963  

  Adverse event (unrelated to COVID-19) 2 (1.07) 1 (0.52) ARR: 0.00 (-0.07, 0.07) 0.963  

  Admission for only isolation purpose 14 (7.49) 11 (5.76)  0.140b  

  Other 0 (0.00) 1 (0.52)    

No Event 162 (86.63) 165 (86.39)    

Total 187  191     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 28 (13.93) 39 (17.73) OR: 0.77 (0.45, 1.30) 0.329a  

  Disease under study (including COVID-19 

complications) 

9 (4.48) 26 (11.82) RR: 0.80 (0.51, 1.26) 0.332  

  Adverse event (unrelated to COVID-19) 1 (0.50) 3 (1.36) ARR: 0.03 (-0.03, 0.10) 0.325  

  Admission for only isolation purpose 22 (10.95) 11 (5.00)  0.192b  

  Other 0 (0.00) 0 (0.00)    

No Event 173 (86.07) 181 (82.27)    

Total 201  220     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.8 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 23 (8.58) 42 (15.85) OR: 0.50 (0.29, 0.85) 0.010a  

  Disease under study (including COVID-19 

complications) 

10 (3.73) 30 (11.32) RR: 0.54 (0.34, 0.87) 0.012  

  Adverse event (unrelated to COVID-19) 1 (0.37) 1 (0.38) ARR: 0.07 (0.02, 0.13) 0.010  

  Admission for only isolation purpose 14 (5.22) 12 (4.53)  0.458b  

  Other 0 (0.00) 0 (0.00)  0.009c  

No Event 245 (91.42) 223 (84.15)    

Total 268  265     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.8 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 33 (17.93) 25 (13.44) OR: 1.40 (0.80, 2.47) 0.242a  

  Disease under study (including COVID-19 

complications) 

11 (5.98) 11 (5.91) RR: 1.33 (0.82, 2.14) 0.243  

  Adverse event (unrelated to COVID-19) 2 (1.09) 3 (1.61) ARR: -0.04 (-0.12, 0.03) 0.240  

  Admission for only isolation purpose 22 (11.96) 10 (5.38)  0.878b  

  Other 0 (0.00) 1 (0.54)    

No Event 151 (82.07) 161 (86.56)    

Total 184  186     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.9 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 5 (5.26) 10 (11.63) OR: 0.43 (0.14, 1.29) 0.121a  

  Disease under study (including COVID-19 

complications) 

2 (2.11) 8 (9.30) RR: 0.46 (0.16, 1.26) 0.131  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.06 (-0.02, 0.15) 0.127  

  Admission for only isolation purpose 4 (4.21) 2 (2.33)  0.195b  

  Other 0 (0.00) 0 (0.00)  0.206c  

No Event 90 (94.74) 76 (88.37)    

Total 95  86     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.9 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 51 (14.29) 57 (15.62) OR: 0.89 (0.59, 1.35) 0.590a  

  Disease under study (including COVID-19 

complications) 

19 (5.32) 33 (9.04) RR: 0.91 (0.64, 1.29) 0.590  

  Adverse event (unrelated to COVID-19) 3 (0.84) 4 (1.10) ARR: 0.01 (-0.04, 0.07) 0.590  

  Admission for only isolation purpose 32 (8.96) 20 (5.48)  0.150b  

  Other 0 (0.00) 1 (0.27)    

No Event 306 (85.71) 308 (84.38)    

Total 357  365     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 5 (5.26) 10 (11.63) OR: 0.43 (0.14, 1.29) 0.121a  

  Disease under study (including COVID-19 

complications) 

2 (2.11) 8 (9.30) RR: 0.46 (0.16, 1.26) 0.131  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.06 (-0.02, 0.15) 0.127  

  Admission for only isolation purpose 4 (4.21) 2 (2.33)  0.195b  

  Other 0 (0.00) 0 (0.00)  0.029c  

No Event 90 (94.74) 76 (88.37)    

Total 95  86     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 6 (7.06) 16 (20.00) OR: 0.29 (0.11, 0.80) 0.013a  

  Disease under study (including COVID-19 

complications) 

3 (3.53) 10 (12.50) RR: 0.35 (0.14, 0.84) 0.019  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (1.25) ARR: 0.13 (0.03, 0.23) 0.012  

  Admission for only isolation purpose 4 (4.71) 5 (6.25)  0.609b  

  Other 0 (0.00) 0 (0.00)    

No Event 79 (92.94) 64 (80.00)    

Total 85  80     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 12 (13.64) 16 (16.16) OR: 0.82 (0.36, 1.84) 0.623a  

  Disease under study (including COVID-19 

complications) 

5 (5.68) 12 (12.12) RR: 0.84 (0.42, 1.68) 0.623  

  Adverse event (unrelated to COVID-19) 1 (1.14) 0 (0.00) ARR: 0.03 (-0.08, 0.13) 0.620  

  Admission for only isolation purpose 6 (6.82) 5 (5.05)  0.775b  

  Other 0 (0.00) 0 (0.00)    

No Event 76 (86.36) 83 (83.84)    

Total 88  99     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 33 (17.93) 25 (13.44) OR: 1.40 (0.80, 2.47) 0.242a  

  Disease under study (including COVID-19 

complications) 

11 (5.98) 11 (5.91) RR: 1.33 (0.82, 2.14) 0.243  

  Adverse event (unrelated to COVID-19) 2 (1.09) 3 (1.61) ARR: -0.04 (-0.12, 0.03) 0.240  

  Admission for only isolation purpose 22 (11.96) 10 (5.38)  0.878b  

  Other 0 (0.00) 1 (0.54)    

No Event 151 (82.07) 161 (86.56)    

Total 184  186     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.11 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 51 (12.59) 60 (14.78) OR: 0.83 (0.56, 1.24) 0.370a  

  Disease under study (including COVID-19 

complications) 

20 (4.94) 37 (9.11) RR: 0.85 (0.60, 1.21) 0.372  

  Adverse event (unrelated to COVID-19) 3 (0.74) 4 (0.99) ARR: 0.02 (-0.03, 0.07) 0.372  

  Admission for only isolation purpose 32 (7.90) 20 (4.93)  0.017b  

  Other 0 (0.00) 0 (0.00)  0.703c  

No Event 354 (87.41) 346 (85.22)    

Total 405  406     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.11 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 5 (10.64) 7 (15.56) OR: 0.62 (0.18, 2.17) 0.454a  

  Disease under study (including COVID-19 

complications) 

1 (2.13) 4 (8.89) RR: 0.66 (0.23, 1.95) 0.455  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.05 (-0.08, 0.19) 0.449  

  Admission for only isolation purpose 4 (8.51) 2 (4.44)  0.219b  

  Other 0 (0.00) 1 (2.22)    

No Event 42 (89.36) 38 (84.44)    

Total 47  45     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.12 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 22 (9.21) 38 (16.10) OR: 0.53 (0.30, 0.92) 0.024a  

  Disease under study (including COVID-19 

complications) 

9 (3.77) 27 (11.44) RR: 0.57 (0.35, 0.94) 0.026  

  Adverse event (unrelated to COVID-19) 1 (0.42) 1 (0.42) ARR: 0.07 (0.01, 0.13) 0.023  

  Admission for only isolation purpose 14 (5.86) 11 (4.66)  NEb  

  Other 0 (0.00) 0 (0.00)  NEc  

No Event 217 (90.79) 198 (83.90)    

Total 239  236     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.14 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 49 (12.22) 60 (15.00) OR: 0.79 (0.53, 1.18) 0.252a  

  Disease under study (including COVID-19 

complications) 

18 (4.49) 37 (9.25) RR: 0.81 (0.57, 1.16) 0.254  

  Adverse event (unrelated to COVID-19) 3 (0.75) 4 (1.00) ARR: 0.03 (-0.02, 0.08) 0.252  

  Admission for only isolation purpose 32 (7.98) 20 (5.00)  0.022b  

  Other 0 (0.00) 0 (0.00)  0.698c  

No Event 352 (87.78) 340 (85.00)    

Total 401  400     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.14 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 7 (13.73) 7 (13.73) OR: 0.96 (0.32, 2.93) 0.943a  

  Disease under study (including COVID-19 

complications) 

3 (5.88) 4 (7.84) RR: 0.97 (0.37, 2.49) 0.943  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.00 (-0.14, 0.15) 0.945  

  Admission for only isolation purpose 4 (7.84) 2 (3.92)  0.035b  

  Other 0 (0.00) 1 (1.96)    

No Event 44 (86.27) 44 (86.27)    

Total 51  51     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.15 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 47 (15.26) 52 (16.94) OR: 0.87 (0.56, 1.34) 0.525a  

  Disease under study (including COVID-19 

complications) 

18 (5.84) 29 (9.45) RR: 0.89 (0.62, 1.28) 0.525  

  Adverse event (unrelated to COVID-19) 1 (0.32) 2 (0.65) ARR: 0.02 (-0.04, 0.08) 0.523  

  Admission for only isolation purpose 32 (10.39) 21 (6.84)  0.506b  

  Other 0 (0.00) 1 (0.33)  0.293c  

No Event 261 (84.74) 255 (83.06)    

Total 308  307     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.15 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 7 (8.97) 4 (5.19) OR: 1.87 (0.53, 6.64) 0.324a  

  Disease under study (including COVID-19 

complications) 

2 (2.56) 3 (3.90) RR: 1.80 (0.55, 5.84) 0.328  

  Adverse event (unrelated to COVID-19) 1 (1.28) 0 (0.00) ARR: -0.04 (-0.12, 0.04) 0.324  

  Admission for only isolation purpose 4 (5.13) 1 (1.30)  0.566b  

  Other 0 (0.00) 0 (0.00)    

No Event 71 (91.03) 73 (94.81)    

Total 78  77     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.16 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 51 (14.66) 54 (16.31) OR: 0.87 (0.57, 1.32) 0.516a  

  Disease under study (including COVID-19 

complications) 

18 (5.17) 30 (9.06) RR: 0.89 (0.62, 1.27) 0.516  

  Adverse event (unrelated to COVID-19) 2 (0.57) 2 (0.60) ARR: 0.02 (-0.04, 0.07) 0.515  

  Admission for only isolation purpose 35 (10.06) 22 (6.65)  0.204b  

  Other 0 (0.00) 1 (0.30)  0.478c  

No Event 297 (85.34) 277 (83.69)    

Total 348  331     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.16 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 3 (8.57) 2 (5.13) OR: 1.22 (0.19, 7.72) 0.831a  

  Disease under study (including COVID-19 

complications) 

2 (5.71) 2 (5.13) RR: 1.21 (0.21, 6.81) 0.830  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.01 (-0.13, 0.11) 0.829  

  Admission for only isolation purpose 1 (2.86) 0 (0.00)  0.286b  

  Other 0 (0.00) 0 (0.00)    

No Event 32 (91.43) 37 (94.87)    

Total 35  39     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.21 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 36 (16.74) 47 (20.52) OR: 0.78 (0.48, 1.26) 0.308a  

  Disease under study (including COVID-19 

complications) 

11 (5.12) 25 (10.92) RR: 0.81 (0.55, 1.21) 0.309  

  Adverse event (unrelated to COVID-19) 1 (0.47) 3 (1.31) ARR: 0.04 (-0.03, 0.11) 0.304  

  Admission for only isolation purpose 27 (12.56) 19 (8.30)  0.268b  

  Other 0 (0.00) 1 (0.44)  NEc  

No Event 179 (83.26) 182 (79.48)    

Total 215  229     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.23 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 18 (8.11) 18 (8.53) OR: 0.93 (0.47, 1.84) 0.841a  

  Disease under study (including COVID-19 

complications) 

8 (3.60) 14 (6.64) RR: 0.94 (0.50, 1.76) 0.841  

  Adverse event (unrelated to COVID-19) 2 (0.90) 1 (0.47) ARR: 0.01 (-0.05, 0.06) 0.841  

  Admission for only isolation purpose 9 (4.05) 3 (1.42)  0.132b  

  Other 0 (0.00) 0 (0.00)  NEc  

No Event 204 (91.89) 193 (91.47)    

Total 222  211     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.24 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 9 (15.00) 4 (5.88) OR: 2.76 (0.78, 9.85) 0.114a  

  Disease under study (including COVID-19 

complications) 

3 (5.00) 1 (1.47) RR: 2.40 (0.78, 7.33) 0.125  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.08 (-0.19, 0.02) 0.111  

  Admission for only isolation purpose 6 (10.00) 3 (4.41)  0.869b  

  Other 0 (0.00) 0 (0.00)  0.030c  

No Event 51 (85.00) 64 (94.12)    

Total 60  68     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.24 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 47 (12.27) 62 (16.49) OR: 0.71 (0.47, 1.07) 0.099a  

  Disease under study (including COVID-19 

complications) 

18 (4.70) 40 (10.64) RR: 0.75 (0.53, 1.06) 0.101  

  Adverse event (unrelated to COVID-19) 3 (0.78) 4 (1.06) ARR: 0.04 (-0.01, 0.09) 0.099  

  Admission for only isolation purpose 30 (7.83) 18 (4.79)  0.149b  

  Other 0 (0.00) 1 (0.27)    

No Event 336 (87.73) 314 (83.51)    

Total 383  376     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.25 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 23 (9.96) 25 (10.82) OR: 0.92 (0.50, 1.67) 0.778a  

  Disease under study (including COVID-19 

complications) 

7 (3.03) 15 (6.49) RR: 0.93 (0.54, 1.58) 0.777  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (0.43) ARR: 0.01 (-0.05, 0.06) 0.778  

  Admission for only isolation purpose 16 (6.93) 8 (3.46)  0.283b  

  Other 0 (0.00) 1 (0.43)  0.610c  

No Event 208 (90.04) 206 (89.18)    

Total 231  231     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.25 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 33 (14.93) 42 (19.09) OR: 0.74 (0.45, 1.22) 0.239a  

  Disease under study (including COVID-19 

complications) 

14 (6.33) 26 (11.82) RR: 0.78 (0.51, 1.18) 0.243  

  Adverse event (unrelated to COVID-19) 3 (1.36) 3 (1.36) ARR: 0.04 (-0.03, 0.11) 0.240  

  Admission for only isolation purpose 20 (9.05) 14 (6.36)  0.015b  

  Other 0 (0.00) 0 (0.00)    

No Event 188 (85.07) 178 (80.91)    

Total 221  220     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.26 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 34 (9.44) 44 (12.36) OR: 0.75 (0.47, 1.20) 0.223a  

  Disease under study (including COVID-19 

complications) 

11 (3.06) 27 (7.58) RR: 0.77 (0.51, 1.17) 0.224  

  Adverse event (unrelated to COVID-19) 0 (0.00) 2 (0.56) ARR: 0.03 (-0.02, 0.07) 0.224  

  Admission for only isolation purpose 23 (6.39) 14 (3.93)  0.065b  

  Other 0 (0.00) 1 (0.28)  0.495c  

No Event 326 (90.56) 312 (87.64)    

Total 360  356     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.26 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 22 (23.91) 23 (24.21) OR: 0.98 (0.50, 1.91) 0.943a  

  Disease under study (including COVID-19 

complications) 

10 (10.87) 14 (14.74) RR: 0.98 (0.58, 1.66) 0.943  

  Adverse event (unrelated to COVID-19) 3 (3.26) 2 (2.11) ARR: 0.00 (-0.12, 0.13) 0.943  

  Admission for only isolation purpose 13 (14.13) 8 (8.42)  0.075b  

  Other 0 (0.00) 0 (0.00)    

No Event 70 (76.09) 72 (75.79)    

Total 92  95     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.27 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 46 (11.17) 56 (13.30) OR: 0.83 (0.54, 1.25) 0.364a  

  Disease under study (including COVID-19 

complications) 

16 (3.88) 32 (7.60) RR: 0.85 (0.59, 1.22) 0.365  

  Adverse event (unrelated to COVID-19) 1 (0.24) 4 (0.95) ARR: 0.02 (-0.02, 0.07) 0.364  

  Admission for only isolation purpose 31 (7.52) 19 (4.51)  0.062b  

  Other 0 (0.00) 1 (0.24)  0.534c  

No Event 366 (88.83) 365 (86.70)    

Total 412  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.1.27 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 10 (25.00) 11 (36.67) OR: 0.59 (0.21, 1.65) 0.316a  

  Disease under study (including COVID-19 

complications) 

5 (12.50) 9 (30.00) RR: 0.67 (0.30, 1.51) 0.336  

  Adverse event (unrelated to COVID-19) 2 (5.00) 0 (0.00) ARR: 0.11 (-0.11, 0.34) 0.319  

  Admission for only isolation purpose 5 (12.50) 3 (10.00)  0.041b  

  Other 0 (0.00) 0 (0.00)    

No Event 30 (75.00) 19 (63.33)    

Total 40  30     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.1 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 42 (10.69) 56 (14.21) OR: 0.72 (0.47, 1.11) 0.135a  

  Disease under study (including COVID-19 

complications) 

14 (3.56) 31 (7.87) RR: 0.75 (0.52, 1.09) 0.137  

  Adverse event (unrelated to COVID-19) 5 (1.27) 8 (2.03) ARR: 0.04 (-0.01, 0.08) 0.134  

  Admission for only isolation purpose 26 (6.62) 18 (4.57)  0.095b  

  Other 0 (0.00) 1 (0.25)  0.190c  

No Event 351 (89.31) 338 (85.79)    

Total 393  394     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.1 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 20 (33.90) 16 (28.07) OR: 1.29 (0.60, 2.79) 0.503a  

  Disease under study (including COVID-19 

complications) 

8 (13.56) 10 (17.54) RR: 1.20 (0.69, 2.09) 0.509  

  Adverse event (unrelated to COVID-19) 4 (6.78) 2 (3.51) ARR: -0.06 (-0.23, 0.11) 0.509  

  Admission for only isolation purpose 10 (16.95) 4 (7.02)  0.016b  

  Other 0 (0.00) 0 (0.00)    

No Event 39 (66.10) 41 (71.93)    

Total 59  57     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.2 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 53 (12.30) 69 (15.68) OR: 0.75 (0.51, 1.11) 0.149a  

  Disease under study (including COVID-19 

complications) 

17 (3.94) 39 (8.86) RR: 0.78 (0.56, 1.09) 0.152  

  Adverse event (unrelated to COVID-19) 7 (1.62) 10 (2.27) ARR: 0.03 (-0.01, 0.08) 0.149  

  Admission for only isolation purpose 33 (7.66) 21 (4.77)  0.016b  

  Other 0 (0.00) 1 (0.23)  0.235c  

No Event 378 (87.70) 371 (84.32)    

Total 431  440     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.2 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 9 (42.86) 3 (27.27) OR: 1.81 (0.38, 8.59) 0.449a  

  Disease under study (including COVID-19 

complications) 

5 (23.81) 2 (18.18) RR: 1.48 (0.54, 4.03) 0.448  

  Adverse event (unrelated to COVID-19) 2 (9.52) 0 (0.00) ARR: -0.14 (-0.51, 0.22) 0.439  

  Admission for only isolation purpose 3 (14.29) 1 (9.09)  0.180b  

  Other 0 (0.00) 0 (0.00)    

No Event 12 (57.14) 8 (72.73)    

Total 21  11     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.3 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 59 (13.32) 71 (15.92) OR: 0.81 (0.56, 1.18) 0.276a  

  Disease under study (including COVID-19 

complications) 

20 (4.51) 40 (8.97) RR: 0.84 (0.61, 1.15) 0.277  

  Adverse event (unrelated to COVID-19) 8 (1.81) 10 (2.24) ARR: 0.03 (-0.02, 0.07) 0.276  

  Admission for only isolation purpose 36 (8.13) 22 (4.93)  0.039b  

  Other 0 (0.00) 1 (0.22)  0.493c  

No Event 384 (86.68) 375 (84.08)    

Total 443  446     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.3 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

  Disease under study (including COVID-19 

complications) 

2 (22.22) 1 (20.00) RR: 1.60 (0.15, 16.83) 0.695  

  Adverse event (unrelated to COVID-19) 1 (11.11) 0 (0.00) ARR: -0.12 (-0.65, 0.42) 0.668  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.025b  

  Other 0 (0.00) 0 (0.00)    

No Event 6 (66.67) 4 (80.00)    

Total 9  5     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.4 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 38 (17.84) 46 (19.57) OR: 0.94 (0.59, 1.52) 0.805a  

  Disease under study (including COVID-19 

complications) 

11 (5.16) 24 (10.21) RR: 0.95 (0.65, 1.40) 0.806  

  Adverse event (unrelated to COVID-19) 4 (1.88) 8 (3.40) ARR: 0.01 (-0.06, 0.08) 0.807  

  Admission for only isolation purpose 26 (12.21) 14 (5.96)  0.021b  

  Other 0 (0.00) 1 (0.43)  0.817c  

No Event 175 (82.16) 189 (80.43)    

Total 213  235     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.4 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 24 (10.04) 26 (12.04) OR: 0.82 (0.45, 1.48) 0.511a  

  Disease under study (including COVID-19 

complications) 

11 (4.60) 17 (7.87) RR: 0.84 (0.49, 1.43) 0.511  

  Adverse event (unrelated to COVID-19) 5 (2.09) 2 (0.93) ARR: 0.02 (-0.04, 0.08) 0.509  

  Admission for only isolation purpose 10 (4.18) 8 (3.70)  0.612b  

  Other 0 (0.00) 0 (0.00)    

No Event 215 (89.96) 190 (87.96)    

Total 239  216     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.00) 15 (13.04) OR: 0.13 (0.03, 0.62) 0.003a  

  Disease under study (including COVID-19 

complications) 

2 (2.00) 14 (12.17) RR: 0.14 (0.03, 0.68) 0.014  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (0.87) ARR: 0.11 (0.04, 0.18) 0.001  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.331b  

  Other 0 (0.00) 0 (0.00)  0.035c  

No Event 98 (98.00) 100 (86.96)    

Total 100  115     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 22 (73.33) 12 (57.14) OR: 1.74 (0.55, 5.49) 0.340a  

  Disease under study (including COVID-19 

complications) 

4 (13.33) 2 (9.52) RR: 1.23 (0.79, 1.91) 0.368  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.13 (-0.41, 0.14) 0.350  

  Admission for only isolation purpose 22 (73.33) 11 (52.38)  0.149b  

  Other 0 (0.00) 0 (0.00)    

No Event 8 (26.67) 9 (42.86)    

Total 30  21     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 3 (15.00) OR: 0.42 (0.04, 4.04) 0.428a  

  Disease under study (including COVID-19 

complications) 

1 (6.25) 1 (5.00) RR: 0.42 (0.04, 4.20) 0.459  

  Adverse event (unrelated to COVID-19) 0 (0.00) 2 (10.00) ARR: 0.09 (-0.12, 0.29) 0.413  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.044b  

  Other 0 (0.00) 0 (0.00)    

No Event 15 (93.75) 17 (85.00)    

Total 16  20     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

  Disease under study (including COVID-19 

complications) 

1 (4.76) 3 (14.29) RR: 0.33 (0.04, 2.57) 0.287  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (4.76) ARR: 0.10 (-0.08, 0.29) 0.269  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.354b  

  Other 0 (0.00) 0 (0.00)    

No Event 20 (95.24) 18 (85.71)    

Total 21  21     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 36 (12.63) 39 (14.23) OR: 0.89 (0.54, 1.45) 0.632a  

  Disease under study (including COVID-19 

complications) 

14 (4.91) 21 (7.66) RR: 0.90 (0.60, 1.37) 0.632  

  Adverse event (unrelated to COVID-19) 9 (3.16) 6 (2.19) ARR: 0.01 (-0.04, 0.07) 0.634  

  Admission for only isolation purpose 14 (4.91) 11 (4.01)  0.197b  

  Other 0 (0.00) 1 (0.36)    

No Event 249 (87.37) 235 (85.77)    

Total 285  274     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.6 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 15 (6.52) 30 (12.61) OR: 0.48 (0.25, 0.92) 0.026a  

  Disease under study (including COVID-19 

complications) 

8 (3.48) 26 (10.92) RR: 0.51 (0.28, 0.94) 0.030  

  Adverse event (unrelated to COVID-19) 4 (1.74) 5 (2.10) ARR: 0.06 (0.01, 0.11) 0.024  

  Admission for only isolation purpose 3 (1.30) 0 (0.00)  0.093b  

  Other 0 (0.00) 0 (0.00)  0.044c  

No Event 215 (93.48) 208 (87.39)    

Total 230  238     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.6 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 47 (21.17) 42 (19.72) OR: 1.11 (0.70, 1.77) 0.662a  

  Disease under study (including COVID-19 

complications) 

14 (6.31) 15 (7.04) RR: 1.09 (0.75, 1.56) 0.661  

  Adverse event (unrelated to COVID-19) 5 (2.25) 5 (2.35) ARR: -0.02 (-0.09, 0.06) 0.664  

  Admission for only isolation purpose 33 (14.86) 22 (10.33)  0.278b  

  Other 0 (0.00) 1 (0.47)    

No Event 175 (78.83) 171 (80.28)    

Total 222  213     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 4 (6.25) 3 (7.50) OR: 0.94 (0.20, 4.34) 0.935a  

  Disease under study (including COVID-19 

complications) 

3 (4.69) 2 (5.00) RR: 0.94 (0.24, 3.74) 0.934  

  Adverse event (unrelated to COVID-19) 1 (1.56) 1 (2.50) ARR: 0.00 (-0.10, 0.11) 0.936  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.339b  

  Other 0 (0.00) 0 (0.00)  0.851c  

No Event 60 (93.75) 37 (92.50)    

Total 64  40     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 28 (14.97) 29 (15.18) OR: 0.99 (0.56, 1.75) 0.978a  

  Disease under study (including COVID-19 

complications) 

10 (5.35) 13 (6.81) RR: 0.99 (0.62, 1.59) 0.978  

  Adverse event (unrelated to COVID-19) 5 (2.67) 4 (2.09) ARR: 0.00 (-0.07, 0.07) 0.978  

  Admission for only isolation purpose 14 (7.49) 11 (5.76)  0.246b  

  Other 0 (0.00) 1 (0.52)    

No Event 159 (85.03) 162 (84.82)    

Total 187  191     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 30 (14.93) 40 (18.18) OR: 0.81 (0.48, 1.36) 0.421a  

  Disease under study (including COVID-19 

complications) 

9 (4.48) 26 (11.82) RR: 0.84 (0.54, 1.30) 0.424  

  Adverse event (unrelated to COVID-19) 3 (1.49) 5 (2.27) ARR: 0.03 (-0.04, 0.10) 0.418  

  Admission for only isolation purpose 22 (10.95) 11 (5.00)  0.167b  

  Other 0 (0.00) 0 (0.00)    

No Event 171 (85.07) 180 (81.82)    

Total 201  220     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.8 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 27 (10.07) 45 (16.98) OR: 0.55 (0.33, 0.91) 0.020a  

  Disease under study (including COVID-19 

complications) 

10 (3.73) 30 (11.32) RR: 0.59 (0.38, 0.93) 0.021  

  Adverse event (unrelated to COVID-19) 5 (1.87) 4 (1.51) ARR: 0.07 (0.01, 0.13) 0.019  

  Admission for only isolation purpose 14 (5.22) 12 (4.53)  0.406b  

  Other 0 (0.00) 0 (0.00)  0.015c  

No Event 241 (89.93) 220 (83.02)    

Total 268  265     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.8 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 35 (19.02) 27 (14.52) OR: 1.38 (0.80, 2.39) 0.252a  

  Disease under study (including COVID-19 

complications) 

12 (6.52) 11 (5.91) RR: 1.31 (0.83, 2.07) 0.253  

  Adverse event (unrelated to COVID-19) 4 (2.17) 6 (3.23) ARR: -0.04 (-0.12, 0.03) 0.250  

  Admission for only isolation purpose 22 (11.96) 10 (5.38)  0.894b  

  Other 0 (0.00) 1 (0.54)    

No Event 149 (80.98) 159 (85.48)    

Total 184  186     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.9 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 5 (5.26) 11 (12.79) OR: 0.39 (0.13, 1.15) 0.076a  

  Disease under study (including COVID-19 

complications) 

2 (2.11) 8 (9.30) RR: 0.42 (0.15, 1.13) 0.087  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (1.16) ARR: 0.08 (-0.01, 0.16) 0.080  

  Admission for only isolation purpose 4 (4.21) 2 (2.33)  0.219b  

  Other 0 (0.00) 0 (0.00)  0.118c  

No Event 90 (94.74) 75 (87.21)    

Total 95  86     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.9 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 57 (15.97) 61 (16.71) OR: 0.94 (0.63, 1.39) 0.756a  

  Disease under study (including COVID-19 

complications) 

20 (5.60) 33 (9.04) RR: 0.95 (0.68, 1.32) 0.756  

  Adverse event (unrelated to COVID-19) 9 (2.52) 9 (2.47) ARR: 0.01 (-0.05, 0.06) 0.756  

  Admission for only isolation purpose 32 (8.96) 20 (5.48)  0.263b  

  Other 0 (0.00) 1 (0.27)    

No Event 300 (84.03) 304 (83.29)    

Total 357  365     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 5 (5.26) 11 (12.79) OR: 0.39 (0.13, 1.15) 0.076a  

  Disease under study (including COVID-19 

complications) 

2 (2.11) 8 (9.30) RR: 0.42 (0.15, 1.13) 0.087  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (1.16) ARR: 0.08 (-0.01, 0.16) 0.080  

  Admission for only isolation purpose 4 (4.21) 2 (2.33)  0.219b  

  Other 0 (0.00) 0 (0.00)  0.054c  

No Event 90 (94.74) 75 (87.21)    

Total 95  86     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 8 (9.41) 16 (20.00) OR: 0.40 (0.16, 1.01) 0.049a  

  Disease under study (including COVID-19 

complications) 

3 (3.53) 10 (12.50) RR: 0.46 (0.21, 1.02) 0.056  

  Adverse event (unrelated to COVID-19) 2 (2.35) 1 (1.25) ARR: 0.11 (0.00, 0.22) 0.047  

  Admission for only isolation purpose 4 (4.71) 5 (6.25)  0.551b  

  Other 0 (0.00) 0 (0.00)    

No Event 77 (90.59) 64 (80.00)    

Total 85  80     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 14 (15.91) 18 (18.18) OR: 0.85 (0.39, 1.82) 0.672a  

  Disease under study (including COVID-19 

complications) 

5 (5.68) 12 (12.12) RR: 0.87 (0.46, 1.64) 0.671  

  Adverse event (unrelated to COVID-19) 3 (3.41) 2 (2.02) ARR: 0.02 (-0.08, 0.13) 0.669  

  Admission for only isolation purpose 6 (6.82) 5 (5.05)  0.797b  

  Other 0 (0.00) 0 (0.00)    

No Event 74 (84.09) 81 (81.82)    

Total 88  99     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 35 (19.02) 27 (14.52) OR: 1.38 (0.80, 2.39) 0.252a  

  Disease under study (including COVID-19 

complications) 

12 (6.52) 11 (5.91) RR: 1.31 (0.83, 2.07) 0.253  

  Adverse event (unrelated to COVID-19) 4 (2.17) 6 (3.23) ARR: -0.04 (-0.12, 0.03) 0.250  

  Admission for only isolation purpose 22 (11.96) 10 (5.38)  0.894b  

  Other 0 (0.00) 1 (0.54)    

No Event 149 (80.98) 159 (85.48)    

Total 184  186     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.11 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 57 (14.07) 65 (16.01) OR: 0.86 (0.59, 1.27) 0.446a  

  Disease under study (including COVID-19 

complications) 

21 (5.19) 37 (9.11) RR: 0.88 (0.63, 1.22) 0.447  

  Adverse event (unrelated to COVID-19) 9 (2.22) 10 (2.46) ARR: 0.02 (-0.03, 0.07) 0.447  

  Admission for only isolation purpose 32 (7.90) 20 (4.93)  0.028b  

  Other 0 (0.00) 0 (0.00)  0.664c  

No Event 348 (85.93) 341 (83.99)    

Total 405  406     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.11 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 5 (10.64) 7 (15.56) OR: 0.62 (0.18, 2.17) 0.454a  

  Disease under study (including COVID-19 

complications) 

1 (2.13) 4 (8.89) RR: 0.66 (0.23, 1.95) 0.455  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.05 (-0.08, 0.19) 0.449  

  Admission for only isolation purpose 4 (8.51) 2 (4.44)  0.219b  

  Other 0 (0.00) 1 (2.22)    

No Event 42 (89.36) 38 (84.44)    

Total 47  45     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.12 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 26 (10.88) 41 (17.37) OR: 0.58 (0.34, 0.98) 0.042a  

  Disease under study (including COVID-19 

complications) 

9 (3.77) 27 (11.44) RR: 0.63 (0.40, 0.99) 0.045  

  Adverse event (unrelated to COVID-19) 5 (2.09) 4 (1.69) ARR: 0.06 (0.00, 0.13) 0.041  

  Admission for only isolation purpose 14 (5.86) 11 (4.66)  NEb  

  Other 0 (0.00) 0 (0.00)  NEc  

No Event 213 (89.12) 195 (82.63)    

Total 239  236     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.14 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 55 (13.72) 65 (16.25) OR: 0.82 (0.56, 1.21) 0.316a  

  Disease under study (including COVID-19 

complications) 

19 (4.74) 37 (9.25) RR: 0.84 (0.61, 1.18) 0.317  

  Adverse event (unrelated to COVID-19) 9 (2.24) 10 (2.50) ARR: 0.03 (-0.02, 0.07) 0.316  

  Admission for only isolation purpose 32 (7.98) 20 (5.00)  0.036b  

  Other 0 (0.00) 0 (0.00)  0.743c  

No Event 346 (86.28) 335 (83.75)    

Total 401  400     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.14 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 7 (13.73) 7 (13.73) OR: 0.96 (0.32, 2.93) 0.943a  

  Disease under study (including COVID-19 

complications) 

3 (5.88) 4 (7.84) RR: 0.97 (0.37, 2.49) 0.943  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.00 (-0.14, 0.15) 0.945  

  Admission for only isolation purpose 4 (7.84) 2 (3.92)  0.035b  

  Other 0 (0.00) 1 (1.96)    

No Event 44 (86.27) 44 (86.27)    

Total 51  51     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.15 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 51 (16.56) 55 (17.92) OR: 0.90 (0.59, 1.37) 0.616a  

  Disease under study (including COVID-19 

complications) 

19 (6.17) 29 (9.45) RR: 0.91 (0.65, 1.30) 0.616  

  Adverse event (unrelated to COVID-19) 5 (1.62) 6 (1.95) ARR: 0.02 (-0.04, 0.07) 0.615  

  Admission for only isolation purpose 32 (10.39) 21 (6.84)  0.619b  

  Other 0 (0.00) 1 (0.33)  0.510c  

No Event 257 (83.44) 252 (82.08)    

Total 308  307     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.15 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 8 (10.26) 6 (7.79) OR: 1.44 (0.48, 4.33) 0.509a  

  Disease under study (including COVID-19 

complications) 

2 (2.56) 3 (3.90) RR: 1.40 (0.52, 3.77) 0.508  

  Adverse event (unrelated to COVID-19) 2 (2.56) 2 (2.60) ARR: -0.03 (-0.12, 0.06) 0.513  

  Admission for only isolation purpose 4 (5.13) 1 (1.30)  0.401b  

  Other 0 (0.00) 0 (0.00)    

No Event 70 (89.74) 71 (92.21)    

Total 78  77     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.16 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 55 (15.80) 58 (17.52) OR: 0.87 (0.58, 1.31) 0.512a  

  Disease under study (including COVID-19 

complications) 

19 (5.46) 30 (9.06) RR: 0.89 (0.64, 1.25) 0.512  

  Adverse event (unrelated to COVID-19) 6 (1.72) 7 (2.11) ARR: 0.02 (-0.04, 0.07) 0.511  

  Admission for only isolation purpose 35 (10.06) 22 (6.65)  0.249b  

  Other 0 (0.00) 1 (0.30)  0.495c  

No Event 293 (84.20) 273 (82.48)    

Total 348  331     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.16 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 4 (11.43) 3 (7.69) OR: 1.08 (0.22, 5.38) 0.922a  

  Disease under study (including COVID-19 

complications) 

2 (5.71) 2 (5.13) RR: 1.07 (0.27, 4.32) 0.921  

  Adverse event (unrelated to COVID-19) 1 (2.86) 1 (2.56) ARR: -0.01 (-0.14, 0.13) 0.921  

  Admission for only isolation purpose 1 (2.86) 0 (0.00)  0.297b  

  Other 0 (0.00) 0 (0.00)    

No Event 31 (88.57) 36 (92.31)    

Total 35  39     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.21 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 40 (18.60) 49 (21.40) OR: 0.84 (0.52, 1.34) 0.461a  

  Disease under study (including COVID-19 

complications) 

11 (5.12) 25 (10.92) RR: 0.87 (0.60, 1.27) 0.462  

  Adverse event (unrelated to COVID-19) 5 (2.33) 6 (2.62) ARR: 0.03 (-0.05, 0.10) 0.459  

  Admission for only isolation purpose 27 (12.56) 19 (8.30)  0.308b  

  Other 0 (0.00) 1 (0.44)  NEc  

No Event 175 (81.40) 180 (78.60)    

Total 215  229     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.23 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 20 (9.01) 21 (9.95) OR: 0.88 (0.46, 1.68) 0.705a  

  Disease under study (including COVID-19 

complications) 

9 (4.05) 14 (6.64) RR: 0.89 (0.50, 1.61) 0.706  

  Adverse event (unrelated to COVID-19) 4 (1.80) 4 (1.90) ARR: 0.01 (-0.04, 0.07) 0.705  

  Admission for only isolation purpose 9 (4.05) 3 (1.42)  0.191b  

  Other 0 (0.00) 0 (0.00)  NEc  

No Event 202 (90.99) 190 (90.05)    

Total 222  211     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.24 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 10 (16.67) 5 (7.35) OR: 2.51 (0.79, 8.01) 0.118a  

  Disease under study (including COVID-19 

complications) 

3 (5.00) 1 (1.47) RR: 2.22 (0.80, 6.16) 0.127  

  Adverse event (unrelated to COVID-19) 1 (1.67) 1 (1.47) ARR: -0.09 (-0.20, 0.02) 0.116  

  Admission for only isolation purpose 6 (10.00) 3 (4.41)  0.807b  

  Other 0 (0.00) 0 (0.00)  0.039c  

No Event 50 (83.33) 63 (92.65)    

Total 60  68     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.24 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 52 (13.58) 66 (17.55) OR: 0.74 (0.50, 1.10) 0.133a  

  Disease under study (including COVID-19 

complications) 

19 (4.96) 40 (10.64) RR: 0.78 (0.56, 1.08) 0.135  

  Adverse event (unrelated to COVID-19) 8 (2.09) 9 (2.39) ARR: 0.04 (-0.01, 0.09) 0.134  

  Admission for only isolation purpose 30 (7.83) 18 (4.79)  0.182b  

  Other 0 (0.00) 1 (0.27)    

No Event 331 (86.42) 310 (82.45)    

Total 383  376     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.25 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 23 (9.96) 25 (10.82) OR: 0.92 (0.50, 1.67) 0.778a  

  Disease under study (including COVID-19 

complications) 

8 (3.46) 15 (6.49) RR: 0.93 (0.54, 1.58) 0.777  

  Adverse event (unrelated to COVID-19) 0 (0.00) 2 (0.87) ARR: 0.01 (-0.05, 0.06) 0.778  

  Admission for only isolation purpose 16 (6.93) 8 (3.46)  0.283b  

  Other 0 (0.00) 1 (0.43)  0.711c  

No Event 208 (90.04) 206 (89.18)    

Total 231  231     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.25 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 39 (17.65) 47 (21.36) OR: 0.79 (0.49, 1.26) 0.318a  

  Disease under study (including COVID-19 

complications) 

14 (6.33) 26 (11.82) RR: 0.82 (0.56, 1.21) 0.321  

  Adverse event (unrelated to COVID-19) 9 (4.07) 8 (3.64) ARR: 0.04 (-0.04, 0.11) 0.319  

  Admission for only isolation purpose 20 (9.05) 14 (6.36)  0.030b  

  Other 0 (0.00) 0 (0.00)    

No Event 182 (82.35) 173 (78.64)    

Total 221  220     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.26 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 38 (10.56) 46 (12.92) OR: 0.80 (0.51, 1.26) 0.340a  

  Disease under study (including COVID-19 

complications) 

12 (3.33) 27 (7.58) RR: 0.82 (0.55, 1.23) 0.341  

  Adverse event (unrelated to COVID-19) 4 (1.11) 5 (1.40) ARR: 0.02 (-0.02, 0.07) 0.341  

  Admission for only isolation purpose 23 (6.39) 14 (3.93)  0.043b  

  Other 0 (0.00) 1 (0.28)  0.686c  

No Event 322 (89.44) 310 (87.08)    

Total 360  356     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.26 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 24 (26.09) 26 (27.37) OR: 0.93 (0.49, 1.78) 0.827a  

  Disease under study (including COVID-19 

complications) 

10 (10.87) 14 (14.74) RR: 0.95 (0.58, 1.54) 0.827  

  Adverse event (unrelated to COVID-19) 5 (5.43) 5 (5.26) ARR: 0.01 (-0.11, 0.14) 0.826  

  Admission for only isolation purpose 13 (14.13) 8 (8.42)  0.249b  

  Other 0 (0.00) 0 (0.00)    

No Event 68 (73.91) 69 (72.63)    

Total 92  95     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.27 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 51 (12.38) 60 (14.25) OR: 0.86 (0.57, 1.28) 0.444a  

  Disease under study (including COVID-19 

complications) 

17 (4.13) 32 (7.60) RR: 0.87 (0.62, 1.24) 0.444  

  Adverse event (unrelated to COVID-19) 6 (1.46) 9 (2.14) ARR: 0.02 (-0.03, 0.06) 0.444  

  Admission for only isolation purpose 31 (7.52) 19 (4.51)  0.056b  

  Other 0 (0.00) 1 (0.24)  0.467c  

No Event 361 (87.62) 361 (85.75)    

Total 412  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.18.2.27 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 11 (27.50) 12 (40.00) OR: 0.58 (0.21, 1.59) 0.290a  

  Disease under study (including COVID-19 

complications) 

5 (12.50) 9 (30.00) RR: 0.68 (0.33, 1.41) 0.299  

  Adverse event (unrelated to COVID-19) 3 (7.50) 1 (3.33) ARR: 0.12 (-0.10, 0.35) 0.288  

  Admission for only isolation purpose 5 (12.50) 3 (10.00)  0.166b  

  Other 0 (0.00) 0 (0.00)    

No Event 29 (72.50) 18 (60.00)    

Total 40  30     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.2 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 5 (1.16) 10 (2.27) OR: 0.51 (0.17, 1.49) 0.207a  

  Disease under study (including COVID-19 

complications) 

4 (0.93) 10 (2.27) RR: 0.51 (0.18, 1.48) 0.216  

  Adverse event (unrelated to COVID-19) 1 (0.23) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.205  

No Event 426 (98.84) 430 (97.73)  0.066b  

Total 431  440   0.361c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.2 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 3 (14.29) 1 (9.09) OR: 1.27 (0.12, 13.17) 0.839a  

  Disease under study (including COVID-19 

complications) 

1 (4.76) 1 (9.09) RR: 1.23 (0.18, 8.17) 0.833  

  Adverse event (unrelated to COVID-19) 2 (9.52) 0 (0.00) ARR: -0.03 (-0.27, 0.22) 0.838  

No Event 18 (85.71) 10 (90.91)  0.287b  

Total 21  11     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.3 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 7 (1.58) 10 (2.24) OR: 0.70 (0.26, 1.86) 0.472a  

  Disease under study (including COVID-19 

complications) 

5 (1.13) 10 (2.24) RR: 0.71 (0.27, 1.83) 0.474  

  Adverse event (unrelated to COVID-19) 2 (0.45) 0 (0.00) ARR: 0.01 (-0.01, 0.02) 0.472  

No Event 436 (98.42) 436 (97.76)  0.248b  

Total 443  446   0.835c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.3 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 1 (11.11) 1 (20.00) OR: 0.53 (0.03, 9.29) 0.666a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 1 (20.00) RR: 0.53 (0.03, 9.71) 0.671  

  Adverse event (unrelated to COVID-19) 1 (11.11) 0 (0.00) ARR: 0.09 (-0.34, 0.52) 0.679  

No Event 8 (88.89) 4 (80.00)  0.143b  

Total 9  5     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.11 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 8 (1.98) 11 (2.71) OR: 0.73 (0.29, 1.82) 0.490a  

  Disease under study (including COVID-19 

complications) 

5 (1.23) 11 (2.71) RR: 0.73 (0.30, 1.79) 0.492  

  Adverse event (unrelated to COVID-19) 3 (0.74) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.491  

No Event 397 (98.02) 395 (97.29)  0.111b  

Total 405  406   NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.11 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 0 (0.00) 0 (0.00) OR: NE NEa  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 0 (0.00) RR: NE NE  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: NE NE  

No Event 47 (100.00) 45 (100.00)  NEb  

Total 47  45     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.14 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 6 (1.50) 11 (2.75) OR: 0.54 (0.20, 1.47) 0.219a  

  Disease under study (including COVID-19 

complications) 

3 (0.75) 11 (2.75) RR: 0.54 (0.20, 1.46) 0.227  

  Adverse event (unrelated to COVID-19) 3 (0.75) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.219  

No Event 395 (98.50) 389 (97.25)  0.110b  

Total 401  400   0.076c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.14 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (3.92) 0 (0.00) OR: 6.38 (0.37, >99.99) 0.058a  

  Disease under study (including COVID-19 

complications) 

2 (3.92) 0 (0.00) RR: 3.60 (0.52, 25.06) 0.195  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.04 (-0.10, 0.01) 0.126  

No Event 49 (96.08) 51 (100.00)  NEb  

Total 51  51     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.24 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 1 (1.67) 0 (0.00) OR: 4.32 (0.17, >99.99) 0.240a  

  Disease under study (including COVID-19 

complications) 

1 (1.67) 0 (0.00) RR: 4.09 (0.17, 95.75) 0.381  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.02 (-0.05, 0.02) 0.291  

No Event 59 (98.33) 68 (100.00)  NEb  

Total 60  68   0.195c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.1.24 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 7 (1.83) 11 (2.93) OR: 0.63 (0.24, 1.63) 0.332a  

  Disease under study (including COVID-19 

complications) 

4 (1.04) 11 (2.93) RR: 0.63 (0.25, 1.61) 0.337  

  Adverse event (unrelated to COVID-19) 3 (0.78) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.335  

No Event 376 (98.17) 365 (97.07)  0.050b  

Total 383  376     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.1 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 3 (0.76) 10 (2.54) OR: 0.30 (0.08, 1.08) 0.051a  

  Disease under study (including COVID-19 

complications) 

2 (0.51) 9 (2.28) RR: 0.30 (0.08, 1.08) 0.066  

  Adverse event (unrelated to COVID-19) 1 (0.25) 1 (0.25) ARR: 0.02 (0.00, 0.04) 0.050  

No Event 390 (99.24) 384 (97.46)  0.904b  

Total 393  394   0.020c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.1 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 6 (10.17) 2 (3.51) OR: 2.98 (0.60, 14.76) 0.156a  

  Disease under study (including COVID-19 

complications) 

3 (5.08) 2 (3.51) RR: 2.87 (0.61, 13.41) 0.181  

  Adverse event (unrelated to COVID-19) 3 (5.08) 0 (0.00) ARR: -0.07 (-0.16, 0.03) 0.155  

No Event 53 (89.83) 55 (96.49)  0.079b  

Total 59  57     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.2 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 6 (1.39) 11 (2.50) OR: 0.55 (0.20, 1.50) 0.238a  

  Disease under study (including COVID-19 

complications) 

4 (0.93) 10 (2.27) RR: 0.56 (0.21, 1.49) 0.245  

  Adverse event (unrelated to COVID-19) 2 (0.46) 1 (0.23) ARR: 0.01 (-0.01, 0.03) 0.236  

No Event 425 (98.61) 429 (97.50)  0.113b  

Total 431  440   0.392c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.2 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 3 (14.29) 1 (9.09) OR: 1.27 (0.12, 13.17) 0.839a  

  Disease under study (including COVID-19 

complications) 

1 (4.76) 1 (9.09) RR: 1.23 (0.18, 8.17) 0.833  

  Adverse event (unrelated to COVID-19) 2 (9.52) 0 (0.00) ARR: -0.03 (-0.27, 0.22) 0.838  

No Event 18 (85.71) 10 (90.91)  0.287b  

Total 21  11     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.3 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 8 (1.81) 11 (2.47) OR: 0.73 (0.29, 1.82) 0.495a  

  Disease under study (including COVID-19 

complications) 

5 (1.13) 10 (2.24) RR: 0.73 (0.30, 1.80) 0.497  

  Adverse event (unrelated to COVID-19) 3 (0.68) 1 (0.22) ARR: 0.01 (-0.01, 0.03) 0.495  

No Event 435 (98.19) 435 (97.53)  0.292b  

Total 443  446   0.816c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.3 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 1 (11.11) 1 (20.00) OR: 0.53 (0.03, 9.29) 0.666a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 1 (20.00) RR: 0.53 (0.03, 9.71) 0.671  

  Adverse event (unrelated to COVID-19) 1 (11.11) 0 (0.00) ARR: 0.09 (-0.34, 0.52) 0.679  

No Event 8 (88.89) 4 (80.00)  0.143b  

Total 9  5     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.11 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 9 (2.22) 12 (2.96) OR: 0.75 (0.31, 1.79) 0.509a  

  Disease under study (including COVID-19 

complications) 

5 (1.23) 11 (2.71) RR: 0.75 (0.32, 1.76) 0.511  

  Adverse event (unrelated to COVID-19) 4 (0.99) 1 (0.25) ARR: 0.01 (-0.01, 0.03) 0.510  

No Event 396 (97.78) 394 (97.04)  0.137b  

Total 405  406   NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.11 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 0 (0.00) 0 (0.00) OR: NE NEa  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 0 (0.00) RR: NE NE  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: NE NE  

No Event 47 (100.00) 45 (100.00)  NEb  

Total 47  45     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.14 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 7 (1.75) 12 (3.00) OR: 0.58 (0.22, 1.47) 0.244a  

  Disease under study (including COVID-19 

complications) 

3 (0.75) 11 (2.75) RR: 0.58 (0.23, 1.46) 0.250  

  Adverse event (unrelated to COVID-19) 4 (1.00) 1 (0.25) ARR: 0.01 (-0.01, 0.03) 0.244  

No Event 394 (98.25) 388 (97.00)  0.155b  

Total 401  400   0.082c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.14 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (3.92) 0 (0.00) OR: 6.38 (0.37, >99.99) 0.058a  

  Disease under study (including COVID-19 

complications) 

2 (3.92) 0 (0.00) RR: 3.60 (0.52, 25.06) 0.195  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.04 (-0.10, 0.01) 0.126  

No Event 49 (96.08) 51 (100.00)  NEb  

Total 51  51     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.16 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 7 (2.01) 10 (3.02) OR: 0.65 (0.24, 1.73) 0.383a  

  Disease under study (including COVID-19 

complications) 

5 (1.44) 9 (2.72) RR: 0.66 (0.25, 1.71) 0.387  

  Adverse event (unrelated to COVID-19) 2 (0.57) 1 (0.30) ARR: 0.01 (-0.01, 0.03) 0.385  

No Event 341 (97.99) 321 (96.98)  0.289b  

Total 348  331   0.726c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.16 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 1 (2.86) 1 (2.56) OR: 0.79 (0.04, 14.03) 0.872a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 1 (2.56) RR: 0.80 (0.06, 11.50) 0.870  

  Adverse event (unrelated to COVID-19) 1 (2.86) 0 (0.00) ARR: 0.01 (-0.07, 0.08) 0.870  

No Event 34 (97.14) 38 (97.44)  NEb  

Total 35  39     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.24 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 1 (1.67) 1 (1.47) OR: 1.40 (0.08, 23.74) 0.817a  

  Disease under study (including COVID-19 

complications) 

1 (1.67) 0 (0.00) RR: 1.38 (0.09, 20.84) 0.816  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (1.47) ARR: -0.01 (-0.05, 0.04) 0.818  

No Event 59 (98.33) 67 (98.53)  NEb  

Total 60  68   0.751c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.24 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 8 (2.09) 11 (2.93) OR: 0.72 (0.29, 1.79) 0.473a  

  Disease under study (including COVID-19 

complications) 

4 (1.04) 11 (2.93) RR: 0.72 (0.30, 1.76) 0.475  

  Adverse event (unrelated to COVID-19) 4 (1.04) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.475  

No Event 375 (97.91) 365 (97.07)  0.097b  

Total 383  376     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.27 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 5 (1.21) 10 (2.38) OR: 0.50 (0.17, 1.47) 0.200a  

  Disease under study (including COVID-19 

complications) 

4 (0.97) 9 (2.14) RR: 0.51 (0.18, 1.46) 0.208  

  Adverse event (unrelated to COVID-19) 1 (0.24) 1 (0.24) ARR: 0.01 (-0.01, 0.03) 0.199  

No Event 407 (98.79) 411 (97.62)  0.363b  

Total 412  421   0.279c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.19.2.27 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 4 (10.00) 2 (6.67) OR: 1.36 (0.22, 8.31) 0.742a  

  Disease under study (including COVID-19 

complications) 

1 (2.50) 2 (6.67) RR: 1.32 (0.25, 7.02) 0.741  

  Adverse event (unrelated to COVID-19) 3 (7.50) 0 (0.00) ARR: -0.02 (-0.15, 0.11) 0.732  

No Event 36 (90.00) 28 (93.33)  0.787b  

Total 40  30     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.1 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 37 (9.41) 52 (13.20) OR: 0.68 (0.44, 1.07) 0.094a  

  Inpatient hospital setting 34 (8.65) 38 (9.64) RR: 0.71 (0.48, 1.06) 0.097  

  Temporary facility for managing severe 

COVID 19 

5 (1.27) 6 (1.52) ARR: 0.04 (-0.01, 0.08) 0.094  

  ER admission greater > 24 hours 0 (0.00) 4 (1.02)  0.062b  

  Acute hospital care at home 0 (0.00) 5 (1.27)  0.155c  

  ICU 2 (0.51) 9 (2.28)    

No Event 356 (90.59) 342 (86.80)    

Total 393  394     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.1 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 19 (32.20) 15 (26.32) OR: 1.31 (0.60, 2.87) 0.484a  

  Inpatient hospital setting 16 (27.12) 12 (21.05) RR: 1.22 (0.69, 2.18) 0.491  

  Temporary facility for managing severe 

COVID 19 

2 (3.39) 1 (1.75) ARR: -0.06 (-0.23, 0.11) 0.491  

  ER admission greater > 24 hours 2 (3.39) 0 (0.00)  0.016b  

  Acute hospital care at home 1 (1.69) 2 (3.51)    

  ICU 6 (10.17) 2 (3.51)    

No Event 40 (67.80) 42 (73.68)    

Total 59  57     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.2 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 47 (10.90) 64 (14.55) OR: 0.72 (0.48, 1.08) 0.107a  

  Inpatient hospital setting 43 (9.98) 49 (11.14) RR: 0.75 (0.53, 1.07) 0.109  

  Temporary facility for managing severe 

COVID 19 

6 (1.39) 6 (1.36) ARR: 0.04 (-0.01, 0.08) 0.106  

  ER admission greater > 24 hours 1 (0.23) 4 (0.91)  0.008b  

  Acute hospital care at home 0 (0.00) 6 (1.36)  0.213c  

  ICU 5 (1.16) 10 (2.27)    

No Event 384 (89.10) 376 (85.45)    

Total 431  440     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.2 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 9 (42.86) 3 (27.27) OR: 1.81 (0.38, 8.59) 0.449a  

  Inpatient hospital setting 7 (33.33) 1 (9.09) RR: 1.48 (0.54, 4.03) 0.448  

  Temporary facility for managing severe 

COVID 19 

1 (4.76) 1 (9.09) ARR: -0.14 (-0.51, 0.22) 0.439  

  ER admission greater > 24 hours 1 (4.76) 0 (0.00)  0.180b  

  Acute hospital care at home 1 (4.76) 1 (9.09)    

  ICU 3 (14.29) 1 (9.09)    

No Event 12 (57.14) 8 (72.73)    

Total 21  11     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.3 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 53 (11.96) 66 (14.80) OR: 0.78 (0.53, 1.16) 0.218a  

  Inpatient hospital setting 49 (11.06) 50 (11.21) RR: 0.81 (0.58, 1.13) 0.220  

  Temporary facility for managing severe 

COVID 19 

7 (1.58) 6 (1.35) ARR: 0.03 (-0.02, 0.07) 0.218  

  ER admission greater > 24 hours 1 (0.23) 4 (0.90)  0.025b  

  Acute hospital care at home 0 (0.00) 7 (1.57)  0.476c  

  ICU 7 (1.58) 10 (2.24)    

No Event 390 (88.04) 380 (85.20)    

Total 443  446     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.3 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

  Inpatient hospital setting 1 (11.11) 0 (0.00) RR: 1.60 (0.15, 16.83) 0.695  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (20.00) ARR: -0.12 (-0.65, 0.42) 0.668  

  ER admission greater > 24 hours 1 (11.11) 0 (0.00)  0.025b  

  Acute hospital care at home 1 (11.11) 0 (0.00)    

  ICU 1 (11.11) 1 (20.00)    

No Event 6 (66.67) 4 (80.00)    

Total 9  5     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.4 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 36 (16.90) 42 (17.87) OR: 0.99 (0.61, 1.61) 0.961a  

  Inpatient hospital setting 33 (15.49) 33 (14.04) RR: 0.99 (0.66, 1.48) 0.961  

  Temporary facility for managing severe 

COVID 19 

3 (1.41) 6 (2.55) ARR: 0.00 (-0.07, 0.07) 0.962  

  ER admission greater > 24 hours 2 (0.94) 2 (0.85)  0.017b  

  Acute hospital care at home 1 (0.47) 2 (0.85)  0.468c  

  ICU 6 (2.82) 5 (2.13)    

No Event 177 (83.10) 193 (82.13)    

Total 213  235     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.4 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 20 (8.37) 25 (11.57) OR: 0.70 (0.37, 1.30) 0.262a  

  Inpatient hospital setting 17 (7.11) 17 (7.87) RR: 0.72 (0.41, 1.28) 0.264  

  Temporary facility for managing severe 

COVID 19 

4 (1.67) 1 (0.46) ARR: 0.03 (-0.02, 0.09) 0.261  

  ER admission greater > 24 hours 0 (0.00) 2 (0.93)  0.584b  

  Acute hospital care at home 0 (0.00) 5 (2.31)    

  ICU 2 (0.84) 6 (2.78)    

No Event 219 (91.63) 191 (88.43)    

Total 239  216     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.00) 15 (13.04) OR: 0.13 (0.03, 0.62) 0.003a  

  Inpatient hospital setting 1 (1.00) 6 (5.22) RR: 0.14 (0.03, 0.68) 0.014  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (0.87) ARR: 0.11 (0.04, 0.18) 0.001  

  ER admission greater > 24 hours 0 (0.00) 4 (3.48)  0.331b  

  Acute hospital care at home 1 (1.00) 4 (3.48)  0.045c  

  ICU 0 (0.00) 2 (1.74)    

No Event 98 (98.00) 100 (86.96)    

Total 100  115     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 22 (73.33) 12 (57.14) OR: 1.74 (0.55, 5.49) 0.340a  

  Inpatient hospital setting 22 (73.33) 11 (52.38) RR: 1.23 (0.79, 1.91) 0.368  

  Temporary facility for managing severe 

COVID 19 

4 (13.33) 2 (9.52) ARR: -0.13 (-0.41, 0.14) 0.350  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.149b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 1 (3.33) 0 (0.00)    

No Event 8 (26.67) 9 (42.86)    

Total 30  21     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

  Inpatient hospital setting 1 (6.25) 0 (0.00) RR: 1.25 (0.07, 21.21) 0.875  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: -0.01 (-0.17, 0.14) 0.875  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.150b  

  Acute hospital care at home 0 (0.00) 1 (5.00)    

  ICU 0 (0.00) 0 (0.00)    

No Event 15 (93.75) 19 (95.00)    

Total 16  20     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

  Inpatient hospital setting 1 (4.76) 2 (9.52) RR: 0.33 (0.04, 2.57) 0.287  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.10 (-0.08, 0.29) 0.269  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.354b  

  Acute hospital care at home 0 (0.00) 1 (4.76)    

  ICU 0 (0.00) 0 (0.00)    

No Event 20 (95.24) 18 (85.71)    

Total 21  21     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 30 (10.53) 36 (13.14) OR: 0.79 (0.47, 1.33) 0.373a  

  Inpatient hospital setting 25 (8.77) 31 (11.31) RR: 0.82 (0.52, 1.28) 0.373  

  Temporary facility for managing severe 

COVID 19 

3 (1.05) 4 (1.46) ARR: 0.02 (-0.03, 0.08) 0.375  

  ER admission greater > 24 hours 2 (0.70) 0 (0.00)  0.074b  

  Acute hospital care at home 0 (0.00) 1 (0.36)    

  ICU 7 (2.46) 9 (3.28)    

No Event 255 (89.47) 238 (86.86)    

Total 285  274     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.6 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 12 (5.22) 29 (12.18) OR: 0.39 (0.19, 0.79) 0.007a  

  Inpatient hospital setting 9 (3.91) 13 (5.46) RR: 0.42 (0.21, 0.81) 0.010  

  Temporary facility for managing severe 

COVID 19 

1 (0.43) 5 (2.10) ARR: 0.07 (0.02, 0.12) 0.006  

  ER admission greater > 24 hours 1 (0.43) 4 (1.68)  0.069b  

  Acute hospital care at home 1 (0.43) 7 (2.94)  0.014c  

  ICU 3 (1.30) 5 (2.10)    

No Event 218 (94.78) 209 (87.82)    

Total 230  238     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.6 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 44 (19.82) 38 (17.84) OR: 1.15 (0.71, 1.87) 0.555a  

  Inpatient hospital setting 41 (18.47) 37 (17.37) RR: 1.12 (0.76, 1.65) 0.555  

  Temporary facility for managing severe 

COVID 19 

6 (2.70) 2 (0.94) ARR: -0.02 (-0.10, 0.05) 0.557  

  ER admission greater > 24 hours 1 (0.45) 0 (0.00)  0.234b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 5 (2.25) 6 (2.82)    

No Event 178 (80.18) 175 (82.16)    

Total 222  213     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 3 (4.69) 2 (5.00) OR: 1.21 (0.20, 7.41) 0.837a  

  Inpatient hospital setting 2 (3.13) 2 (5.00) RR: 1.19 (0.23, 6.27) 0.836  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: -0.01 (-0.10, 0.08) 0.838  

  ER admission greater > 24 hours 1 (1.56) 0 (0.00)  0.421b  

  Acute hospital care at home 0 (0.00) 0 (0.00)  0.802c  

  ICU 1 (1.56) 2 (5.00)    

No Event 61 (95.31) 38 (95.00)    

Total 64  40     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 25 (13.37) 26 (13.61) OR: 0.99 (0.55, 1.78) 0.963a  

  Inpatient hospital setting 22 (11.76) 25 (13.09) RR: 0.99 (0.60, 1.63) 0.963  

  Temporary facility for managing severe 

COVID 19 

2 (1.07) 1 (0.52) ARR: 0.00 (-0.07, 0.07) 0.963  

  ER admission greater > 24 hours 1 (0.53) 0 (0.00)  0.140b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 4 (2.14) 6 (3.14)    

No Event 162 (86.63) 165 (86.39)    

Total 187  191     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 28 (13.93) 39 (17.73) OR: 0.77 (0.45, 1.30) 0.329a  

  Inpatient hospital setting 26 (12.94) 23 (10.45) RR: 0.80 (0.51, 1.26) 0.332  

  Temporary facility for managing severe 

COVID 19 

5 (2.49) 6 (2.73) ARR: 0.03 (-0.03, 0.10) 0.325  

  ER admission greater > 24 hours 0 (0.00) 4 (1.82)  0.192b  

  Acute hospital care at home 1 (0.50) 7 (3.18)    

  ICU 3 (1.49) 3 (1.36)    

No Event 173 (86.07) 181 (82.27)    

Total 201  220     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.8 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 23 (8.58) 42 (15.85) OR: 0.50 (0.29, 0.85) 0.010a  

  Inpatient hospital setting 21 (7.84) 30 (11.32) RR: 0.54 (0.34, 0.87) 0.012  

  Temporary facility for managing severe 

COVID 19 

4 (1.49) 7 (2.64) ARR: 0.07 (0.02, 0.13) 0.010  

  ER admission greater > 24 hours 0 (0.00) 2 (0.75)  0.458b  

  Acute hospital care at home 0 (0.00) 4 (1.51)  0.009c  

  ICU 3 (1.12) 8 (3.02)    

No Event 245 (91.42) 223 (84.15)    

Total 268  265     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.8 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 33 (17.93) 25 (13.44) OR: 1.40 (0.80, 2.47) 0.242a  

  Inpatient hospital setting 29 (15.76) 20 (10.75) RR: 1.33 (0.82, 2.14) 0.243  

  Temporary facility for managing severe 

COVID 19 

3 (1.63) 0 (0.00) ARR: -0.04 (-0.12, 0.03) 0.240  

  ER admission greater > 24 hours 2 (1.09) 2 (1.08)  0.878b  

  Acute hospital care at home 1 (0.54) 3 (1.61)    

  ICU 5 (2.72) 3 (1.61)    

No Event 151 (82.07) 161 (86.56)    

Total 184  186     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.9 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 5 (5.26) 10 (11.63) OR: 0.43 (0.14, 1.29) 0.121a  

  Inpatient hospital setting 4 (4.21) 3 (3.49) RR: 0.46 (0.16, 1.26) 0.131  

  Temporary facility for managing severe 

COVID 19 

2 (2.11) 3 (3.49) ARR: 0.06 (-0.02, 0.15) 0.127  

  ER admission greater > 24 hours 0 (0.00) 2 (2.33)  0.195b  

  Acute hospital care at home 0 (0.00) 2 (2.33)  0.206c  

  ICU 1 (1.05) 2 (2.33)    

No Event 90 (94.74) 76 (88.37)    

Total 95  86     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.9 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 51 (14.29) 57 (15.62) OR: 0.89 (0.59, 1.35) 0.590a  

  Inpatient hospital setting 46 (12.89) 47 (12.88) RR: 0.91 (0.64, 1.29) 0.590  

  Temporary facility for managing severe 

COVID 19 

5 (1.40) 4 (1.10) ARR: 0.01 (-0.04, 0.07) 0.590  

  ER admission greater > 24 hours 2 (0.56) 2 (0.55)  0.150b  

  Acute hospital care at home 1 (0.28) 5 (1.37)    

  ICU 7 (1.96) 9 (2.47)    

No Event 306 (85.71) 308 (84.38)    

Total 357  365     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 5 (5.26) 10 (11.63) OR: 0.43 (0.14, 1.29) 0.121a  

  Inpatient hospital setting 4 (4.21) 3 (3.49) RR: 0.46 (0.16, 1.26) 0.131  

  Temporary facility for managing severe 

COVID 19 

2 (2.11) 3 (3.49) ARR: 0.06 (-0.02, 0.15) 0.127  

  ER admission greater > 24 hours 0 (0.00) 2 (2.33)  0.195b  

  Acute hospital care at home 0 (0.00) 2 (2.33)  0.029c  

  ICU 1 (1.05) 2 (2.33)    

No Event 90 (94.74) 76 (88.37)    

Total 95  86     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 6 (7.06) 16 (20.00) OR: 0.29 (0.11, 0.80) 0.013a  

  Inpatient hospital setting 6 (7.06) 13 (16.25) RR: 0.35 (0.14, 0.84) 0.019  

  Temporary facility for managing severe 

COVID 19 

1 (1.18) 2 (2.50) ARR: 0.13 (0.03, 0.23) 0.012  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.609b  

  Acute hospital care at home 0 (0.00) 1 (1.25)    

  ICU 0 (0.00) 3 (3.75)    

No Event 79 (92.94) 64 (80.00)    

Total 85  80     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 12 (13.64) 16 (16.16) OR: 0.82 (0.36, 1.84) 0.623a  

  Inpatient hospital setting 11 (12.50) 14 (14.14) RR: 0.84 (0.42, 1.68) 0.623  

  Temporary facility for managing severe 

COVID 19 

1 (1.14) 2 (2.02) ARR: 0.03 (-0.08, 0.13) 0.620  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.775b  

  Acute hospital care at home 0 (0.00) 1 (1.01)    

  ICU 2 (2.27) 3 (3.03)    

No Event 76 (86.36) 83 (83.84)    

Total 88  99     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 33 (17.93) 25 (13.44) OR: 1.40 (0.80, 2.47) 0.242a  

  Inpatient hospital setting 29 (15.76) 20 (10.75) RR: 1.33 (0.82, 2.14) 0.243  

  Temporary facility for managing severe 

COVID 19 

3 (1.63) 0 (0.00) ARR: -0.04 (-0.12, 0.03) 0.240  

  ER admission greater > 24 hours 2 (1.09) 2 (1.08)  0.878b  

  Acute hospital care at home 1 (0.54) 3 (1.61)    

  ICU 5 (2.72) 3 (1.61)    

No Event 151 (82.07) 161 (86.56)    

Total 184  186     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.11 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 51 (12.59) 60 (14.78) OR: 0.83 (0.56, 1.24) 0.370a  

  Inpatient hospital setting 46 (11.36) 44 (10.84) RR: 0.85 (0.60, 1.21) 0.372  

  Temporary facility for managing severe 

COVID 19 

6 (1.48) 7 (1.72) ARR: 0.02 (-0.03, 0.07) 0.372  

  ER admission greater > 24 hours 2 (0.49) 4 (0.99)  0.017b  

  Acute hospital care at home 1 (0.25) 6 (1.48)  0.703c  

  ICU 8 (1.98) 11 (2.71)    

No Event 354 (87.41) 346 (85.22)    

Total 405  406     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.11 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 5 (10.64) 7 (15.56) OR: 0.62 (0.18, 2.17) 0.454a  

  Inpatient hospital setting 4 (8.51) 6 (13.33) RR: 0.66 (0.23, 1.95) 0.455  

  Temporary facility for managing severe 

COVID 19 

1 (2.13) 0 (0.00) ARR: 0.05 (-0.08, 0.19) 0.449  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.219b  

  Acute hospital care at home 0 (0.00) 1 (2.22)    

  ICU 0 (0.00) 0 (0.00)    

No Event 42 (89.36) 38 (84.44)    

Total 47  45     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.12 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 22 (9.21) 38 (16.10) OR: 0.53 (0.30, 0.92) 0.024a  

  Inpatient hospital setting 21 (8.79) 27 (11.44) RR: 0.57 (0.35, 0.94) 0.026  

  Temporary facility for managing severe 

COVID 19 

3 (1.26) 7 (2.97) ARR: 0.07 (0.01, 0.13) 0.023  

  ER admission greater > 24 hours 0 (0.00) 2 (0.85)  NEb  

  Acute hospital care at home 0 (0.00) 3 (1.27)  NEc  

  ICU 3 (1.26) 8 (3.39)    

No Event 217 (90.79) 198 (83.90)    

Total 239  236     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.14 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 49 (12.22) 60 (15.00) OR: 0.79 (0.53, 1.18) 0.252a  

  Inpatient hospital setting 45 (11.22) 44 (11.00) RR: 0.81 (0.57, 1.16) 0.254  

  Temporary facility for managing severe 

COVID 19 

6 (1.50) 7 (1.75) ARR: 0.03 (-0.02, 0.08) 0.252  

  ER admission greater > 24 hours 1 (0.25) 4 (1.00)  0.022b  

  Acute hospital care at home 1 (0.25) 6 (1.50)  0.698c  

  ICU 6 (1.50) 11 (2.75)    

No Event 352 (87.78) 340 (85.00)    

Total 401  400     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.14 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 7 (13.73) 7 (13.73) OR: 0.96 (0.32, 2.93) 0.943a  

  Inpatient hospital setting 5 (9.80) 6 (11.76) RR: 0.97 (0.37, 2.49) 0.943  

  Temporary facility for managing severe 

COVID 19 

1 (1.96) 0 (0.00) ARR: 0.00 (-0.14, 0.15) 0.945  

  ER admission greater > 24 hours 1 (1.96) 0 (0.00)  0.035b  

  Acute hospital care at home 0 (0.00) 1 (1.96)    

  ICU 2 (3.92) 0 (0.00)    

No Event 44 (86.27) 44 (86.27)    

Total 51  51     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.15 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 47 (15.26) 52 (16.94) OR: 0.87 (0.56, 1.34) 0.525a  

  Inpatient hospital setting 42 (13.64) 39 (12.70) RR: 0.89 (0.62, 1.28) 0.525  

  Temporary facility for managing severe 

COVID 19 

7 (2.27) 4 (1.30) ARR: 0.02 (-0.04, 0.08) 0.523  

  ER admission greater > 24 hours 1 (0.32) 4 (1.30)  0.506b  

  Acute hospital care at home 1 (0.32) 6 (1.95)  0.293c  

  ICU 5 (1.62) 9 (2.93)    

No Event 261 (84.74) 255 (83.06)    

Total 308  307     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.15 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 7 (8.97) 4 (5.19) OR: 1.87 (0.53, 6.64) 0.324a  

  Inpatient hospital setting 6 (7.69) 4 (5.19) RR: 1.80 (0.55, 5.84) 0.328  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: -0.04 (-0.12, 0.04) 0.324  

  ER admission greater > 24 hours 1 (1.28) 0 (0.00)  0.566b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 2 (2.56) 1 (1.30)    

No Event 71 (91.03) 73 (94.81)    

Total 78  77     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.16 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 51 (14.66) 54 (16.31) OR: 0.87 (0.57, 1.32) 0.516a  

  Inpatient hospital setting 46 (13.22) 41 (12.39) RR: 0.89 (0.62, 1.27) 0.516  

  Temporary facility for managing severe 

COVID 19 

6 (1.72) 4 (1.21) ARR: 0.02 (-0.04, 0.07) 0.515  

  ER admission greater > 24 hours 2 (0.57) 4 (1.21)  0.204b  

  Acute hospital care at home 1 (0.29) 6 (1.81)  0.478c  

  ICU 7 (2.01) 9 (2.72)    

No Event 297 (85.34) 277 (83.69)    

Total 348  331     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.16 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 3 (8.57) 2 (5.13) OR: 1.22 (0.19, 7.72) 0.831a  

  Inpatient hospital setting 2 (5.71) 2 (5.13) RR: 1.21 (0.21, 6.81) 0.830  

  Temporary facility for managing severe 

COVID 19 

1 (2.86) 0 (0.00) ARR: -0.01 (-0.13, 0.11) 0.829  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.286b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 0 (0.00) 1 (2.56)    

No Event 32 (91.43) 37 (94.87)    

Total 35  39     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.21 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 36 (16.74) 47 (20.52) OR: 0.78 (0.48, 1.26) 0.308a  

  Inpatient hospital setting 33 (15.35) 38 (16.59) RR: 0.81 (0.55, 1.21) 0.309  

  Temporary facility for managing severe 

COVID 19 

4 (1.86) 5 (2.18) ARR: 0.04 (-0.03, 0.11) 0.304  

  ER admission greater > 24 hours 1 (0.47) 2 (0.87)  0.268b  

  Acute hospital care at home 1 (0.47) 3 (1.31)  NEc  

  ICU 4 (1.86) 7 (3.06)    

No Event 179 (83.26) 182 (79.48)    

Total 215  229     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.22 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 8 (17.78) 11 (22.45) OR: 0.66 (0.23, 1.87) 0.432a  

  Inpatient hospital setting 8 (17.78) 11 (22.45) RR: 0.72 (0.33, 1.61) 0.427  

  Temporary facility for managing severe 

COVID 19 

2 (4.44) 1 (2.04) ARR: 0.07 (-0.10, 0.24) 0.431  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.420b  

  Acute hospital care at home 0 (0.00) 0 (0.00)  NEc  

  ICU 0 (0.00) 1 (2.04)    

No Event 37 (82.22) 38 (77.55)    

Total 45  49     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.23 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 18 (8.11) 18 (8.53) OR: 0.93 (0.47, 1.84) 0.841a  

  Inpatient hospital setting 15 (6.76) 11 (5.21) RR: 0.94 (0.50, 1.76) 0.841  

  Temporary facility for managing severe 

COVID 19 

3 (1.35) 2 (0.95) ARR: 0.01 (-0.05, 0.06) 0.841  

  ER admission greater > 24 hours 1 (0.45) 2 (0.95)  0.132b  

  Acute hospital care at home 0 (0.00) 3 (1.42)  NEc  

  ICU 4 (1.80) 4 (1.90)    

No Event 204 (91.89) 193 (91.47)    

Total 222  211     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.24 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 9 (15.00) 4 (5.88) OR: 2.76 (0.78, 9.85) 0.114a  

  Inpatient hospital setting 7 (11.67) 4 (5.88) RR: 2.40 (0.78, 7.33) 0.125  

  Temporary facility for managing severe 

COVID 19 

1 (1.67) 0 (0.00) ARR: -0.08 (-0.19, 0.02) 0.111  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.869b  

  Acute hospital care at home 1 (1.67) 0 (0.00)  0.030c  

  ICU 1 (1.67) 0 (0.00)    

No Event 51 (85.00) 64 (94.12)    

Total 60  68     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.24 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 47 (12.27) 62 (16.49) OR: 0.71 (0.47, 1.07) 0.099a  

  Inpatient hospital setting 43 (11.23) 45 (11.97) RR: 0.75 (0.53, 1.06) 0.101  

  Temporary facility for managing severe 

COVID 19 

6 (1.57) 7 (1.86) ARR: 0.04 (-0.01, 0.09) 0.099  

  ER admission greater > 24 hours 2 (0.52) 4 (1.06)  0.149b  

  Acute hospital care at home 0 (0.00) 7 (1.86)    

  ICU 7 (1.83) 11 (2.93)    

No Event 336 (87.73) 314 (83.51)    

Total 383  376     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.25 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 23 (9.96) 25 (10.82) OR: 0.92 (0.50, 1.67) 0.778a  

  Inpatient hospital setting 19 (8.23) 19 (8.23) RR: 0.93 (0.54, 1.58) 0.777  

  Temporary facility for managing severe 

COVID 19 

3 (1.30) 0 (0.00) ARR: 0.01 (-0.05, 0.06) 0.778  

  ER admission greater > 24 hours 1 (0.43) 2 (0.87)  0.283b  

  Acute hospital care at home 0 (0.00) 4 (1.73)  0.610c  

  ICU 3 (1.30) 4 (1.73)    

No Event 208 (90.04) 206 (89.18)    

Total 231  231     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.25 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 33 (14.93) 42 (19.09) OR: 0.74 (0.45, 1.22) 0.239a  

  Inpatient hospital setting 31 (14.03) 31 (14.09) RR: 0.78 (0.51, 1.18) 0.243  

  Temporary facility for managing severe 

COVID 19 

4 (1.81) 7 (3.18) ARR: 0.04 (-0.03, 0.11) 0.240  

  ER admission greater > 24 hours 1 (0.45) 2 (0.91)  0.015b  

  Acute hospital care at home 1 (0.45) 3 (1.36)    

  ICU 5 (2.26) 7 (3.18)    

No Event 188 (85.07) 178 (80.91)    

Total 221  220     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.26 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 34 (9.44) 44 (12.36) OR: 0.75 (0.47, 1.20) 0.223a  

  Inpatient hospital setting 29 (8.06) 31 (8.71) RR: 0.77 (0.51, 1.17) 0.224  

  Temporary facility for managing severe 

COVID 19 

3 (0.83) 5 (1.40) ARR: 0.03 (-0.02, 0.07) 0.224  

  ER admission greater > 24 hours 1 (0.28) 3 (0.84)  0.065b  

  Acute hospital care at home 1 (0.28) 5 (1.40)  0.495c  

  ICU 4 (1.11) 9 (2.53)    

No Event 326 (90.56) 312 (87.64)    

Total 360  356     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.26 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 22 (23.91) 23 (24.21) OR: 0.98 (0.50, 1.91) 0.943a  

  Inpatient hospital setting 21 (22.83) 19 (20.00) RR: 0.98 (0.58, 1.66) 0.943  

  Temporary facility for managing severe 

COVID 19 

4 (4.35) 2 (2.11) ARR: 0.00 (-0.12, 0.13) 0.943  

  ER admission greater > 24 hours 1 (1.09) 1 (1.05)  0.075b  

  Acute hospital care at home 0 (0.00) 2 (2.11)    

  ICU 4 (4.35) 2 (2.11)    

No Event 70 (76.09) 72 (75.79)    

Total 92  95     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.27 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 46 (11.17) 56 (13.30) OR: 0.83 (0.54, 1.25) 0.364a  

  Inpatient hospital setting 41 (9.95) 42 (9.98) RR: 0.85 (0.59, 1.22) 0.365  

  Temporary facility for managing severe 

COVID 19 

5 (1.21) 5 (1.19) ARR: 0.02 (-0.02, 0.07) 0.364  

  ER admission greater > 24 hours 1 (0.24) 3 (0.71)  0.062b  

  Acute hospital care at home 1 (0.24) 6 (1.43)  0.534c  

  ICU 5 (1.21) 9 (2.14)    

No Event 366 (88.83) 365 (86.70)    

Total 412  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.1.27 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 10 (25.00) 11 (36.67) OR: 0.59 (0.21, 1.65) 0.316a  

  Inpatient hospital setting 9 (22.50) 8 (26.67) RR: 0.67 (0.30, 1.51) 0.336  

  Temporary facility for managing severe 

COVID 19 

2 (5.00) 2 (6.67) ARR: 0.11 (-0.11, 0.34) 0.319  

  ER admission greater > 24 hours 1 (2.50) 1 (3.33)  0.041b  

  Acute hospital care at home 0 (0.00) 1 (3.33)    

  ICU 3 (7.50) 2 (6.67)    

No Event 30 (75.00) 19 (63.33)    

Total 40  30     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.1 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 42 (10.69) 56 (14.21) OR: 0.72 (0.47, 1.11) 0.135a  

  Inpatient hospital setting 40 (10.18) 42 (10.66) RR: 0.75 (0.52, 1.09) 0.137  

  Temporary facility for managing severe 

COVID 19 

5 (1.27) 6 (1.52) ARR: 0.04 (-0.01, 0.08) 0.134  

  ER admission greater > 24 hours 0 (0.00) 5 (1.27)  0.095b  

  Acute hospital care at home 0 (0.00) 5 (1.27)  0.190c  

  ICU 3 (0.76) 10 (2.54)    

No Event 351 (89.31) 338 (85.79)    

Total 393  394     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.1 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 20 (33.90) 16 (28.07) OR: 1.29 (0.60, 2.79) 0.503a  

  Inpatient hospital setting 17 (28.81) 13 (22.81) RR: 1.20 (0.69, 2.09) 0.509  

  Temporary facility for managing severe 

COVID 19 

2 (3.39) 1 (1.75) ARR: -0.06 (-0.23, 0.11) 0.509  

  ER admission greater > 24 hours 2 (3.39) 0 (0.00)  0.016b  

  Acute hospital care at home 1 (1.69) 2 (3.51)    

  ICU 6 (10.17) 2 (3.51)    

No Event 39 (66.10) 41 (71.93)    

Total 59  57     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.2 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 53 (12.30) 69 (15.68) OR: 0.75 (0.51, 1.11) 0.149a  

  Inpatient hospital setting 50 (11.60) 54 (12.27) RR: 0.78 (0.56, 1.09) 0.152  

  Temporary facility for managing severe 

COVID 19 

6 (1.39) 6 (1.36) ARR: 0.03 (-0.01, 0.08) 0.149  

  ER admission greater > 24 hours 1 (0.23) 5 (1.14)  0.016b  

  Acute hospital care at home 0 (0.00) 6 (1.36)  0.235c  

  ICU 6 (1.39) 11 (2.50)    

No Event 378 (87.70) 371 (84.32)    

Total 431  440     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.2 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 9 (42.86) 3 (27.27) OR: 1.81 (0.38, 8.59) 0.449a  

  Inpatient hospital setting 7 (33.33) 1 (9.09) RR: 1.48 (0.54, 4.03) 0.448  

  Temporary facility for managing severe 

COVID 19 

1 (4.76) 1 (9.09) ARR: -0.14 (-0.51, 0.22) 0.439  

  ER admission greater > 24 hours 1 (4.76) 0 (0.00)  0.180b  

  Acute hospital care at home 1 (4.76) 1 (9.09)    

  ICU 3 (14.29) 1 (9.09)    

No Event 12 (57.14) 8 (72.73)    

Total 21  11     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.3 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 59 (13.32) 71 (15.92) OR: 0.81 (0.56, 1.18) 0.276a  

  Inpatient hospital setting 56 (12.64) 55 (12.33) RR: 0.84 (0.61, 1.15) 0.277  

  Temporary facility for managing severe 

COVID 19 

7 (1.58) 6 (1.35) ARR: 0.03 (-0.02, 0.07) 0.276  

  ER admission greater > 24 hours 1 (0.23) 5 (1.12)  0.039b  

  Acute hospital care at home 0 (0.00) 7 (1.57)  0.493c  

  ICU 8 (1.81) 11 (2.47)    

No Event 384 (86.68) 375 (84.08)    

Total 443  446     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.3 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

  Inpatient hospital setting 1 (11.11) 0 (0.00) RR: 1.60 (0.15, 16.83) 0.695  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (20.00) ARR: -0.12 (-0.65, 0.42) 0.668  

  ER admission greater > 24 hours 1 (11.11) 0 (0.00)  0.025b  

  Acute hospital care at home 1 (11.11) 0 (0.00)    

  ICU 1 (11.11) 1 (20.00)    

No Event 6 (66.67) 4 (80.00)    

Total 9  5     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.4 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 38 (17.84) 46 (19.57) OR: 0.94 (0.59, 1.52) 0.805a  

  Inpatient hospital setting 35 (16.43) 37 (15.74) RR: 0.95 (0.65, 1.40) 0.806  

  Temporary facility for managing severe 

COVID 19 

3 (1.41) 6 (2.55) ARR: 0.01 (-0.06, 0.08) 0.807  

  ER admission greater > 24 hours 2 (0.94) 2 (0.85)  0.021b  

  Acute hospital care at home 1 (0.47) 2 (0.85)  0.817c  

  ICU 7 (3.29) 5 (2.13)    

No Event 175 (82.16) 189 (80.43)    

Total 213  235     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.4 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 24 (10.04) 26 (12.04) OR: 0.82 (0.45, 1.48) 0.511a  

  Inpatient hospital setting 22 (9.21) 18 (8.33) RR: 0.84 (0.49, 1.43) 0.511  

  Temporary facility for managing severe 

COVID 19 

4 (1.67) 1 (0.46) ARR: 0.02 (-0.04, 0.08) 0.509  

  ER admission greater > 24 hours 0 (0.00) 3 (1.39)  0.612b  

  Acute hospital care at home 0 (0.00) 5 (2.31)    

  ICU 2 (0.84) 7 (3.24)    

No Event 215 (89.96) 190 (87.96)    

Total 239  216     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.00) 15 (13.04) OR: 0.13 (0.03, 0.62) 0.003a  

  Inpatient hospital setting 1 (1.00) 6 (5.22) RR: 0.14 (0.03, 0.68) 0.014  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (0.87) ARR: 0.11 (0.04, 0.18) 0.001  

  ER admission greater > 24 hours 0 (0.00) 4 (3.48)  0.331b  

  Acute hospital care at home 1 (1.00) 4 (3.48)  0.035c  

  ICU 0 (0.00) 2 (1.74)    

No Event 98 (98.00) 100 (86.96)    

Total 100  115     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 22 (73.33) 12 (57.14) OR: 1.74 (0.55, 5.49) 0.340a  

  Inpatient hospital setting 22 (73.33) 11 (52.38) RR: 1.23 (0.79, 1.91) 0.368  

  Temporary facility for managing severe 

COVID 19 

4 (13.33) 2 (9.52) ARR: -0.13 (-0.41, 0.14) 0.350  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.149b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 1 (3.33) 0 (0.00)    

No Event 8 (26.67) 9 (42.86)    

Total 30  21     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 3 (15.00) OR: 0.42 (0.04, 4.04) 0.428a  

  Inpatient hospital setting 1 (6.25) 2 (10.00) RR: 0.42 (0.04, 4.20) 0.459  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.09 (-0.12, 0.29) 0.413  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.044b  

  Acute hospital care at home 0 (0.00) 1 (5.00)    

  ICU 0 (0.00) 1 (5.00)    

No Event 15 (93.75) 17 (85.00)    

Total 16  20     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

  Inpatient hospital setting 1 (4.76) 2 (9.52) RR: 0.33 (0.04, 2.57) 0.287  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.10 (-0.08, 0.29) 0.269  

  ER admission greater > 24 hours 0 (0.00) 1 (4.76)  0.354b  

  Acute hospital care at home 0 (0.00) 1 (4.76)    

  ICU 0 (0.00) 0 (0.00)    

No Event 20 (95.24) 18 (85.71)    

Total 21  21     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 36 (12.63) 39 (14.23) OR: 0.89 (0.54, 1.45) 0.632a  

  Inpatient hospital setting 32 (11.23) 34 (12.41) RR: 0.90 (0.60, 1.37) 0.632  

  Temporary facility for managing severe 

COVID 19 

3 (1.05) 4 (1.46) ARR: 0.01 (-0.04, 0.07) 0.634  

  ER admission greater > 24 hours 2 (0.70) 0 (0.00)  0.197b  

  Acute hospital care at home 0 (0.00) 1 (0.36)    

  ICU 8 (2.81) 9 (3.28)    

No Event 249 (87.37) 235 (85.77)    

Total 285  274     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.6 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 15 (6.52) 30 (12.61) OR: 0.48 (0.25, 0.92) 0.026a  

  Inpatient hospital setting 12 (5.22) 14 (5.88) RR: 0.51 (0.28, 0.94) 0.030  

  Temporary facility for managing severe 

COVID 19 

1 (0.43) 5 (2.10) ARR: 0.06 (0.01, 0.11) 0.024  

  ER admission greater > 24 hours 1 (0.43) 5 (2.10)  0.093b  

  Acute hospital care at home 1 (0.43) 7 (2.94)  0.044c  

  ICU 4 (1.74) 6 (2.52)    

No Event 215 (93.48) 208 (87.39)    

Total 230  238     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.6 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 47 (21.17) 42 (19.72) OR: 1.11 (0.70, 1.77) 0.662a  

  Inpatient hospital setting 45 (20.27) 41 (19.25) RR: 1.09 (0.75, 1.56) 0.661  

  Temporary facility for managing severe 

COVID 19 

6 (2.70) 2 (0.94) ARR: -0.02 (-0.09, 0.06) 0.664  

  ER admission greater > 24 hours 1 (0.45) 0 (0.00)  0.278b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 5 (2.25) 6 (2.82)    

No Event 175 (78.83) 171 (80.28)    

Total 222  213     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 4 (6.25) 3 (7.50) OR: 0.94 (0.20, 4.34) 0.935a  

  Inpatient hospital setting 3 (4.69) 3 (7.50) RR: 0.94 (0.24, 3.74) 0.934  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.00 (-0.10, 0.11) 0.936  

  ER admission greater > 24 hours 1 (1.56) 0 (0.00)  0.339b  

  Acute hospital care at home 0 (0.00) 0 (0.00)  0.851c  

  ICU 2 (3.13) 2 (5.00)    

No Event 60 (93.75) 37 (92.50)    

Total 64  40     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 28 (14.97) 29 (15.18) OR: 0.99 (0.56, 1.75) 0.978a  

  Inpatient hospital setting 26 (13.90) 28 (14.66) RR: 0.99 (0.62, 1.59) 0.978  

  Temporary facility for managing severe 

COVID 19 

2 (1.07) 1 (0.52) ARR: 0.00 (-0.07, 0.07) 0.978  

  ER admission greater > 24 hours 1 (0.53) 0 (0.00)  0.246b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 4 (2.14) 6 (3.14)    

No Event 159 (85.03) 162 (84.82)    

Total 187  191     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 30 (14.93) 40 (18.18) OR: 0.81 (0.48, 1.36) 0.421a  

  Inpatient hospital setting 28 (13.93) 24 (10.91) RR: 0.84 (0.54, 1.30) 0.424  

  Temporary facility for managing severe 

COVID 19 

5 (2.49) 6 (2.73) ARR: 0.03 (-0.04, 0.10) 0.418  

  ER admission greater > 24 hours 0 (0.00) 5 (2.27)  0.167b  

  Acute hospital care at home 1 (0.50) 7 (3.18)    

  ICU 3 (1.49) 4 (1.82)    

No Event 171 (85.07) 180 (81.82)    

Total 201  220     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.8 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 27 (10.07) 45 (16.98) OR: 0.55 (0.33, 0.91) 0.020a  

  Inpatient hospital setting 25 (9.33) 33 (12.45) RR: 0.59 (0.38, 0.93) 0.021  

  Temporary facility for managing severe 

COVID 19 

4 (1.49) 7 (2.64) ARR: 0.07 (0.01, 0.13) 0.019  

  ER admission greater > 24 hours 0 (0.00) 2 (0.75)  0.406b  

  Acute hospital care at home 0 (0.00) 4 (1.51)  0.015c  

  ICU 4 (1.49) 9 (3.40)    

No Event 241 (89.93) 220 (83.02)    

Total 268  265     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.8 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 35 (19.02) 27 (14.52) OR: 1.38 (0.80, 2.39) 0.252a  

  Inpatient hospital setting 32 (17.39) 22 (11.83) RR: 1.31 (0.83, 2.07) 0.253  

  Temporary facility for managing severe 

COVID 19 

3 (1.63) 0 (0.00) ARR: -0.04 (-0.12, 0.03) 0.250  

  ER admission greater > 24 hours 2 (1.09) 3 (1.61)  0.894b  

  Acute hospital care at home 1 (0.54) 3 (1.61)    

  ICU 5 (2.72) 3 (1.61)    

No Event 149 (80.98) 159 (85.48)    

Total 184  186     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.9 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 5 (5.26) 11 (12.79) OR: 0.39 (0.13, 1.15) 0.076a  

  Inpatient hospital setting 4 (4.21) 4 (4.65) RR: 0.42 (0.15, 1.13) 0.087  

  Temporary facility for managing severe 

COVID 19 

2 (2.11) 3 (3.49) ARR: 0.08 (-0.01, 0.16) 0.080  

  ER admission greater > 24 hours 0 (0.00) 2 (2.33)  0.219b  

  Acute hospital care at home 0 (0.00) 2 (2.33)  0.118c  

  ICU 1 (1.05) 3 (3.49)    

No Event 90 (94.74) 75 (87.21)    

Total 95  86     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.9 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 57 (15.97) 61 (16.71) OR: 0.94 (0.63, 1.39) 0.756a  

  Inpatient hospital setting 53 (14.85) 51 (13.97) RR: 0.95 (0.68, 1.32) 0.756  

  Temporary facility for managing severe 

COVID 19 

5 (1.40) 4 (1.10) ARR: 0.01 (-0.05, 0.06) 0.756  

  ER admission greater > 24 hours 2 (0.56) 3 (0.82)  0.263b  

  Acute hospital care at home 1 (0.28) 5 (1.37)    

  ICU 8 (2.24) 9 (2.47)    

No Event 300 (84.03) 304 (83.29)    

Total 357  365     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 5 (5.26) 11 (12.79) OR: 0.39 (0.13, 1.15) 0.076a  

  Inpatient hospital setting 4 (4.21) 4 (4.65) RR: 0.42 (0.15, 1.13) 0.087  

  Temporary facility for managing severe 

COVID 19 

2 (2.11) 3 (3.49) ARR: 0.08 (-0.01, 0.16) 0.080  

  ER admission greater > 24 hours 0 (0.00) 2 (2.33)  0.219b  

  Acute hospital care at home 0 (0.00) 2 (2.33)  0.054c  

  ICU 1 (1.05) 3 (3.49)    

No Event 90 (94.74) 75 (87.21)    

Total 95  86     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 8 (9.41) 16 (20.00) OR: 0.40 (0.16, 1.01) 0.049a  

  Inpatient hospital setting 8 (9.41) 13 (16.25) RR: 0.46 (0.21, 1.02) 0.056  

  Temporary facility for managing severe 

COVID 19 

1 (1.18) 2 (2.50) ARR: 0.11 (0.00, 0.22) 0.047  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.551b  

  Acute hospital care at home 0 (0.00) 1 (1.25)    

  ICU 0 (0.00) 3 (3.75)    

No Event 77 (90.59) 64 (80.00)    

Total 85  80     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 14 (15.91) 18 (18.18) OR: 0.85 (0.39, 1.82) 0.672a  

  Inpatient hospital setting 13 (14.77) 16 (16.16) RR: 0.87 (0.46, 1.64) 0.671  

  Temporary facility for managing severe 

COVID 19 

1 (1.14) 2 (2.02) ARR: 0.02 (-0.08, 0.13) 0.669  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.797b  

  Acute hospital care at home 0 (0.00) 1 (1.01)    

  ICU 3 (3.41) 3 (3.03)    

No Event 74 (84.09) 81 (81.82)    

Total 88  99     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 35 (19.02) 27 (14.52) OR: 1.38 (0.80, 2.39) 0.252a  

  Inpatient hospital setting 32 (17.39) 22 (11.83) RR: 1.31 (0.83, 2.07) 0.253  

  Temporary facility for managing severe 

COVID 19 

3 (1.63) 0 (0.00) ARR: -0.04 (-0.12, 0.03) 0.250  

  ER admission greater > 24 hours 2 (1.09) 3 (1.61)  0.894b  

  Acute hospital care at home 1 (0.54) 3 (1.61)    

  ICU 5 (2.72) 3 (1.61)    

No Event 149 (80.98) 159 (85.48)    

Total 184  186     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.11 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 57 (14.07) 65 (16.01) OR: 0.86 (0.59, 1.27) 0.446a  

  Inpatient hospital setting 53 (13.09) 49 (12.07) RR: 0.88 (0.63, 1.22) 0.447  

  Temporary facility for managing severe 

COVID 19 

6 (1.48) 7 (1.72) ARR: 0.02 (-0.03, 0.07) 0.447  

  ER admission greater > 24 hours 2 (0.49) 5 (1.23)  0.028b  

  Acute hospital care at home 1 (0.25) 6 (1.48)  0.664c  

  ICU 9 (2.22) 12 (2.96)    

No Event 348 (85.93) 341 (83.99)    

Total 405  406     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.11 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 5 (10.64) 7 (15.56) OR: 0.62 (0.18, 2.17) 0.454a  

  Inpatient hospital setting 4 (8.51) 6 (13.33) RR: 0.66 (0.23, 1.95) 0.455  

  Temporary facility for managing severe 

COVID 19 

1 (2.13) 0 (0.00) ARR: 0.05 (-0.08, 0.19) 0.449  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.219b  

  Acute hospital care at home 0 (0.00) 1 (2.22)    

  ICU 0 (0.00) 0 (0.00)    

No Event 42 (89.36) 38 (84.44)    

Total 47  45     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.12 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 26 (10.88) 41 (17.37) OR: 0.58 (0.34, 0.98) 0.042a  

  Inpatient hospital setting 25 (10.46) 30 (12.71) RR: 0.63 (0.40, 0.99) 0.045  

  Temporary facility for managing severe 

COVID 19 

3 (1.26) 7 (2.97) ARR: 0.06 (0.00, 0.13) 0.041  

  ER admission greater > 24 hours 0 (0.00) 2 (0.85)  NEb  

  Acute hospital care at home 0 (0.00) 3 (1.27)  NEc  

  ICU 4 (1.67) 9 (3.81)    

No Event 213 (89.12) 195 (82.63)    

Total 239  236     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.14 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 55 (13.72) 65 (16.25) OR: 0.82 (0.56, 1.21) 0.316a  

  Inpatient hospital setting 52 (12.97) 49 (12.25) RR: 0.84 (0.61, 1.18) 0.317  

  Temporary facility for managing severe 

COVID 19 

6 (1.50) 7 (1.75) ARR: 0.03 (-0.02, 0.07) 0.316  

  ER admission greater > 24 hours 1 (0.25) 5 (1.25)  0.036b  

  Acute hospital care at home 1 (0.25) 6 (1.50)  0.743c  

  ICU 7 (1.75) 12 (3.00)    

No Event 346 (86.28) 335 (83.75)    

Total 401  400     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.14 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 7 (13.73) 7 (13.73) OR: 0.96 (0.32, 2.93) 0.943a  

  Inpatient hospital setting 5 (9.80) 6 (11.76) RR: 0.97 (0.37, 2.49) 0.943  

  Temporary facility for managing severe 

COVID 19 

1 (1.96) 0 (0.00) ARR: 0.00 (-0.14, 0.15) 0.945  

  ER admission greater > 24 hours 1 (1.96) 0 (0.00)  0.035b  

  Acute hospital care at home 0 (0.00) 1 (1.96)    

  ICU 2 (3.92) 0 (0.00)    

No Event 44 (86.27) 44 (86.27)    

Total 51  51     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.15 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 51 (16.56) 55 (17.92) OR: 0.90 (0.59, 1.37) 0.616a  

  Inpatient hospital setting 47 (15.26) 42 (13.68) RR: 0.91 (0.65, 1.30) 0.616  

  Temporary facility for managing severe 

COVID 19 

7 (2.27) 4 (1.30) ARR: 0.02 (-0.04, 0.07) 0.615  

  ER admission greater > 24 hours 1 (0.32) 5 (1.63)  0.619b  

  Acute hospital care at home 1 (0.32) 6 (1.95)  0.510c  

  ICU 6 (1.95) 9 (2.93)    

No Event 257 (83.44) 252 (82.08)    

Total 308  307     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.15 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 8 (10.26) 6 (7.79) OR: 1.44 (0.48, 4.33) 0.509a  

  Inpatient hospital setting 7 (8.97) 6 (7.79) RR: 1.40 (0.52, 3.77) 0.508  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: -0.03 (-0.12, 0.06) 0.513  

  ER admission greater > 24 hours 1 (1.28) 0 (0.00)  0.401b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 2 (2.56) 2 (2.60)    

No Event 70 (89.74) 71 (92.21)    

Total 78  77     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.16 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 55 (15.80) 58 (17.52) OR: 0.87 (0.58, 1.31) 0.512a  

  Inpatient hospital setting 51 (14.66) 45 (13.60) RR: 0.89 (0.64, 1.25) 0.512  

  Temporary facility for managing severe 

COVID 19 

6 (1.72) 4 (1.21) ARR: 0.02 (-0.04, 0.07) 0.511  

  ER admission greater > 24 hours 2 (0.57) 5 (1.51)  0.249b  

  Acute hospital care at home 1 (0.29) 6 (1.81)  0.495c  

  ICU 7 (2.01) 10 (3.02)    

No Event 293 (84.20) 273 (82.48)    

Total 348  331     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.16 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 4 (11.43) 3 (7.69) OR: 1.08 (0.22, 5.38) 0.922a  

  Inpatient hospital setting 3 (8.57) 3 (7.69) RR: 1.07 (0.27, 4.32) 0.921  

  Temporary facility for managing severe 

COVID 19 

1 (2.86) 0 (0.00) ARR: -0.01 (-0.14, 0.13) 0.921  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.297b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 1 (2.86) 1 (2.56)    

No Event 31 (88.57) 36 (92.31)    

Total 35  39     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.21 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 40 (18.60) 49 (21.40) OR: 0.84 (0.52, 1.34) 0.461a  

  Inpatient hospital setting 37 (17.21) 40 (17.47) RR: 0.87 (0.60, 1.27) 0.462  

  Temporary facility for managing severe 

COVID 19 

4 (1.86) 5 (2.18) ARR: 0.03 (-0.05, 0.10) 0.459  

  ER admission greater > 24 hours 1 (0.47) 3 (1.31)  0.308b  

  Acute hospital care at home 1 (0.47) 3 (1.31)  NEc  

  ICU 5 (2.33) 7 (3.06)    

No Event 175 (81.40) 180 (78.60)    

Total 215  229     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.22 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 9 (20.00) 11 (22.45) OR: 0.75 (0.27, 2.07) 0.571a  

  Inpatient hospital setting 9 (20.00) 11 (22.45) RR: 0.80 (0.37, 1.72) 0.566  

  Temporary facility for managing severe 

COVID 19 

2 (4.44) 1 (2.04) ARR: 0.05 (-0.12, 0.22) 0.569  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.550b  

  Acute hospital care at home 0 (0.00) 0 (0.00)  NEc  

  ICU 0 (0.00) 1 (2.04)    

No Event 36 (80.00) 38 (77.55)    

Total 45  49     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.23 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 20 (9.01) 21 (9.95) OR: 0.88 (0.46, 1.68) 0.705a  

  Inpatient hospital setting 18 (8.11) 14 (6.64) RR: 0.89 (0.50, 1.61) 0.706  

  Temporary facility for managing severe 

COVID 19 

3 (1.35) 2 (0.95) ARR: 0.01 (-0.04, 0.07) 0.705  

  ER admission greater > 24 hours 1 (0.45) 2 (0.95)  0.191b  

  Acute hospital care at home 0 (0.00) 3 (1.42)  NEc  

  ICU 4 (1.80) 5 (2.37)    

No Event 202 (90.99) 190 (90.05)    

Total 222  211     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.24 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 10 (16.67) 5 (7.35) OR: 2.51 (0.79, 8.01) 0.118a  

  Inpatient hospital setting 8 (13.33) 5 (7.35) RR: 2.22 (0.80, 6.16) 0.127  

  Temporary facility for managing severe 

COVID 19 

1 (1.67) 0 (0.00) ARR: -0.09 (-0.20, 0.02) 0.116  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.807b  

  Acute hospital care at home 1 (1.67) 0 (0.00)  0.039c  

  ICU 1 (1.67) 1 (1.47)    

No Event 50 (83.33) 63 (92.65)    

Total 60  68     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.24 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 52 (13.58) 66 (17.55) OR: 0.74 (0.50, 1.10) 0.133a  

  Inpatient hospital setting 49 (12.79) 49 (13.03) RR: 0.78 (0.56, 1.08) 0.135  

  Temporary facility for managing severe 

COVID 19 

6 (1.57) 7 (1.86) ARR: 0.04 (-0.01, 0.09) 0.134  

  ER admission greater > 24 hours 2 (0.52) 5 (1.33)  0.182b  

  Acute hospital care at home 0 (0.00) 7 (1.86)    

  ICU 8 (2.09) 11 (2.93)    

No Event 331 (86.42) 310 (82.45)    

Total 383  376     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.25 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 23 (9.96) 25 (10.82) OR: 0.92 (0.50, 1.67) 0.778a  

  Inpatient hospital setting 20 (8.66) 19 (8.23) RR: 0.93 (0.54, 1.58) 0.777  

  Temporary facility for managing severe 

COVID 19 

3 (1.30) 0 (0.00) ARR: 0.01 (-0.05, 0.06) 0.778  

  ER admission greater > 24 hours 1 (0.43) 3 (1.30)  0.283b  

  Acute hospital care at home 0 (0.00) 4 (1.73)  0.711c  

  ICU 3 (1.30) 4 (1.73)    

No Event 208 (90.04) 206 (89.18)    

Total 231  231     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.25 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 39 (17.65) 47 (21.36) OR: 0.79 (0.49, 1.26) 0.318a  

  Inpatient hospital setting 37 (16.74) 36 (16.36) RR: 0.82 (0.56, 1.21) 0.321  

  Temporary facility for managing severe 

COVID 19 

4 (1.81) 7 (3.18) ARR: 0.04 (-0.04, 0.11) 0.319  

  ER admission greater > 24 hours 1 (0.45) 2 (0.91)  0.030b  

  Acute hospital care at home 1 (0.45) 3 (1.36)    

  ICU 6 (2.71) 8 (3.64)    

No Event 182 (82.35) 173 (78.64)    

Total 221  220     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.26 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 38 (10.56) 46 (12.92) OR: 0.80 (0.51, 1.26) 0.340a  

  Inpatient hospital setting 34 (9.44) 33 (9.27) RR: 0.82 (0.55, 1.23) 0.341  

  Temporary facility for managing severe 

COVID 19 

3 (0.83) 5 (1.40) ARR: 0.02 (-0.02, 0.07) 0.341  

  ER admission greater > 24 hours 1 (0.28) 4 (1.12)  0.043b  

  Acute hospital care at home 1 (0.28) 5 (1.40)  0.686c  

  ICU 4 (1.11) 9 (2.53)    

No Event 322 (89.44) 310 (87.08)    

Total 360  356     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.26 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 24 (26.09) 26 (27.37) OR: 0.93 (0.49, 1.78) 0.827a  

  Inpatient hospital setting 23 (25.00) 22 (23.16) RR: 0.95 (0.58, 1.54) 0.827  

  Temporary facility for managing severe 

COVID 19 

4 (4.35) 2 (2.11) ARR: 0.01 (-0.11, 0.14) 0.826  

  ER admission greater > 24 hours 1 (1.09) 1 (1.05)  0.249b  

  Acute hospital care at home 0 (0.00) 2 (2.11)    

  ICU 5 (5.43) 3 (3.16)    

No Event 68 (73.91) 69 (72.63)    

Total 92  95     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.27 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 51 (12.38) 60 (14.25) OR: 0.86 (0.57, 1.28) 0.444a  

  Inpatient hospital setting 47 (11.41) 46 (10.93) RR: 0.87 (0.62, 1.24) 0.444  

  Temporary facility for managing severe 

COVID 19 

5 (1.21) 5 (1.19) ARR: 0.02 (-0.03, 0.06) 0.444  

  ER admission greater > 24 hours 1 (0.24) 4 (0.95)  0.056b  

  Acute hospital care at home 1 (0.24) 6 (1.43)  0.467c  

  ICU 5 (1.21) 10 (2.38)    

No Event 361 (87.62) 361 (85.75)    

Total 412  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.20.2.27 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 11 (27.50) 12 (40.00) OR: 0.58 (0.21, 1.59) 0.290a  

  Inpatient hospital setting 10 (25.00) 9 (30.00) RR: 0.68 (0.33, 1.41) 0.299  

  Temporary facility for managing severe 

COVID 19 

2 (5.00) 2 (6.67) ARR: 0.12 (-0.10, 0.35) 0.288  

  ER admission greater > 24 hours 1 (2.50) 1 (3.33)  0.166b  

  Acute hospital care at home 0 (0.00) 1 (3.33)    

  ICU 4 (10.00) 2 (6.67)    

No Event 29 (72.50) 18 (60.00)    

Total 40  30     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.1 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 65 n 14 35    

Mean 14.6 11.6    

SD 11.92 8.88    

Min 3.0 3.0    

Q1 7.0 7.0    

Median 10.0 10.0 2.0 (-3.0, 7.0) 0.597  

Q3 20.0 14.0    

Max 47.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.1 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 65 n 10 10    

Mean 14.5 15.3    

SD 6.35 7.38    

Min 6.0 9.0    

Q1 10.0 10.0    

Median 14.5 12.5 0.5 (-6.0, 7.0) 1.000  

Q3 17.0 19.0    

Max 28.0 29.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.2 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 75 n 18 43    

Mean 14.8 12.4    

SD 11.22 8.82    

Min 3.0 3.0    

Q1 7.0 7.0    

Median 10.0 10.0 1.5 (-3.0, 6.0) 0.614  

Q3 20.0 15.0    

Max 47.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.2 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 75 n 6 2    

Mean 13.7 13.5    

SD 3.56 2.12    

Min 8.0 12.0    

Q1 11.0 12.0    

Median 14.5 13.5 1.0 (-5.0, 7.0) 1.000  

Q3 17.0 15.0    

Max 17.0 15.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.3 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 80 n 22 44    

Mean 14.8 12.5    

SD 10.15 8.72    

Min 3.0 3.0    

Q1 7.0 7.5    

Median 12.5 10.0 2.0 (-2.0, 6.0) 0.347  

Q3 19.0 15.0    

Max 47.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.3 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 80 n 2 1    

Mean 11.5 12.0    

SD 4.95 NE    

Min 8.0 12.0    

Q1 8.0 12.0    

Median 11.5 12.0 0.5 (-3.0, 4.0) 1.000  

Q3 15.0 12.0    

Max 15.0 12.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.4 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Male n 14 28    

Mean 17.5 11.6    

SD 10.84 6.14    

Min 5.0 3.0    

Q1 10.0 7.5    

Median 14.5 10.0 4.5 (0.0, 9.0) 0.050  

Q3 19.0 14.0    

Max 47.0 29.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.4 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Female n 10 17    

Mean 10.4 13.8    

SD 6.57 11.75    

Min 3.0 3.0    

Q1 6.0 9.0    

Median 8.0 11.0 -1.5 (-7.0, 4.0) 0.486  

Q3 17.0 17.0    

Max 21.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

American Indian or Alaska Native n 2 14    

Mean 5.5 8.9    

SD 3.54 4.45    

Min 3.0 3.0    

Q1 3.0 5.0    

Median 5.5 9.0 -6.0 (-17.0, 5.0) 0.250  

Q3 8.0 11.0    

Max 8.0 20.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Asian n 6 3    

Mean 15.0 11.7    

SD 6.93 2.89    

Min 10.0 10.0    

Q1 10.0 10.0    

Median 12.5 10.0 -6.5 (-18.0, 5.0) 0.519  

Q3 17.0 15.0    

Max 28.0 15.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Black or African American n 1 1    

Mean 4.0 15.0    

SD NE NE    

Min 4.0 15.0    

Q1 4.0 15.0    

Median 4.0 15.0 NE NE  

Q3 4.0 15.0    

Max 4.0 15.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Native Hawaiian or Other Pacific Islanders n 1 3    

Mean 19.0 16.3    

SD NE 9.29    

Min 19.0 6.0    

Q1 19.0 6.0    

Median 19.0 19.0 4.0 (-5.0, 13.0) 1.000  

Q3 19.0 24.0    

Max 19.0 24.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

White n 14 24    

Mean 16.1 14.0    

SD 11.19 10.49    

Min 5.0 3.0    

Q1 7.0 9.0    

Median 14.5 11.5 2.5 (-3.0, 8.0) 0.558  

Q3 20.0 16.0    

Max 47.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.6 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Hispanic n 8 26    

Mean 18.9 10.2    

SD 14.08 5.28    

Min 3.0 3.0    

Q1 7.5 6.0    

Median 19.0 9.5 6.5 (-2.0, 15.0) 0.152  

Q3 24.0 12.0    

Max 47.0 24.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.6 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Not Hispanic n 16 19    

Mean 12.4 15.5    

SD 6.31 11.24    

Min 4.0 4.0    

Q1 8.0 9.0    

Median 10.5 10.0 -1.5 (-6.0, 3.0) 0.586  

Q3 16.0 19.0    

Max 28.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.7 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

US n 3 2    

Mean 10.0 28.5    

SD 7.94 34.65    

Min 4.0 4.0    

Q1 4.0 4.0    

Median 7.0 28.5 17.0 (-15.0, 49.0) 1.000  

Q3 19.0 53.0    

Max 19.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.7 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Europe n 10 16    

Mean 13.2 13.1    

SD 7.33 5.43    

Min 5.0 7.0    

Q1 7.0 9.5    

Median 12.0 11.0 0.0 (-5.0, 5.0) 0.834  

Q3 17.0 16.0    

Max 28.0 27.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.7 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Other n 11 27    

Mean 17.0 10.9    

SD 12.06 6.33    

Min 3.0 3.0    

Q1 10.0 6.0    

Median 14.0 10.0 4.5 (-1.0, 10.0) 0.119  

Q3 20.0 13.0    

Max 47.0 29.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.8 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 5 days n 10 31    

Mean 13.0 11.6    

SD 4.99 6.13    

Min 7.0 3.0    

Q1 9.0 9.0    

Median 12.0 10.0 2.0 (-2.0, 6.0) 0.468  

Q3 17.0 14.0    

Max 20.0 29.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.8 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 5 days n 14 14    

Mean 15.6 14.2    

SD 12.23 12.65    

Min 3.0 4.0    

Q1 6.0 7.0    

Median 12.5 11.0 2.0 (-5.0, 9.0) 0.733  

Q3 21.0 17.0    

Max 47.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.9 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 3 days n 2 8    

Mean 15.0 13.0    

SD 7.07 8.04    

Min 10.0 3.0    

Q1 10.0 8.5    

Median 15.0 11.5 -1.0 (-19.0, 17.0) 0.799  

Q3 20.0 16.0    

Max 20.0 29.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.9 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 3 days n 22 37    

Mean 14.5 12.3    

SD 10.14 8.85    

Min 3.0 3.0    

Q1 7.0 7.0    

Median 12.5 10.0 1.5 (-2.0, 5.0) 0.413  

Q3 19.0 15.0    

Max 47.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.10 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset < 25% n 2 8    

Mean 15.0 13.0    

SD 7.07 8.04    

Min 10.0 3.0    

Q1 10.0 8.5    

Median 15.0 11.5 -1.0 (-19.0, 17.0) 0.799  

Q3 20.0 16.0    

Max 20.0 29.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.10 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset 25-50% n 3 10    

Mean 14.3 9.2    

SD 6.43 3.65    

Min 7.0 3.0    

Q1 7.0 7.0    

Median 17.0 9.5 4.5 (-5.0, 14.0) 0.258  

Q3 19.0 12.0    

Max 19.0 14.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.10 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset 50-75% n 5 13    

Mean 11.4 12.7    

SD 4.04 6.25    

Min 7.0 5.0    

Q1 9.0 9.0    

Median 10.0 10.0 -1.5 (-8.0, 5.0) 0.768  

Q3 14.0 15.0    

Max 17.0 27.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.10 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≥ 75% n 14 14    

Mean 15.6 14.2    

SD 12.23 12.65    

Min 3.0 4.0    

Q1 6.0 7.0    

Median 12.5 11.0 2.0 (-5.0, 9.0) 0.733  

Q3 21.0 17.0    

Max 47.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.11 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk n 23 40    

Mean 14.8 12.7    

SD 9.95 8.93    

Min 3.0 3.0    

Q1 7.0 8.5    

Median 14.0 10.0 2.0 (-2.0, 6.0) 0.360  

Q3 19.0 14.5    

Max 47.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.11 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Low risk n 1 5    

Mean 9.0 10.8    

SD NE 6.10    

Min 9.0 4.0    

Q1 9.0 7.0    

Median 9.0 9.0 -2.5 (-10.0, 5.0) 1.000  

Q3 9.0 15.0    

Max 9.0 19.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.12 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk + time from symptom onset ≤ 5 days n 9 28    

Mean 13.4 11.6    

SD 5.08 6.23    

Min 7.0 3.0    

Q1 10.0 9.0    

Median 14.0 10.0 2.5 (-2.0, 7.0) 0.343  

Q3 17.0 13.5    

Max 20.0 29.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.14 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

At least one co-morbidity n 21 40    

Mean 14.5 12.7    

SD 10.38 8.93    

Min 3.0 3.0    

Q1 7.0 8.5    

Median 11.0 10.0 1.0 (-3.0, 5.0) 0.560  

Q3 19.0 14.5    

Max 47.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.14 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

No co-morbidity n 3 5    

Mean 15.0 10.8    

SD 5.29 6.10    

Min 9.0 4.0    

Q1 9.0 7.0    

Median 17.0 9.0 2.5 (-10.0, 15.0) 0.395  

Q3 19.0 15.0    

Max 19.0 19.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.15 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline Vitamin D < 30 ng/mL n 21 33    

Mean 15.2 11.8    

SD 10.03 5.70    

Min 3.0 4.0    

Q1 9.0 9.0    

Median 14.0 10.0 2.0 (-2.0, 6.0) 0.275  

Q3 19.0 15.0    

Max 47.0 27.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.15 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline Vitamin D ≥ 30 ng/mL n 2 3    

Mean 13.0 24.0    

SD 8.49 25.36    

Min 7.0 6.0    

Q1 7.0 6.0    

Median 13.0 13.0 -16.5 (-46.0, 13.0) 1.000  

Q3 19.0 53.0    

Max 19.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.16 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc < 100 ug/dL n 21 34    

Mean 15.3 12.6    

SD 10.14 8.68    

Min 3.0 4.0    

Q1 8.0 9.0    

Median 14.0 10.0 2.5 (-2.0, 7.0) 0.310  

Q3 19.0 15.0    

Max 47.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.16 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc ≥ 100 ug/dL n 2 2    

Mean 11.5 16.5    

SD 3.54 14.85    

Min 9.0 6.0    

Q1 9.0 6.0    

Median 11.5 16.5 5.0 (-8.0, 18.0) 1.000  

Q3 14.0 27.0    

Max 14.0 27.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.21 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Adjunctive therapy n 14 29    

Mean 11.4 11.4    

SD 6.45 6.68    

Min 3.0 3.0    

Q1 7.0 7.0    

Median 10.0 10.0 0.0 (-4.0, 4.0) 0.979  

Q3 14.0 13.0    

Max 28.0 29.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.23 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

None n 8 14    

Mean 17.0 14.9    

SD 7.25 12.05    

Min 4.0 3.0    

Q1 13.5 9.0    

Median 18.0 11.5 4.5 (-2.0, 11.0) 0.208  

Q3 20.5 19.0    

Max 28.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.24 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Positive baseline serum for SARS-CoV-2 serology n 3 1    

Mean 11.3 4.0    

SD 7.57 NE    

Min 6.0 4.0    

Q1 6.0 4.0    

Median 8.0 4.0 -9.0 (-16.0, -2.0) 0.437  

Q3 20.0 4.0    

Max 20.0 4.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.24 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Negative baseline serum for SARS-CoV-2 serology n 21 44    

Mean 15.0 12.6    

SD 10.15 8.63    

Min 3.0 3.0    

Q1 9.0 8.5    

Median 14.0 10.0 2.0 (-2.0, 6.0) 0.329  

Q3 19.0 15.0    

Max 47.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.25 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 2 n 7 17    

Mean 16.4 11.1    

SD 4.89 5.70    

Min 9.0 4.0    

Q1 10.0 7.0    

Median 19.0 10.0 5.5 (0.0, 11.0) 0.068  

Q3 20.0 14.0    

Max 21.0 24.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.25 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 2 n 17 28    

Mean 13.8 13.3    

SD 11.27 10.01    

Min 3.0 3.0    

Q1 7.0 8.5    

Median 10.0 10.5 0.0 (-4.0, 4.0) 0.861  

Q3 15.0 15.0    

Max 47.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.26 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 3 n 12 30    

Mean 11.8 12.7    

SD 6.85 9.68    

Min 3.0 3.0    

Q1 6.0 7.0    

Median 9.5 10.0 0.0 (-5.0, 5.0) 0.879  

Q3 19.0 15.0    

Max 21.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.26 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 3 n 12 15    

Mean 17.3 11.9    

SD 11.75 6.27    

Min 6.0 3.0    

Q1 10.0 9.0    

Median 14.0 10.0 3.5 (-2.0, 9.0) 0.231  

Q3 22.5 15.0    

Max 47.0 29.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.27 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 4 n 17 35    

Mean 12.7 12.6    

SD 7.10 9.56    

Min 3.0 3.0    

Q1 7.0 7.0    

Median 10.0 10.0 1.0 (-3.0, 5.0) 0.733  

Q3 19.0 15.0    

Max 28.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.21.27 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 4 n 7 10    

Mean 19.0 11.8    

SD 14.19 4.18    

Min 6.0 4.0    

Q1 10.0 10.0    

Median 14.0 12.0 6.5 (-4.0, 17.0) 0.391  

Q3 28.0 15.0    

Max 47.0 19.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.1 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 65 n 3 10    

Mean 6.0 13.0    

SD 3.46 14.54    

Min 2.0 3.0    

Q1 2.0 6.0    

Median 8.0 10.0 -20.5 (-45.0, 4.0) 0.292  

Q3 8.0 12.0    

Max 8.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.1 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 65 n 6 3    

Mean 9.8 9.0    

SD 6.62 4.00    

Min 5.0 5.0    

Q1 6.0 5.0    

Median 8.0 9.0 -5.0 (-18.0, 8.0) 0.899  

Q3 9.0 13.0    

Max 23.0 13.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.2 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 75 n 6 12    

Mean 9.2 12.7    

SD 7.25 13.20    

Min 2.0 3.0    

Q1 5.0 6.0    

Median 8.0 10.0 -1.0 (-7.0, 5.0) 0.384  

Q3 9.0 12.5    

Max 23.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.2 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 75 n 3 1    

Mean 7.3 5.0    

SD 1.15 NE    

Min 6.0 5.0    

Q1 6.0 5.0    

Median 8.0 5.0 -2.0 (-3.0, -1.0) 0.415  

Q3 8.0 5.0    

Max 8.0 5.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.3 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 80 n 8 12    

Mean 8.9 12.7    

SD 6.15 13.20    

Min 2.0 3.0    

Q1 6.5 6.0    

Median 8.0 10.0 -1.5 (-6.0, 3.0) 0.308  

Q3 8.5 12.5    

Max 23.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.3 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 80 n 1 1    

Mean 6.0 5.0    

SD NE NE    

Min 6.0 5.0    

Q1 6.0 5.0    

Median 6.0 5.0 NE NE  

Q3 6.0 5.0    

Max 6.0 5.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

American Indian or Alaska Native n 0 2    

Mean NE 13.0    

SD NE 1.41    

Min NE 12.0    

Q1 NE 12.0    

Median NE 13.0 NE NE  

Q3 NE 14.0    

Max NE 14.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Asian n 1 0    

Mean 23.0 NE    

SD NE NE    

Min 23.0 NE    

Q1 23.0 NE    

Median 23.0 NE NE NE  

Q3 23.0 NE    

Max 23.0 NE    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Black or African American n 0 1    

Mean NE 3.0    

SD NE NE    

Min NE 3.0    

Q1 NE 3.0    

Median NE 3.0 NE NE  

Q3 NE 3.0    

Max NE 3.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Native Hawaiian or Other Pacific Islanders n 0 0    

Mean NE NE    

SD NE NE    

Min NE NE    

Q1 NE NE    

Median NE NE NE NE  

Q3 NE NE    

Max NE NE    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

White n 8 10    

Mean 6.8 12.8    

SD 2.31 14.45    

Min 2.0 4.0    

Q1 5.5 6.0    

Median 8.0 9.0 -2.0 (-6.0, 2.0) 0.226  

Q3 8.0 12.0    

Max 9.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.9 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 3 days n 1 3    

Mean 8.0 9.7    

SD NE 5.86    

Min 8.0 3.0    

Q1 8.0 3.0    

Median 8.0 12.0 -0.5 (-6.0, 5.0) 1.000  

Q3 8.0 14.0    

Max 8.0 14.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.9 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 3 days n 8 10    

Mean 8.6 12.8    

SD 6.23 14.45    

Min 2.0 4.0    

Q1 5.5 6.0    

Median 8.0 9.0 -1.5 (-6.0, 3.0) 0.432  

Q3 8.5 12.0    

Max 23.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.11 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk n 9 13    

Mean 8.6 12.1    

SD 5.83 12.82    

Min 2.0 3.0    

Q1 6.0 6.0    

Median 8.0 9.0 -1.5 (-6.0, 3.0) 0.375  

Q3 8.0 12.0    

Max 23.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.11 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Low risk n 0 0    

Mean NE NE    

SD NE NE    

Min NE NE    

Q1 NE NE    

Median NE NE NE NE  

Q3 NE NE    

Max NE NE    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.14 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

At least one co-morbidity n 7 13    

Mean 8.6 12.1    

SD 6.73 12.82    

Min 2.0 3.0    

Q1 5.0 6.0    

Median 8.0 9.0 -2.0 (-7.0, 3.0) 0.372  

Q3 8.0 12.0    

Max 23.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.14 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

No co-morbidity n 2 0    

Mean 8.5 NE    

SD 0.71 NE    

Min 8.0 NE    

Q1 8.0 NE    

Median 8.5 NE NE NE  

Q3 9.0 NE    

Max 9.0 NE    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.16 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc < 100 ug/dL n 7 10    

Mean 9.1 13.0    

SD 6.54 14.54    

Min 2.0 3.0    

Q1 6.0 6.0    

Median 8.0 10.0 -1.0 (-6.0, 4.0) 0.564  

Q3 9.0 12.0    

Max 23.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.16 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc ≥ 100 ug/dL n 1 1    

Mean 8.0 9.0    

SD NE NE    

Min 8.0 9.0    

Q1 8.0 9.0    

Median 8.0 9.0 NE NE  

Q3 8.0 9.0    

Max 8.0 9.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.24 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Positive baseline serum for SARS-CoV-2 serology n 1 1    

Mean 8.0 3.0    

SD NE NE    

Min 8.0 3.0    

Q1 8.0 3.0    

Median 8.0 3.0 NE NE  

Q3 8.0 3.0    

Max 8.0 3.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.24 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Negative baseline serum for SARS-CoV-2 serology n 8 12    

Mean 8.6 12.8    

SD 6.23 13.08    

Min 2.0 4.0    

Q1 5.5 6.0    

Median 8.0 10.0 -2.0 (-6.0, 2.0) 0.259  

Q3 8.5 12.5    

Max 23.0 53.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.27 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 4 n 5 10    

Mean 7.0 12.9    

SD 2.83 14.52    

Min 2.0 3.0    

Q1 8.0 6.0    

Median 8.0 9.0 -2.0 (-7.0, 3.0) 0.370  

Q3 8.0 12.0    

Max 9.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 2.22.27 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 452) 

Placebo 

(N = 451) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 4 n 4 3    

Mean 10.5 9.3    

SD 8.43 4.73    

Min 5.0 4.0    

Q1 5.5 4.0    

Median 7.0 11.0 -5.5 (-19.0, 8.0) 1.000  

Q3 15.5 13.0    

Max 23.0 13.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 1.0 

Primary Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 18 (4.39) 37 (8.83) OR: 0.47 (0.27, 0.85) 0.010a  

No Event 392 (95.61) 382 (91.17) RR: 0.50 (0.29, 0.86) 0.012  

Total 410  419  ARR: 0.04 (0.01, 0.08) 0.009  

Missing 3  2   0.205b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.1 

Primary Analysis for Primary Endpoint: Severe COVID-19 through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 16 (3.90) 37 (8.83) OR: 0.42 (0.23, 0.77) 0.004a  

No Event 394 (96.10) 382 (91.17) RR: 0.44 (0.25, 0.78) 0.005  

Total 410  419  ARR: 0.05 (0.02, 0.08) 0.003  

Missing 3  2   0.235b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.2 

Primary Analysis for Primary Endpoint: Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADDD Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 3 (0.73) 4 (0.95) OR: 0.77 (0.17, 3.43) 0.728a  

No Event 407 (99.27) 415 (99.05) RR: 0.77 (0.17, 3.38) 0.728  

Total 410  419  ARR: 0.00 (-0.01, 0.01) 0.728  

Missing 3  2   0.250b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.3 

Primary Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADDD Run Date: 12APR2022 

Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Number of Participants with event, n (%) 16 (3.9) 37 (8.8)  

Number of Participants censored, n (%) 397 (96.1) 384 (91.2)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Survival Probability at Day 29 (95% CI) 3.88 (2.31, 6.06) 8.79 (6.33, 11.74)  

Stratified Log-Rank P-valuea 0.004   

 

Hazard Ratio (95%CI)b 0.43 (0.24, 0.78)   

P-valueb 0.005   

 

Absolute Risk Reduction (95%CI)c 0.05 (0.02, 0.08)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.4 

Primary Analysis for Primary Endpoint: Time to Death from Any Cause on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Number of Participants with event, n (%) 3 (0.7) 4 (1.0)  

Number of Participants censored, n (%) 410 (99.3) 417 (99.0)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 6, 29 6, 29  

Kaplan-Meier Failure Probability at Day 29 (95% CI) 0.73 (0.21, 2.00) 0.95 (0.32, 2.30)  

Stratified Log-Rank P-valuea 0.728   

 

Hazard Ratio (95% CI)b 0.77 (0.17, 3.43)   

P-valueb 0.729   

 

Absolute Risk Reduction (95% CI)c 0.00 (-0.01, 0.02)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.5 

Primary Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 20 (5.01) 40 (9.83) OR: 0.48 (0.28, 0.84) 0.009a  

No Event 379 (94.99) 367 (90.17) RR: 0.51 (0.30, 0.86) 0.011  

Total 399  407  ARR: 0.05 (0.01, 0.08) 0.009  

Missing 14  14   0.212b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.6 

Primary Analysis for Key Secondary Endpoint: Incidence of Death from Any Cause During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 4 (1.00) 6 (1.47) OR: 0.68 (0.19, 2.42) 0.545a  

No Event 395 (99.00) 401 (98.53) RR: 0.68 (0.19, 2.39) 0.547  

Total 399  407  ARR: 0.00 (-0.01, 0.02) 0.544  

Missing 14  14   0.582b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 1.7 

Primary Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 17 (4.12) 40 (9.50) OR: 0.41 (0.23, 0.73) 0.002a  

No Event 396 (95.88) 381 (90.50) RR: 0.43 (0.25, 0.75) 0.003  

Total 413  421  ARR: 0.05 (0.02, 0.09) 0.002  

Missing 0  0   0.162b  
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Table 1.8 

Primary Analysis for Key Secondary Endpoint: Time to Death from Any Cause on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Number of Participants with event, n (%) 4 (1.0) 6 (1.4)  

Number of Participants censored, n (%) 409 (99.0) 415 (98.6)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 6, 169 6, 169  

Kaplan-Meier Failure Probability at Day 169 (95% CI) 0.98 (0.33, 2.35) 1.43 (0.60, 2.96)  

Stratified Log-Rank P-valuea 0.545   

 

Hazard Ratio (95% CI)b 0.68 (0.19, 2.40)   

P-valueb 0.548   

 

Absolute Risk Reduction (95% CI)c <.01 (<.01, 0.02)   
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Table 1.9 

Primary Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADHO ADTTE Run Date: 12APR2022 

Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Number of Participants with event, n (%) 17 (4.1) 40 (9.5)  

Number of Participants censored, n (%) 396 (95.9) 381 (90.5)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% CI) 4.12 (2.49, 6.35) 9.51 (6.94, 12.55)  

Stratified Log-Rank P-valuea 0.002   

 

Hazard Ratio (95%CI)b 0.42 (0.24, 0.75)   

P-valueb 0.003   

 

Absolute Risk Reduction (95%CI)c 0.05 (0.02, 0.09)   
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Table 1.10 

Primary Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 3 (0.73) 11 (2.61) OR: 0.28 (0.08, 1.00) 0.0359a  

No Event 410 (99.27) 410 (97.39) RR: 0.28 (0.08, 1.00) 0.0498  

Total 413  421  ARR: 0.02 (0.00, 0.04) 0.0340  

Missing 0  0   0.7543b  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Body Aches Overall  Effect Size (95% CI)a -0.02 (-0.06, 0.02)     

   Ls Meanb -0.84 -0.82 -0.02 (-0.06, 0.02) 0.341  

 

 Baseline Actual n 309 325    

   Mean 1.13 1.02    

   SD 1.058 0.949    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.64 0.66    

   SD 0.898 0.869    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

  Change n 279 298    

   Mean -0.49 -0.34    

   SD 1.042 0.962    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a -0.08 (-0.18, 0.02)     

   Ls Meanb -0.50 -0.41 -0.08 (-0.18, 0.02) 0.108  

   SEb 0.039 0.038    

   95% CIb -0.57, -0.42 -0.49, -0.34    

   Ls Meanc -0.54 -0.44 -0.10 (-0.23, 0.03) 0.151  

   SEc 0.061 0.060    

   95% CIc -0.66, -0.42 -0.56, -0.32    

 

 Day 6 Actual n 333 332    

   Mean 0.42 0.42    

   SD 0.767 0.795    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

  Change n 262 256    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Mean -0.68 -0.59    

   SD 1.070 1.018    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.06 (-0.16, 0.05)     

   Ls Meanb -0.72 -0.66 -0.06 (-0.16, 0.05) 0.269  

   SEb 0.040 0.040    

   95% CIb -0.80, -0.64 -0.74, -0.58    

   Ls Meanc -0.74 -0.69 -0.04 (-0.17, 0.08) 0.491  

   SEc 0.058 0.058    

   95% CIc -0.85, -0.62 -0.81, -0.58    

 

 Day 15 Actual n 305 300    

   Mean 0.20 0.17    

   SD 0.566 0.476    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    

   Mean -0.91 -0.84    

   SD 1.126 0.940    

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a 0.03 (-0.08, 0.14)     

   Ls Meanb -0.93 -0.96 0.03 (-0.08, 0.14) 0.642  

   SEb 0.041 0.042    

   95% CIb -1.01, -0.85 -1.04, -0.87    

   Ls Meanc -0.90 -0.93 0.03 (-0.07, 0.13) 0.534  

   SEc 0.044 0.045    

   95% CIc -0.99, -0.82 -1.02, -0.85    

 

 Day 29 Actual n 250 245    

   Mean 0.13 0.13    

   SD 0.460 0.443    

   Min 0.00 0.00    

   Median 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Max 2.00 3.00    

 

  Change n 200 203    

   Mean -1.00 -0.93    

   SD 1.096 0.990    

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 1.00 1.00    

   Effect Size (95% CI)a -0.03 (-0.14, 0.08)     

   Ls Meanb -0.98 -0.95 -0.03 (-0.14, 0.08) 0.617  

   SEb 0.042 0.042    

   95% CIb -1.06, -0.90 -1.03, -0.87    

   Ls Meanc -0.99 -0.98 -0.01 (-0.09, 0.08) 0.854  

   SEc 0.040 0.040    

   95% CIc -1.07, -0.91 -1.06, -0.90    

 

Chills Overall  Effect Size (95% CI)a -0.01 (-0.03, 0.01)     

   Ls Meanb -0.69 -0.69 -0.01 (-0.03, 0.01) 0.477  

 

 Baseline Actual n 309 325    

   Mean 0.80 0.75    

   SD 0.970 0.896    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

 Day 3 Actual n 362 375    

   Mean 0.35 0.33    

   SD 0.702 0.644    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 278 298    

   Mean -0.43 -0.42    

   SD 0.984 0.838    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Effect Size (95% CI)a 0.05 (-0.02, 0.12)     

   Ls Meanb -0.41 -0.46 0.05 (-0.01, 0.12) 0.129  

   SEb 0.025 0.024    

   95% CIb -0.45, -0.36 -0.50, -0.41    

   Ls Meanc -0.45 -0.48 0.03 (-0.08, 0.13) 0.618  

   SEc 0.049 0.049    

   95% CIc -0.55, -0.35 -0.57, -0.38    

 

 Day 6 Actual n 333 333    

   Mean 0.11 0.21    

   SD 0.414 0.563    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 262 257    

   Mean -0.65 -0.53    

   SD 0.946 0.944    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.11 (-0.19, -0.04)     

   Ls Meanb -0.68 -0.58 -0.11 (-0.17, -0.04) 0.002  

   SEb 0.025 0.025    

   95% CIb -0.73, -0.63 -0.63, -0.53    

   Ls Meanc -0.68 -0.58 -0.10 (-0.18, -0.02) 0.015  

   SEc 0.038 0.038    

   95% CIc -0.76, -0.61 -0.65, -0.51    

 

 Day 15 Actual n 305 300    

   Mean 0.04 0.04    

   SD 0.240 0.262    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

 

  Change n 230 230    

   Mean -0.73 -0.69    

   SD 0.992 0.904    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 5 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.00 (-0.08, 0.08)     

   Ls Meanb -0.75 -0.75 0.00 (-0.07, 0.07) 0.974  

   SEb 0.027 0.027    

   95% CIb -0.80, -0.70 -0.80, -0.69    

   Ls Meanc -0.72 -0.72 -0.01 (-0.06, 0.04) 0.718  

   SEc 0.022 0.023    

   95% CIc -0.77, -0.68 -0.76, -0.67    

 

 Day 29 Actual n 250 245    

   Mean 0.02 0.02    

   SD 0.199 0.179    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 200 203    

   Mean -0.83 -0.73    

   SD 1.025 0.918    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 1.00 1.00    

   Effect Size (95% CI)a 0.03 (-0.05, 0.11)     

   Ls Meanb -0.76 -0.78 0.02 (-0.05, 0.10) 0.527  

   SEb 0.028 0.028    

   95% CIb -0.81, -0.70 -0.84, -0.73    

   Ls Meanc -0.79 -0.79 0.00 (-0.04, 0.04) 0.999  

   SEc 0.018 0.018    

   95% CIc -0.83, -0.75 -0.83, -0.75    

 

Congestion Overall  Effect Size (95% CI)a 0.02 (-0.02, 0.06)     

   Ls Meanb -0.53 -0.55 0.02 (-0.01, 0.05) 0.240  

 

 Baseline Actual n 309 325    

   Mean 0.77 0.73    

   SD 0.870 0.854    

   Min 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Median 1.00 1.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.54 0.50    

   SD 0.751 0.745    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 279 298    

   Mean -0.20 -0.26    

   SD 0.836 0.789    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.09 (-0.01, 0.19)     

   Ls Meanb -0.23 -0.30 0.08 (-0.01, 0.16) 0.070  

   SEb 0.032 0.031    

   95% CIb -0.29, -0.16 -0.36, -0.24    

   Ls Meanc -0.24 -0.31 0.07 (-0.04, 0.17) 0.205  

   SEc 0.050 0.049    

   95% CIc -0.34, -0.14 -0.40, -0.21    

 

 Day 6 Actual n 333 333    

   Mean 0.40 0.39    

   SD 0.667 0.674    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 262 257    

   Mean -0.29 -0.35    

   SD 0.887 0.836    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a 0.06 (-0.04, 0.16)     

   Ls Meanb -0.35 -0.41 0.05 (-0.03, 0.14) 0.235  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SEb 0.032 0.032    

   95% CIb -0.42, -0.29 -0.47, -0.34    

   Ls Meanc -0.33 -0.40 0.07 (-0.04, 0.18) 0.210  

   SEc 0.049 0.049    

   95% CIc -0.43, -0.24 -0.50, -0.30    

 

 Day 15 Actual n 305 300    

   Mean 0.16 0.14    

   SD 0.444 0.406    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 230 230    

   Mean -0.56 -0.57    

   SD 0.817 0.831    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.03 (-0.07, 0.14)     

   Ls Meanb -0.60 -0.63 0.03 (-0.06, 0.12) 0.532  

   SEb 0.034 0.034    

   95% CIb -0.66, -0.53 -0.69, -0.56    

   Ls Meanc -0.59 -0.64 0.04 (-0.03, 0.12) 0.243  

   SEc 0.034 0.034    

   95% CIc -0.66, -0.53 -0.70, -0.57    

 

 Day 29 Actual n 250 245    

   Mean 0.07 0.09    

   SD 0.282 0.346    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 200 203    

   Mean -0.60 -0.61    

   SD 0.862 0.851    

   Min -3.00 -3.00    

   Median 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Max 1.00 2.00    

   Effect Size (95% CI)a 0.04 (-0.07, 0.14)     

   Ls Meanb -0.65 -0.68 0.03 (-0.06, 0.12) 0.489  

   SEb 0.035 0.034    

   95% CIb -0.72, -0.58 -0.75, -0.61    

   Ls Meanc -0.60 -0.60 0.01 (-0.05, 0.07) 0.844  

   SEc 0.028 0.028    

   95% CIc -0.65, -0.54 -0.66, -0.55    

 

Cough Overall  Effect Size (95% CI)a -0.07 (-0.12, -0.01)     

   Ls Meanb -0.68 -0.63 -0.05 (-0.10, -0.01) 0.024  

 

 Baseline Actual n 309 325    

   Mean 1.15 1.09    

   SD 0.851 0.777    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 1.02 1.04    

   SD 0.824 0.839    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 3.00 4.00    

 

  Change n 279 298    

   Mean -0.11 -0.05    

   SD 0.756 0.827    

   Min -2.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.05 (-0.18, 0.08)     

   Ls Meanb -0.15 -0.12 -0.04 (-0.14, 0.07) 0.488  

   SEb 0.041 0.040    

   95% CIb -0.24, -0.07 -0.20, -0.04    

   Ls Meanc -0.17 -0.12 -0.05 (-0.16, 0.07) 0.407  

   SEc 0.055 0.054    

   95% CIc -0.28, -0.06 -0.23, -0.02    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

 Day 6 Actual n 333 333    

   Mean 0.83 0.90    

   SD 0.845 0.874    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 3.00 4.00    

 

  Change n 262 257    

   Mean -0.31 -0.18    

   SD 0.876 0.902    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.18 (-0.32, -0.05)     

   Ls Meanb -0.37 -0.22 -0.15 (-0.26, -0.04) 0.007  

   SEb 0.042 0.042    

   95% CIb -0.45, -0.29 -0.30, -0.14    

   Ls Meanc -0.36 -0.26 -0.10 (-0.24, 0.03) 0.124  

   SEc 0.061 0.061    

   95% CIc -0.48, -0.24 -0.38, -0.14    

 

 Day 15 Actual n 305 300    

   Mean 0.40 0.40    

   SD 0.661 0.628    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    

   Mean -0.72 -0.70    

   SD 0.954 0.848    

   Min -3.00 -3.00    

   Median -1.00 -1.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a -0.06 (-0.20, 0.08)     

   Ls Meanb -0.80 -0.75 -0.05 (-0.16, 0.07) 0.430  

   SEb 0.043 0.043    

   95% CIb -0.88, -0.71 -0.84, -0.67    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Ls Meanc -0.74 -0.73 -0.01 (-0.12, 0.10) 0.864  

   SEc 0.053 0.053    

   95% CIc -0.85, -0.64 -0.84, -0.63    

 

 Day 29 Actual n 250 245    

   Mean 0.23 0.19    

   SD 0.525 0.431    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 200 203    

   Mean -0.92 -0.90    

   SD 0.932 0.841    

   Min -3.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a 0.03 (-0.11, 0.17)     

   Ls Meanb -0.94 -0.96 0.02 (-0.09, 0.14) 0.684  

   SEb 0.044 0.044    

   95% CIb -1.03, -0.85 -1.05, -0.88    

   Ls Meanc -0.92 -0.98 0.06 (-0.03, 0.16) 0.178  

   SEc 0.044 0.044    

   95% CIc -1.01, -0.83 -1.07, -0.90    

 

Diarrhea Overall  Effect Size (95% CI)a 0.00 (-0.03, 0.03)     

   Ls Meanb -0.30 -0.30 0.00 (-0.02, 0.02) 0.884  

 

 Baseline Actual n 309 325    

   Mean 0.43 0.38    

   SD 0.773 0.696    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 362 375    

   Mean 0.30 0.29    

   SD 0.635 0.609    

   Min 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 278 298    

   Mean -0.11 -0.10    

   SD 0.781 0.779    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.04 (-0.04, 0.13)     

   Ls Meanb -0.09 -0.12 0.03 (-0.03, 0.10) 0.330  

   SEb 0.024 0.024    

   95% CIb -0.14, -0.04 -0.17, -0.07    

   Ls Meanc -0.14 -0.15 0.01 (-0.08, 0.11) 0.766  

   SEc 0.045 0.044    

   95% CIc -0.23, -0.05 -0.24, -0.07    

 

 Day 6 Actual n 333 333    

   Mean 0.21 0.19    

   SD 0.554 0.500    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 262 257    

   Mean -0.20 -0.21    

   SD 0.798 0.713    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.04 (-0.05, 0.13)     

   Ls Meanb -0.20 -0.23 0.03 (-0.03, 0.10) 0.355  

   SEb 0.025 0.025    

   95% CIb -0.25, -0.15 -0.28, -0.18    

   Ls Meanc -0.22 -0.25 0.03 (-0.05, 0.12) 0.419  

   SEc 0.038 0.038    

   95% CIc -0.29, -0.14 -0.33, -0.17    

 

 Day 15 Actual n 305 300    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Mean 0.08 0.07    

   SD 0.345 0.314    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 230 230    

   Mean -0.33 -0.29    

   SD 0.779 0.727    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.01 (-0.10, 0.09)     

   Ls Meanb -0.33 -0.33 0.00 (-0.07, 0.07) 0.914  

   SEb 0.026 0.026    

   95% CIb -0.38, -0.28 -0.38, -0.27    

   Ls Meanc -0.33 -0.35 0.02 (-0.04, 0.08) 0.554  

   SEc 0.028 0.028    

   95% CIc -0.39, -0.28 -0.41, -0.30    

 

 Day 29 Actual n 250 245    

   Mean 0.02 0.01    

   SD 0.189 0.110    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 1.00    

 

  Change n 200 203    

   Mean -0.34 -0.34    

   SD 0.676 0.674    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 0.00 0.00    

   Effect Size (95% CI)a 0.00 (-0.09, 0.10)     

   Ls Meanb -0.36 -0.37 0.00 (-0.07, 0.08) 0.921  

   SEb 0.027 0.027    

   95% CIb -0.42, -0.31 -0.42, -0.31    

   Ls Meanc -0.33 -0.35 0.01 (-0.02, 0.05) 0.361  

   SEc 0.014 0.015    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   95% CIc -0.36, -0.30 -0.38, -0.32    

 

Difficulty Breathing Overall  Effect Size (95% CI)a 0.03 (-0.02, 0.07)     

   Ls Meanb -0.18 -0.20 0.02 (-0.01, 0.05) 0.260  

 

 Baseline Actual n 309 325    

   Mean 0.35 0.33    

   SD 0.747 0.725    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.32 0.30    

   SD 0.671 0.699    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 4.00    

 

  Change n 279 298    

   Mean 0.01 -0.03    

   SD 0.749 0.736    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a 0.06 (-0.05, 0.17)     

   Ls Meanb -0.03 -0.07 0.04 (-0.04, 0.12) 0.307  

   SEb 0.031 0.031    

   95% CIb -0.09, 0.03 -0.13, -0.01    

   Ls Meanc -0.02 -0.06 0.04 (-0.06, 0.14) 0.438  

   SEc 0.048 0.047    

   95% CIc -0.11, 0.08 -0.15, 0.03    

 

 Day 6 Actual n 333 333    

   Mean 0.24 0.29    

   SD 0.604 0.699    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 4.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

  Change n 262 257    

   Mean -0.10 -0.03    

   SD 0.803 0.905    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 4.00    

   Effect Size (95% CI)a -0.11 (-0.23, 0.00)     

   Ls Meanb -0.12 -0.04 -0.08 (-0.17, 0.00) 0.050  

   SEb 0.032 0.032    

   95% CIb -0.18, -0.06 -0.10, 0.03    

   Ls Meanc -0.16 -0.10 -0.06 (-0.17, 0.05) 0.316  

   SEc 0.050 0.051    

   95% CIc -0.26, -0.06 -0.20, 0.00    

 

 Day 15 Actual n 305 300    

   Mean 0.14 0.12    

   SD 0.487 0.439    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    

   Mean -0.12 -0.21    

   SD 0.738 0.707    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.10 (-0.02, 0.22)     

   Ls Meanb -0.18 -0.25 0.07 (-0.02, 0.16) 0.116  

   SEb 0.033 0.033    

   95% CIb -0.25, -0.11 -0.32, -0.19    

   Ls Meanc -0.18 -0.25 0.07 (-0.01, 0.15) 0.087  

   SEc 0.038 0.038    

   95% CIc -0.25, -0.10 -0.32, -0.17    

 

 Day 29 Actual n 250 245    

   Mean 0.07 0.05    

   SD 0.334 0.274    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 200 203    

   Mean -0.23 -0.29    

   SD 0.800 0.751    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.07 (-0.06, 0.19)     

   Ls Meanb -0.26 -0.30 0.05 (-0.04, 0.14) 0.294  

   SEb 0.034 0.034    

   95% CIb -0.32, -0.19 -0.37, -0.24    

   Ls Meanc -0.27 -0.30 0.03 (-0.03, 0.09) 0.293  

   SEc 0.029 0.029    

   95% CIc -0.32, -0.21 -0.36, -0.24    

 

Fatigue Overall  Effect Size (95% CI)a -0.03 (-0.08, 0.02)     

   Ls Meanb -0.91 -0.88 -0.03 (-0.08, 0.02) 0.249  

 

 Baseline Actual n 309 325    

   Mean 1.39 1.36    

   SD 1.035 1.016    

   Min 0.00 0.00    

   Median 2.00 2.00    

   Max 4.00 4.00    

 

 Day 3 Actual n 363 375    

   Mean 1.02 1.09    

   SD 0.984 0.981    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 3.00 4.00    

 

  Change n 279 298    

   Mean -0.31 -0.20    

   SD 0.971 0.980    

   Min -3.00 -3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.06 (-0.18, 0.06)     

   Ls Meanb -0.41 -0.35 -0.06 (-0.18, 0.06) 0.332  

   SEb 0.047 0.046    

   95% CIb -0.50, -0.31 -0.44, -0.26    

   Ls Meanc -0.44 -0.36 -0.08 (-0.21, 0.06) 0.252  

   SEc 0.064 0.063    

   95% CIc -0.56, -0.31 -0.48, -0.24    

 

 Day 6 Actual n 333 333    

   Mean 0.82 0.85    

   SD 0.935 0.951    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 4.00    

 

  Change n 262 257    

   Mean -0.51 -0.46    

   SD 1.005 1.038    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.04 (-0.16, 0.08)     

   Ls Meanb -0.62 -0.58 -0.04 (-0.17, 0.08) 0.512  

   SEb 0.047 0.047    

   95% CIb -0.71, -0.53 -0.67, -0.49    

   Ls Meanc -0.63 -0.62 -0.01 (-0.15, 0.13) 0.908  

   SEc 0.065 0.065    

   95% CIc -0.76, -0.50 -0.75, -0.49    

 

 Day 15 Actual n 305 300    

   Mean 0.39 0.39    

   SD 0.695 0.688    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Mean -0.99 -0.92    

   SD 1.092 1.016    

   Min -3.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a -0.01 (-0.14, 0.11)     

   Ls Meanb -1.07 -1.05 -0.01 (-0.14, 0.12) 0.845  

   SEb 0.049 0.050    

   95% CIb -1.16, -0.97 -1.15, -0.96    

   Ls Meanc -1.06 -1.06 0.00 (-0.12, 0.12) 0.968  

   SEc 0.056 0.057    

   95% CIc -1.17, -0.95 -1.17, -0.95    

 

 Day 29 Actual n 250 245    

   Mean 0.28 0.31    

   SD 0.594 0.607    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 200 203    

   Mean -1.08 -1.06    

   SD 1.072 1.061    

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.00 (-0.13, 0.13)     

   Ls Meanb -1.15 -1.16 0.00 (-0.13, 0.13) 0.990  

   SEb 0.050 0.050    

   95% CIb -1.25, -1.06 -1.25, -1.06    

   Ls Meanc -1.17 -1.16 -0.01 (-0.12, 0.10) 0.856  

   SEc 0.052 0.052    

   95% CIc -1.27, -1.07 -1.26, -1.06    

 

Headache Overall  Effect Size (95% CI)a 0.02 (-0.02, 0.05)     

   Ls Meanb -0.79 -0.81 0.02 (-0.02, 0.05) 0.381  

 

 Baseline Actual n 309 325    

   Mean 1.10 1.09    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SD 0.985 0.969    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 4.00    

 

 Day 3 Actual n 363 375    

   Mean 0.60 0.62    

   SD 0.809 0.822    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 279 298    

   Mean -0.46 -0.50    

   SD 0.988 1.006    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.02 (-0.08, 0.12)     

   Ls Meanb -0.49 -0.51 0.02 (-0.08, 0.12) 0.667  

   SEb 0.038 0.037    

   95% CIb -0.56, -0.41 -0.58, -0.44    

   Ls Meanc -0.56 -0.59 0.02 (-0.10, 0.14) 0.710  

   SEc 0.057 0.056    

   95% CIc -0.68, -0.45 -0.70, -0.48    

 

 Day 6 Actual n 333 333    

   Mean 0.47 0.48    

   SD 0.797 0.722    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 262 257    

   Mean -0.60 -0.62    

   SD 1.048 1.028    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Effect Size (95% CI)a -0.01 (-0.11, 0.10)     

   Ls Meanb -0.65 -0.64 -0.01 (-0.11, 0.09) 0.858  

   SEb 0.038 0.038    

   95% CIb -0.73, -0.58 -0.72, -0.57    

   Ls Meanc -0.64 -0.67 0.03 (-0.09, 0.15) 0.647  

   SEc 0.055 0.055    

   95% CIc -0.75, -0.53 -0.78, -0.56    

 

 Day 15 Actual n 305 300    

   Mean 0.23 0.24    

   SD 0.586 0.555    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    

   Mean -0.87 -0.84    

   SD 1.021 0.996    

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.01 (-0.10, 0.12)     

   Ls Meanb -0.89 -0.89 0.01 (-0.10, 0.11) 0.897  

   SEb 0.040 0.040    

   95% CIb -0.96, -0.81 -0.97, -0.81    

   Ls Meanc -0.87 -0.85 -0.02 (-0.12, 0.07) 0.650  

   SEc 0.044 0.044    

   95% CIc -0.96, -0.79 -0.94, -0.76    

 

 Day 29 Actual n 250 245    

   Mean 0.11 0.16    

   SD 0.374 0.462    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

 

  Change n 200 203    

   Mean -0.99 -0.96    

   SD 1.030 0.938    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a -0.05 (-0.16, 0.07)     

   Ls Meanb -1.01 -0.96 -0.05 (-0.16, 0.07) 0.423  

   SEb 0.042 0.041    

   95% CIb -1.09, -0.93 -1.04, -0.88    

   Ls Meanc -1.03 -0.97 -0.06 (-0.14, 0.01) 0.103  

   SEc 0.036 0.036    

   95% CIc -1.10, -0.96 -1.04, -0.90    

 

Muscle Aches Overall  Effect Size (95% CI)a -0.05 (-0.09, -0.01)     

   Ls Meanb -0.90 -0.85 -0.05 (-0.09, -0.01) 0.019  

 

 Baseline Actual n 309 325    

   Mean 1.15 1.13    

   SD 1.025 0.983    

   Min 0.00 0.00    

   Median 1.00 1.00    

   Max 4.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.63 0.65    

   SD 0.865 0.876    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 279 298    

   Mean -0.53 -0.49    

   SD 1.024 0.979    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.05 (-0.15, 0.05)     

   Ls Meanb -0.55 -0.49 -0.05 (-0.15, 0.05) 0.290  

   SEb 0.039 0.038    

   95% CIb -0.62, -0.47 -0.57, -0.42    

   Ls Meanc -0.59 -0.53 -0.05 (-0.18, 0.08) 0.416  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SEc 0.060 0.059    

   95% CIc -0.71, -0.47 -0.65, -0.42    

 

 Day 6 Actual n 333 333    

   Mean 0.40 0.44    

   SD 0.757 0.806    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

  Change n 262 257    

   Mean -0.71 -0.70    

   SD 0.997 1.082    

   Min -4.00 -3.00    

   Median -0.50 -1.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a -0.05 (-0.15, 0.06)     

   Ls Meanb -0.77 -0.72 -0.05 (-0.15, 0.06) 0.363  

   SEb 0.039 0.039    

   95% CIb -0.84, -0.69 -0.79, -0.64    

   Ls Meanc -0.75 -0.72 -0.03 (-0.15, 0.10) 0.674  

   SEc 0.058 0.058    

   95% CIc -0.86, -0.63 -0.83, -0.61    

 

 Day 15 Actual n 305 300    

   Mean 0.17 0.21    

   SD 0.525 0.540    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    

   Mean -0.98 -0.92    

   SD 1.055 1.003    

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 1.00 3.00    

   Effect Size (95% CI)a -0.03 (-0.14, 0.07)     

   Ls Meanb -1.01 -0.97 -0.03 (-0.14, 0.07) 0.529  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SEb 0.041 0.041    

   95% CIb -1.09, -0.93 -1.05, -0.89    

   Ls Meanc -0.96 -0.92 -0.05 (-0.14, 0.05) 0.340  

   SEc 0.043 0.043    

   95% CIc -1.05, -0.88 -1.00, -0.83    

 

 Day 29 Actual n 250 245    

   Mean 0.11 0.17    

   SD 0.391 0.474    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 200 203    

   Mean -1.06 -0.96    

   SD 1.064 1.054    

   Min -4.00 -3.00    

   Median -1.00 -1.00    

   Max 1.00 2.00    

   Effect Size (95% CI)a -0.12 (-0.23, -0.01)     

   Ls Meanb -1.07 -0.95 -0.12 (-0.23, -0.01) 0.034  

   SEb 0.042 0.042    

   95% CIb -1.15, -0.99 -1.03, -0.87    

   Ls Meanc -1.07 -0.97 -0.09 (-0.18, -0.01) 0.033  

   SEc 0.040 0.040    

   95% CIc -1.15, -0.99 -1.05, -0.90    

 

Nausea Overall  Effect Size (95% CI)a -0.02 (-0.05, 0.01)     

   Ls Meanb -0.34 -0.33 -0.01 (-0.04, 0.01) 0.287  

 

 Baseline Actual n 309 325    

   Mean 0.44 0.40    

   SD 0.777 0.693    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.32 0.27    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SD 0.699 0.625    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 279 298    

   Mean -0.08 -0.12    

   SD 0.823 0.664    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.11 (0.02, 0.19)     

   Ls Meanb -0.08 -0.16 0.08 (0.02, 0.14) 0.013  

   SEb 0.024 0.023    

   95% CIb -0.13, -0.03 -0.21, -0.11    

   Ls Meanc -0.13 -0.19 0.06 (-0.04, 0.16) 0.241  

   SEc 0.047 0.046    

   95% CIc -0.22, -0.04 -0.28, -0.10    

 

 Day 6 Actual n 333 333    

   Mean 0.18 0.24    

   SD 0.511 0.602    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 262 257    

   Mean -0.21 -0.19    

   SD 0.782 0.744    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a -0.05 (-0.13, 0.04)     

   Ls Meanb -0.23 -0.20 -0.03 (-0.10, 0.03) 0.316  

   SEb 0.024 0.024    

   95% CIb -0.28, -0.18 -0.25, -0.15    

   Ls Meanc -0.28 -0.26 -0.03 (-0.12, 0.07) 0.581  

   SEc 0.042 0.042    

   95% CIc -0.36, -0.20 -0.34, -0.17    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

 Day 15 Actual n 305 300    

   Mean 0.05 0.05    

   SD 0.316 0.291    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    

   Mean -0.37 -0.36    

   SD 0.792 0.683    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 1.00    

   Effect Size (95% CI)a 0.02 (-0.07, 0.11)     

   Ls Meanb -0.38 -0.40 0.01 (-0.05, 0.08) 0.692  

   SEb 0.026 0.026    

   95% CIb -0.43, -0.33 -0.45, -0.35    

   Ls Meanc -0.37 -0.39 0.02 (-0.03, 0.07) 0.476  

   SEc 0.025 0.025    

   95% CIc -0.42, -0.32 -0.44, -0.34    

 

 Day 29 Actual n 250 245    

   Mean 0.01 0.03    

   SD 0.109 0.229    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 1.00 3.00    

 

  Change n 200 203    

   Mean -0.44 -0.39    

   SD 0.824 0.712    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 1.00 1.00    

   Effect Size (95% CI)a -0.02 (-0.11, 0.08)     

   Ls Meanb -0.42 -0.41 -0.01 (-0.08, 0.06) 0.739  

   SEb 0.026 0.026    

   95% CIb -0.47, -0.37 -0.46, -0.36    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Ls Meanc -0.44 -0.41 -0.02 (-0.06, 0.02) 0.299  

   SEc 0.018 0.018    

   95% CIc -0.47, -0.40 -0.45, -0.38    

 

New Loss of Smell Overall  Effect Size (95% CI)a 0.04 (-0.01, 0.09)     

   Ls Meanb -0.45 -0.49 0.04 (-0.01, 0.09) 0.142  

 

 Baseline Actual n 309 325    

   Mean 0.69 0.70    

   SD 1.009 1.003    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.59 0.65    

   SD 0.892 0.938    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 279 298    

   Mean -0.10 -0.07    

   SD 1.035 1.069    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.04 (-0.15, 0.06)     

   Ls Meanb -0.15 -0.11 -0.04 (-0.15, 0.06) 0.407  

   SEb 0.041 0.040    

   95% CIb -0.23, -0.07 -0.18, -0.03    

   Ls Meanc -0.22 -0.18 -0.04 (-0.17, 0.09) 0.558  

   SEc 0.063 0.062    

   95% CIc -0.34, -0.09 -0.30, -0.05    

 

 Day 6 Actual n 333 333    

   Mean 0.46 0.50    

   SD 0.830 0.849    

   Min 0.00 0.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 262 257    

   Mean -0.23 -0.21    

   SD 1.166 1.159    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a -0.02 (-0.12, 0.09)     

   Ls Meanb -0.28 -0.26 -0.02 (-0.13, 0.09) 0.732  

   SEb 0.041 0.041    

   95% CIb -0.36, -0.20 -0.34, -0.18    

   Ls Meanc -0.34 -0.31 -0.03 (-0.17, 0.11) 0.668  

   SEc 0.063 0.063    

   95% CIc -0.46, -0.21 -0.43, -0.18    

 

 Day 15 Actual n 305 300    

   Mean 0.22 0.18    

   SD 0.608 0.494    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    

   Mean -0.45 -0.51    

   SD 1.063 1.120    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.04 (-0.07, 0.16)     

   Ls Meanb -0.52 -0.57 0.04 (-0.07, 0.16) 0.431  

   SEb 0.043 0.043    

   95% CIb -0.61, -0.44 -0.65, -0.48    

   Ls Meanc -0.50 -0.55 0.05 (-0.05, 0.15) 0.337  

   SEc 0.047 0.048    

   95% CIc -0.59, -0.40 -0.64, -0.45    

 

 Day 29 Actual n 250 245    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Mean 0.16 0.07    

   SD 0.541 0.293    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 200 203    

   Mean -0.51 -0.60    

   SD 0.982 1.055    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a 0.15 (0.04, 0.26)     

   Ls Meanb -0.55 -0.70 0.15 (0.04, 0.26) 0.010  

   SEb 0.043 0.043    

   95% CIb -0.63, -0.46 -0.78, -0.61    

   Ls Meanc -0.55 -0.63 0.08 (0.00, 0.16) 0.061  

   SEc 0.037 0.038    

   95% CIc -0.63, -0.48 -0.70, -0.56    

 

New Loss of Taste Overall  Effect Size (95% CI)a 0.04 (-0.01, 0.09)     

   Ls Meanb -0.41 -0.44 0.04 (-0.01, 0.08) 0.127  

 

 Baseline Actual n 309 325    

   Mean 0.62 0.65    

   SD 0.958 0.956    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.49 0.54    

   SD 0.826 0.864    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 279 298    

   Mean -0.11 -0.12    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 28 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SD 0.897 0.984    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.00 (-0.10, 0.10)     

   Ls Meanb -0.14 -0.14 0.00 (-0.10, 0.10) 0.984  

   SEb 0.038 0.037    

   95% CIb -0.21, -0.06 -0.21, -0.06    

   Ls Meanc -0.21 -0.19 -0.01 (-0.13, 0.11) 0.855  

   SEc 0.058 0.057    

   95% CIc -0.32, -0.09 -0.31, -0.08    

 

 Day 6 Actual n 333 333    

   Mean 0.42 0.44    

   SD 0.809 0.814    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 262 257    

   Mean -0.20 -0.21    

   SD 1.086 1.110    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.01 (-0.10, 0.11)     

   Ls Meanb -0.22 -0.23 0.01 (-0.09, 0.11) 0.874  

   SEb 0.038 0.038    

   95% CIb -0.30, -0.15 -0.30, -0.15    

   Ls Meanc -0.29 -0.29 0.00 (-0.13, 0.13) 0.984  

   SEc 0.061 0.061    

   95% CIc -0.41, -0.17 -0.41, -0.17    

 

 Day 15 Actual n 305 300    

   Mean 0.19 0.15    

   SD 0.559 0.456    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

  Change n 230 230    

   Mean -0.43 -0.49    

   SD 1.016 1.069    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.06 (-0.05, 0.17)     

   Ls Meanb -0.46 -0.52 0.06 (-0.05, 0.16) 0.267  

   SEb 0.040 0.040    

   95% CIb -0.54, -0.38 -0.60, -0.44    

   Ls Meanc -0.43 -0.49 0.06 (-0.04, 0.15) 0.237  

   SEc 0.043 0.044    

   95% CIc -0.52, -0.35 -0.57, -0.40    

 

 Day 29 Actual n 250 245    

   Mean 0.11 0.05    

   SD 0.434 0.267    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 200 203    

   Mean -0.48 -0.57    

   SD 0.961 0.995    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.09 (-0.02, 0.20)     

   Ls Meanb -0.52 -0.60 0.09 (-0.02, 0.19) 0.096  

   SEb 0.040 0.040    

   95% CIb -0.59, -0.44 -0.68, -0.53    

   Ls Meanc -0.52 -0.58 0.07 (-0.01, 0.14) 0.072  

   SEc 0.034 0.034    

   95% CIc -0.58, -0.45 -0.65, -0.52    

 

Runny Nose Overall  Effect Size (95% CI)a 0.01 (-0.02, 0.05)     

   Ls Meanb -0.47 -0.48 0.01 (-0.02, 0.04) 0.513  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 30 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Baseline Actual n 308 325    

   Mean 0.63 0.62    

   SD 0.783 0.755    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.43 0.37    

   SD 0.683 0.606    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 278 298    

   Mean -0.16 -0.29    

   SD 0.805 0.727    

   Min -2.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.13 (0.03, 0.22)     

   Ls Meanb -0.21 -0.31 0.10 (0.03, 0.17) 0.008  

   SEb 0.028 0.027    

   95% CIb -0.26, -0.15 -0.36, -0.25    

   Ls Meanc -0.23 -0.34 0.10 (0.01, 0.20) 0.034  

   SEc 0.045 0.045    

   95% CIc -0.32, -0.14 -0.42, -0.25    

 

 Day 6 Actual n 333 333    

   Mean 0.30 0.29    

   SD 0.565 0.578    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

 

  Change n 261 257    

   Mean -0.33 -0.33    

   SD 0.793 0.743    

   Min -3.00 -3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.00 (-0.10, 0.10)     

   Ls Meanb -0.38 -0.38 0.00 (-0.07, 0.08) 0.981  

   SEb 0.028 0.028    

   95% CIb -0.44, -0.33 -0.44, -0.33    

   Ls Meanc -0.36 -0.38 0.02 (-0.07, 0.11) 0.650  

   SEc 0.042 0.042    

   95% CIc -0.44, -0.28 -0.46, -0.30    

 

 Day 15 Actual n 305 300    

   Mean 0.16 0.13    

   SD 0.415 0.383    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 229 230    

   Mean -0.47 -0.52    

   SD 0.758 0.740    

   Min -2.00 -3.00    

   Median 0.00 0.00    

   Max 1.00 1.00    

   Effect Size (95% CI)a 0.03 (-0.07, 0.13)     

   Ls Meanb -0.50 -0.53 0.02 (-0.06, 0.10) 0.558  

   SEb 0.030 0.030    

   95% CIb -0.56, -0.45 -0.58, -0.47    

   Ls Meanc -0.52 -0.56 0.04 (-0.03, 0.11) 0.229  

   SEc 0.033 0.033    

   95% CIc -0.58, -0.45 -0.63, -0.50    

 

 Day 29 Actual n 250 245    

   Mean 0.09 0.10    

   SD 0.336 0.353    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 199 203    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 32 of 39 

Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Mean -0.45 -0.53    

   SD 0.743 0.740    

   Min -2.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a 0.00 (-0.11, 0.10)     

   Ls Meanb -0.56 -0.55 0.00 (-0.08, 0.08) 0.967  

   SEb 0.030 0.030    

   95% CIb -0.61, -0.50 -0.61, -0.50    

   Ls Meanc -0.48 -0.48 -0.01 (-0.06, 0.05) 0.862  

   SEc 0.027 0.027    

   95% CIc -0.54, -0.43 -0.53, -0.42    

 

Shortness of Breath Overall  Effect Size (95% CI)a 0.04 (-0.01, 0.08)     

   Ls Meanb -0.29 -0.31 0.03 (-0.01, 0.06) 0.107  

 

 Baseline Actual n 309 325    

   Mean 0.47 0.44    

   SD 0.824 0.798    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

 Day 3 Actual n 363 375    

   Mean 0.37 0.32    

   SD 0.734 0.705    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 4.00    

 

  Change n 279 298    

   Mean -0.10 -0.09    

   SD 0.752 0.744    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 2.00 3.00    

   Effect Size (95% CI)a 0.03 (-0.07, 0.14)     

   Ls Meanb -0.12 -0.15 0.03 (-0.06, 0.11) 0.537  

   SEb 0.033 0.032    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   95% CIb -0.18, -0.06 -0.21, -0.08    

   Ls Meanc -0.11 -0.12 0.01 (-0.09, 0.11) 0.854  

   SEc 0.048 0.047    

   95% CIc -0.20, -0.02 -0.21, -0.03    

 

 Day 6 Actual n 333 333    

   Mean 0.24 0.29    

   SD 0.634 0.675    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 4.00    

 

  Change n 262 257    

   Mean -0.21 -0.17    

   SD 0.838 0.861    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

   Effect Size (95% CI)a -0.07 (-0.17, 0.04)     

   Ls Meanb -0.22 -0.17 -0.05 (-0.14, 0.03) 0.233  

   SEb 0.033 0.033    

   95% CIb -0.29, -0.16 -0.24, -0.11    

   Ls Meanc -0.23 -0.21 -0.03 (-0.13, 0.08) 0.651  

   SEc 0.050 0.050    

   95% CIc -0.33, -0.13 -0.30, -0.11    

 

 Day 15 Actual n 305 300    

   Mean 0.17 0.09    

   SD 0.533 0.383    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 230 230    

   Mean -0.23 -0.32    

   SD 0.829 0.810    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Effect Size (95% CI)a 0.12 (0.01, 0.23)     

   Ls Meanb -0.29 -0.39 0.10 (0.01, 0.19) 0.036  

   SEb 0.035 0.035    

   95% CIb -0.36, -0.22 -0.46, -0.32    

   Ls Meanc -0.28 -0.38 0.10 (0.02, 0.19) 0.019  

   SEc 0.040 0.040    

   95% CIc -0.35, -0.20 -0.46, -0.30    

 

 Day 29 Actual n 250 245    

   Mean 0.10 0.08    

   SD 0.368 0.323    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 200 203    

   Mean -0.34 -0.35    

   SD 0.840 0.815    

   Min -4.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a 0.06 (-0.06, 0.17)     

   Ls Meanb -0.36 -0.41 0.05 (-0.04, 0.14) 0.311  

   SEb 0.035 0.035    

   95% CIb -0.43, -0.29 -0.48, -0.34    

   Ls Meanc -0.35 -0.39 0.04 (-0.03, 0.11) 0.243  

   SEc 0.031 0.031    

   95% CIc -0.42, -0.29 -0.46, -0.33    

 

Sore Throat Overall  Effect Size (95% CI)a 0.02 (-0.01, 0.06)     

   Ls Meanb -0.49 -0.51 0.02 (-0.01, 0.05) 0.210  

 

 Baseline Actual n 308 325    

   Mean 0.60 0.62    

   SD 0.794 0.828    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Day 3 Actual n 363 375    

   Mean 0.38 0.33    

   SD 0.693 0.647    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 278 298    

   Mean -0.18 -0.33    

   SD 0.807 0.813    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

   Effect Size (95% CI)a 0.11 (0.02, 0.20)     

   Ls Meanb -0.24 -0.33 0.09 (0.02, 0.17) 0.015  

   SEb 0.028 0.028    

   95% CIb -0.30, -0.18 -0.39, -0.28    

   Ls Meanc -0.23 -0.34 0.11 (0.01, 0.21) 0.038  

   SEc 0.047 0.046    

   95% CIc -0.32, -0.14 -0.43, -0.25    

 

 Day 6 Actual n 333 333    

   Mean 0.26 0.20    

   SD 0.620 0.523    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 4.00 3.00    

 

  Change n 261 257    

   Mean -0.34 -0.45    

   SD 0.820 0.900    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

   Effect Size (95% CI)a 0.05 (-0.05, 0.14)     

   Ls Meanb -0.42 -0.45 0.04 (-0.04, 0.11) 0.347  

   SEb 0.029 0.029    

   95% CIb -0.47, -0.36 -0.51, -0.40    

   Ls Meanc -0.41 -0.46 0.05 (-0.04, 0.15) 0.263  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SEc 0.043 0.043    

   95% CIc -0.49, -0.32 -0.54, -0.37    

 

 Day 15 Actual n 305 300    

   Mean 0.11 0.09    

   SD 0.414 0.340    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 229 230    

   Mean -0.45 -0.57    

   SD 0.850 0.852    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 3.00 1.00    

   Effect Size (95% CI)a 0.03 (-0.07, 0.13)     

   Ls Meanb -0.53 -0.56 0.03 (-0.05, 0.11) 0.533  

   SEb 0.030 0.030    

   95% CIb -0.59, -0.47 -0.62, -0.50    

   Ls Meanc -0.51 -0.54 0.03 (-0.04, 0.10) 0.419  

   SEc 0.032 0.032    

   95% CIc -0.58, -0.45 -0.60, -0.48    

 

 Day 29 Actual n 250 245    

   Mean 0.05 0.10    

   SD 0.299 0.353    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 199 203    

   Mean -0.53 -0.52    

   SD 0.845 0.804    

   Min -3.00 -3.00    

   Median 0.00 0.00    

   Max 2.00 1.00    

   Effect Size (95% CI)a -0.06 (-0.16, 0.04)     

   Ls Meanb -0.60 -0.55 -0.05 (-0.13, 0.03) 0.227  
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SEb 0.031 0.031    

   95% CIb -0.66, -0.53 -0.61, -0.48    

   Ls Meanc -0.57 -0.54 -0.04 (-0.10, 0.03) 0.269  

   SEc 0.030 0.030    

   95% CIc -0.63, -0.52 -0.60, -0.48    

 

Vomiting Overall  Effect Size (95% CI)a -0.01 (-0.03, 0.01)     

   Ls Meanb -0.10 -0.10 0.00 (-0.01, 0.01) 0.520  

 

 Baseline Actual n 309 325    

   Mean 0.16 0.08    

   SD 0.554 0.372    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

 Day 3 Actual n 363 375    

   Mean 0.06 0.04    

   SD 0.305 0.261    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 3.00    

 

  Change n 279 298    

   Mean -0.09 -0.03    

   SD 0.516 0.365    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.03 (-0.03, 0.10)     

   Ls Meanb -0.05 -0.07 0.02 (-0.01, 0.05) 0.306  

   SEb 0.012 0.011    

   95% CIb -0.08, -0.03 -0.09, -0.05    

   Ls Meanc -0.07 -0.08 0.01 (-0.04, 0.05) 0.745  

   SEc 0.022 0.021    

   95% CIc -0.11, -0.03 -0.12, -0.03    

 

 Day 6 Actual n 333 333    

   Mean 0.03 0.03    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   SD 0.237 0.225    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 3.00 2.00    

 

  Change n 262 257    

   Mean -0.10 -0.04    

   SD 0.568 0.427    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

   Effect Size (95% CI)a 0.00 (-0.07, 0.07)     

   Ls Meanb -0.08 -0.08 0.00 (-0.03, 0.03) 0.988  

   SEb 0.012 0.012    

   95% CIb -0.10, -0.05 -0.10, -0.05    

   Ls Meanc -0.08 -0.08 0.00 (-0.04, 0.05) 0.978  

   SEc 0.020 0.020    

   95% CIc -0.12, -0.04 -0.12, -0.04    

 

 Day 15 Actual n 305 300    

   Mean 0.01 0.01    

   SD 0.140 0.115    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 2.00 2.00    

 

  Change n 230 230    

   Mean -0.15 -0.06    

   SD 0.590 0.297    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 1.00 0.00    

   Effect Size (95% CI)a 0.01 (-0.06, 0.08)     

   Ls Meanb -0.11 -0.11 0.01 (-0.03, 0.04) 0.749  

   SEb 0.013 0.013    

   95% CIb -0.13, -0.08 -0.14, -0.09    

   Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.03) 0.222  

   SEc 0.010 0.010    

   95% CIc -0.12, -0.08 -0.13, -0.09    
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Table 1.11 

Primary Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms Questionnaire) 

Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 vs. 

> 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An unstructured 

covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

 Day 29 Actual n 250 245    

   Mean 0.00 0.00    

   SD 0.000 0.000    

   Min 0.00 0.00    

   Median 0.00 0.00    

   Max 0.00 0.00    

 

  Change n 200 203    

   Mean -0.18 -0.06    

   SD 0.624 0.316    

   Min -3.00 -2.00    

   Median 0.00 0.00    

   Max 0.00 0.00    

   Effect Size (95% CI)a -0.02 (-0.09, 0.06)     

   Ls Meanb -0.13 -0.12 -0.01 (-0.04, 0.03) 0.678  

   SEb 0.013 0.013    

   95% CIb -0.15, -0.10 -0.14, -0.09    

   Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

   SEc 0.000 0.000    

   95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 1.12 

Primary Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 167 (54.93) 199 (61.99) OR: 0.73 (0.53, 1.01) 0.058a  

No Event 137 (45.07) 122 (38.01) RR: 0.88 (0.77, 1.00) 0.058  

Total 304  321  ARR: 0.07 (0.00, 0.15) 0.057  

Missing 1  1   0.419b  
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Table 1.13 

Primary Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and the two stratification factors. 

c. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 1.sas 

Data Source: ADTTE Run Date: 12APR2022 

Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Number of Participants with event, n (%) 270 (65.4) 266 (63.2)  

Number of Participants censored, n (%) 143 (34.6) 155 (36.8)  

 

Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 20.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% CI) 66.16 (61.33, 70.54) 63.94 (59.11, 68.36)  

Stratified Log-Rank P-valuea 0.129   

 

Hazard Ratio (95% CI)b 1.12 (0.95, 1.33)   

P-valueb 0.190   

 

Absolute Risk Reduction (95% CI)c -0.02 (-0.09, 0.04)   
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Table 1.14 

Primary Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 1.sas 

Data Source: ADFASD Run Date: 12APR2022 

Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

n 42 38    

Mean 3.0 2.7    

SD 3.85 3.19    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.5 -0.5 (-1.0, 0.0) 0.448  

Q3 3.0 3.0    

Max 24.0 17.0    
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Table 1.16.1 

Primary Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADFAHI Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 24 (6.05) 20 (5.06) OR: 1.19 (0.64, 2.19) 0.581a  

No Event 373 (93.95) 375 (94.94) RR: 1.18 (0.66, 2.09) 0.581  

Total 397  395  ARR: -0.01 (-0.04, 0.02) 0.580  

Missing 16  26   0.776b  
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Table 1.16.2 

Primary Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADFAHI Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 33 (8.13) 27 (6.68) OR: 1.22 (0.72, 2.08) 0.452a  

No Event 373 (91.87) 377 (93.32) RR: 1.21 (0.74, 1.96) 0.452  

Total 406  404  ARR: -0.01 (-0.05, 0.02) 0.451  

Missing 7  17   0.754b  
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Table 1.17 

Primary Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADQS Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Worst Clinical Status  n % n % Results p-value  

1 Event 0 (0.00) 2 (0.48) OR: <.01 (NE, NE) 0.162a  

No Event 413 (100.0) 419 (99.52) RR: <.01 (NE, NE) NE  

Total 413 (0.00) 421 (0.00) ARR: 0.00 (-0.01, 0.00) 0.157  

Missing 0  0   NEb  

 

2 Event 12 (2.91) 29 (6.89) OR: 0.40 (0.20, 0.80) 0.007a  

No Event 401 (97.09) 392 (93.11) RR: 0.42 (0.22, 0.81) 0.010  

Total 413 (0.00) 421 (0.00) ARR: -0.04 (-0.07, -0.01) 0.007  

Missing 0  0   0.473b  

 

3 Event 4 (0.97) 6 (1.43) OR: 0.68 (0.19, 2.44) 0.556a  

No Event 409 (99.03) 415 (98.57) RR: 0.69 (0.20, 2.40) 0.558  

Total 413 (0.00) 421 (0.00) ARR: 0.00 (-0.02, 0.01) 0.556  

Missing 0  0   0.403b  

 

4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 413 (100.0) 421 (100.0) RR: NE (NE, NE) NE  

Total 413 (0.00) 421 (0.00) ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

5 Event 0 (0.00) 1 (0.24) OR: <.01 (NE, NE) 0.316a  

No Event 413 (100.0) 420 (99.76) RR: <.01 (NE, NE) NE  

Total 413 (0.00) 421 (0.00) ARR: 0.00 (-0.01, 0.00) 0.314  

Missing 0  0   NEb  
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Table 1.18.1 

Primary Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 22 (5.33) 44 (10.45) OR: 0.49 (0.29, 0.82) 0.006a  

  Disease under study (including COVID-19 complications) 17 (4.12) 40 (9.50) RR: 0.51 (0.31, 0.84) 0.008  

  Adverse event (unrelated to COVID-19) 3 (0.73) 3 (0.71) ARR: 0.05 (0.01, 0.09) 0.006  

  Admission for only isolation purpose 2 (0.48) 0 (0.00)  0.110b  

  Other 0 (0.00) 1 (0.24)    

No Event 391 (94.67) 377 (89.55)    

Total 413  421     
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Table 1.18.2 

Primary Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 28 (6.78) 48 (11.40) OR: 0.57 (0.35, 0.92) 0.020a  

  Disease under study (including COVID-19 complications) 17 (4.12) 40 (9.50) RR: 0.59 (0.38, 0.93) 0.022  

  Adverse event (unrelated to COVID-19) 9 (2.18) 8 (1.90) ARR: 0.05 (0.01, 0.09) 0.020  

  Admission for only isolation purpose 2 (0.48) 0 (0.00)  0.131b  

  Other 0 (0.00) 3 (0.71)    

No Event 385 (93.22) 373 (88.60)    

Total 413  421     
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Table 1.19.1 

Primary Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 6 (1.45) 11 (2.61) OR: 0.55 (0.20, 1.50) 0.233a  

  Disease under study (including COVID-19 complications) 3 (0.73) 11 (2.61) RR: 0.56 (0.21, 1.48) 0.240  

  Adverse event (unrelated to COVID-19) 3 (0.73) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.232  

No Event 407 (98.55) 410 (97.39)  0.314b  

Total 413  421     
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Table 1.19.2 

Primary Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 7 (1.69) 12 (2.85) OR: 0.58 (0.23, 1.50) 0.258a  

  Disease under study (including COVID-19 complications) 3 (0.73) 11 (2.61) RR: 0.59 (0.24, 1.48) 0.264  

  Adverse event (unrelated to COVID-19) 4 (0.97) 1 (0.24) ARR: 0.01 (-0.01, 0.03) 0.257  

No Event 406 (98.31) 409 (97.15)  0.378b  

Total 413  421     
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Table 1.20.1 

Primary Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 22 (5.33) 44 (10.45) OR: 0.49 (0.29, 0.82) 0.006a  

  Inpatient hospital setting 16 (3.87) 28 (6.65) RR: 0.51 (0.31, 0.84) 0.008  

  Temporary facility for managing severe COVID 19 3 (0.73) 6 (1.43) ARR: 0.05 (0.01, 0.09) 0.006  

  ER admission greater > 24 hours 2 (0.48) 3 (0.71)  0.110b  

  Acute hospital care at home 1 (0.24) 7 (1.66)    

  ICU 6 (1.45) 11 (2.61)    

No Event 391 (94.67) 377 (89.55)    

Total 413  421     
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Table 1.20.2 

Primary Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

efficacy in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

 n % n % Results p-value  

Event 28 (6.78) 48 (11.40) OR: 0.57 (0.35, 0.92) 0.020a  

  Inpatient hospital setting 23 (5.57) 32 (7.60) RR: 0.59 (0.38, 0.93) 0.022  

  Temporary facility for managing severe COVID 19 3 (0.73) 6 (1.43) ARR: 0.05 (0.01, 0.09) 0.020  

  ER admission greater > 24 hours 2 (0.48) 4 (0.95)  0.131b  

  Acute hospital care at home 1 (0.24) 7 (1.66)    

  ICU 7 (1.69) 12 (2.85)    

No Event 385 (93.22) 373 (88.60)    

Total 413  421     
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Table 1.21 

Primary Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

n 17 40    

Mean 14.9 12.7    

SD 10.83 9.05    

Min 3.0 3.0    

Q1 7.0 8.5    

Median 14.0 10.0 2.0 (-3.0, 7.0) 0.543  

Q3 19.0 14.5    

Max 47.0 53.0    
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Table 1.22 

Primary Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 1.sas 

Data Source: ADHO Run Date: 12APR2022 

Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

n 7 13    

Mean 7.4 12.1    

SD 1.40 12.82    

Min 5.0 3.0    

Q1 6.0 6.0    

Median 8.0 9.0 -2.0 (-6.0, 2.0) 0.331  

Q3 8.0 12.0    

Max 9.0 53.0    
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Table 2.0.1 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 10 (2.76) 29 (7.88) OR: 0.33 (0.16, 0.69) 0.002a  

No Event 352 (97.24) 339 (92.12) RR: 0.35 (0.17, 0.71) 0.003  

Total 362  368  ARR: 0.05 (0.02, 0.08) 0.002  

Missing 2  1   0.398b  

      0.072c  
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Table 2.0.1 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 8 (16.67) 8 (15.69) OR: 1.08 (0.38, 3.07) 0.882a  

No Event 40 (83.33) 43 (84.31) RR: 1.07 (0.44, 2.60) 0.882  

Total 48  51  ARR: -0.01 (-0.16, 0.14) 0.884  

Missing 1  1   0.055b  
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Table 2.0.2 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 12 (3.06) 35 (8.56) OR: 0.34 (0.17, 0.66) 0.001a  

No Event 380 (96.94) 374 (91.44) RR: 0.36 (0.19, 0.68) 0.002  

Total 392  409  ARR: 0.06 (0.02, 0.09) <.001  

Missing 3  2   0.137b  

      0.063c  
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Table 2.0.2 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (33.33) 2 (20.00) OR: 1.67 (0.30, 9.23) 0.532a  

No Event 12 (66.67) 8 (80.00) RR: 1.49 (0.42, 5.25) 0.535  

Total 18  10  ARR: -0.12 (-0.49, 0.25) 0.538  

Missing 0  0   0.049b  
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Table 2.0.3 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 15 (3.74) 36 (8.70) OR: 0.41 (0.22, 0.75) 0.003a  

No Event 386 (96.26) 378 (91.30) RR: 0.43 (0.24, 0.77) 0.005  

Total 401  414  ARR: 0.05 (0.02, 0.08) 0.003  

Missing 3  2   0.299b  

      0.225c  
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Table 2.0.3 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

No Event 6 (66.67) 4 (80.00) RR: 1.60 (0.15, 16.83) 0.695  

Total 9  5  ARR: -0.12 (-0.65, 0.42) 0.668  

Missing 0  0   0.025b  
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Table 2.0.4 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 10 (5.35) 21 (9.81) OR: 0.53 (0.25, 1.15) 0.101a  

No Event 177 (94.65) 193 (90.19) RR: 0.56 (0.27, 1.14) 0.108  

Total 187  214  ARR: 0.04 (-0.01, 0.10) 0.098  

Missing 0  1   0.067b  
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Table 2.0.4 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 8 (3.59) 16 (7.80) OR: 0.45 (0.19, 1.08) 0.068a  

No Event 215 (96.41) 189 (92.20) RR: 0.47 (0.21, 1.08) 0.074  

Total 223  205  ARR: 0.04 (0.00, 0.08) 0.069  

Missing 3  1   0.928b  

      0.780c  
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Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

No Event 95 (97.94) 99 (87.61) RR: 0.16 (0.03, 0.75) 0.020  

Total 97  113  ARR: 0.10 (0.03, 0.17) 0.003  

Missing 0  0   0.237b  

      0.235c  
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Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 1 (11.11) OR: <.01 (NE, NE) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: <.01 (NE, NE) NE  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

Missing 0  0   NEb  
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Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 1 (5.00) OR: <.01 (NE, NE) 0.380a  

No Event 15 (100.00) 19 (95.00) RR: <.01 (NE, NE) NE  

Total 15  20  ARR: 0.05 (-0.05, 0.15) 0.301  

Missing 1  0   NEb  
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Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 19 (95.00) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 20  21  ARR: 0.11 (-0.08, 0.30) 0.268  

Missing 0  0   0.354b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 5 of 5 

Table 2.0.5 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 15 (5.60) 18 (7.03) OR: 0.79 (0.39, 1.60) 0.512a  

No Event 253 (94.40) 238 (92.97) RR: 0.80 (0.42, 1.55) 0.513  

Total 268  256  ARR: 0.01 (-0.03, 0.06) 0.514  

Missing 2  2   0.163b  
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Table 2.0.6 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.62) 25 (10.73) OR: 0.32 (0.14, 0.72) 0.004a  

No Event 213 (96.38) 208 (89.27) RR: 0.34 (0.15, 0.74) 0.007  

Total 221  233  ARR: 0.07 (0.02, 0.12) 0.003  

Missing 2  1   0.178b  

      0.113c  
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Table 2.0.6 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 10 (5.29) 12 (6.45) OR: 0.80 (0.34, 1.89) 0.611a  

No Event 179 (94.71) 174 (93.55) RR: 0.81 (0.36, 1.81) 0.611  

Total 189  186  ARR: 0.01 (-0.04, 0.06) 0.615  

Missing 1  1   0.293b  
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Table 2.0.7 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 2 (3.23) 2 (5.41) OR: 0.71 (0.09, 5.31) 0.737a  

No Event 60 (96.77) 35 (94.59) RR: 0.72 (0.11, 4.74) 0.735  

Total 62  37  ARR: 0.01 (-0.07, 0.10) 0.745  

Missing 1  0   0.735b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 3 

Table 2.0.7 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 11 (6.36) 11 (6.25) OR: 1.04 (0.44, 2.44) 0.936a  

No Event 162 (93.64) 165 (93.75) RR: 1.03 (0.47, 2.29) 0.936  

Total 173  176  ARR: 0.00 (-0.05, 0.05) 0.937  

Missing 0  1   0.311b  

      0.065c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 3 

Table 2.0.7 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 5 (2.86) 24 (11.65) OR: 0.23 (0.09, 0.61) 0.002a  

No Event 170 (97.14) 182 (88.35) RR: 0.25 (0.09, 0.65) 0.005  

Total 175  206  ARR: 0.09 (0.04, 0.14) <.001  

Missing 2  1   0.293b  
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Table 2.0.8 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 9 (3.54) 27 (10.71) OR: 0.31 (0.14, 0.67) 0.002a  

No Event 245 (96.46) 225 (89.29) RR: 0.33 (0.16, 0.69) 0.003  

Total 254  252  ARR: 0.07 (0.03, 0.12) 0.002  

Missing 1  1   0.980b  

      0.060c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.0.8 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 9 (5.77) 10 (5.99) OR: 0.96 (0.38, 2.43) 0.929a  

No Event 147 (94.23) 157 (94.01) RR: 0.96 (0.40, 2.31) 0.929  

Total 156  167  ARR: 0.00 (-0.05, 0.05) 0.928  

Missing 2  1   0.340b  
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Table 2.0.9 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.11) 8 (9.52) OR: 0.11 (0.01, 0.88) 0.013a  

No Event 89 (98.89) 76 (90.48) RR: 0.12 (0.02, 0.91) 0.040  

Total 90  84  ARR: 0.08 (0.02, 0.15) 0.013  

Missing 1  0   0.634b  

      0.095c  
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Table 2.0.9 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 17 (5.31) 29 (8.66) OR: 0.59 (0.32, 1.10) 0.093a  

No Event 303 (94.69) 306 (91.34) RR: 0.61 (0.34, 1.09) 0.097  

Total 320  335  ARR: 0.03 (-0.01, 0.07) 0.090  

Missing 2  2   0.696b  
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Table 2.0.10 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 1 (1.11) 8 (9.52) OR: 0.11 (0.01, 0.88) 0.013a  

No Event 89 (98.89) 76 (90.48) RR: 0.12 (0.02, 0.91) 0.040  

Total 90  84  ARR: 0.08 (0.02, 0.15) 0.013  

Missing 1  0   0.634b  

      0.152c  
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Table 2.0.10 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 3 (3.66) 9 (12.16) OR: 0.27 (0.07, 1.05) 0.047a  

No Event 79 (96.34) 65 (87.84) RR: 0.30 (0.08, 1.07) 0.063  

Total 82  74  ARR: 0.09 (0.00, 0.17) 0.048  

Missing 0  1   0.618b  
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Table 2.0.10 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 5 (6.10) 10 (10.64) OR: 0.55 (0.18, 1.67) 0.285a  

No Event 77 (93.90) 84 (89.36) RR: 0.57 (0.20, 1.61) 0.291  

Total 82  94  ARR: 0.05 (-0.04, 0.13) 0.273  

Missing 0  0   0.552b  
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Table 2.0.10 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 9 (5.77) 10 (5.99) OR: 0.96 (0.38, 2.43) 0.929a  

No Event 147 (94.23) 157 (94.01) RR: 0.96 (0.40, 2.31) 0.929  

Total 156  167  ARR: 0.00 (-0.05, 0.05) 0.928  

Missing 2  1   0.340b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.0.11 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 17 (4.62) 33 (8.78) OR: 0.51 (0.28, 0.92) 0.023a  

No Event 351 (95.38) 343 (91.22) RR: 0.53 (0.30, 0.93) 0.026  

Total 368  376  ARR: 0.04 (0.01, 0.08) 0.023  

Missing 3  2   0.049b  

      0.518c  
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Table 2.0.11 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 4 (9.30) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 41 (97.62) 39 (90.70) RR: 0.25 (0.03, 2.16) 0.206  

Total 42  43  ARR: 0.07 (-0.03, 0.17) 0.158  

Missing 0  0   0.608b  
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Table 2.0.12 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 8 (3.56) 24 (10.71) OR: 0.31 (0.13, 0.70) 0.003a  

No Event 217 (96.44) 200 (89.29) RR: 0.33 (0.15, 0.72) 0.005  

Total 225  224  ARR: 0.07 (0.02, 0.12) 0.003  

Missing 1  1   NEb  

      NEc  
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Table 2.0.14 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 15 (4.12) 33 (8.92) OR: 0.44 (0.24, 0.82) 0.009a  

No Event 349 (95.88) 337 (91.08) RR: 0.46 (0.26, 0.84) 0.011  

Total 364  370  ARR: 0.05 (0.01, 0.08) 0.008  

Missing 3  2   0.062b  
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Table 2.0.14 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 4 (8.16) OR: 0.79 (0.17, 3.60) 0.736a  

No Event 43 (93.48) 45 (91.84) RR: 0.79 (0.20, 3.10) 0.737  

Total 46  49  ARR: 0.02 (-0.09, 0.13) 0.752  

Missing 0  0   0.027b  

      0.494c  
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Table 2.0.15 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 15 (5.49) 25 (8.96) OR: 0.58 (0.30, 1.13) 0.110a  

No Event 258 (94.51) 254 (91.04) RR: 0.60 (0.32, 1.13) 0.114  

Total 273  279  ARR: 0.04 (-0.01, 0.08) 0.107  

Missing 1  2   0.639b  

      0.891c  
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Table 2.0.15 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 2 (2.78) 3 (4.05) OR: 0.67 (0.11, 4.04) 0.655a  

No Event 70 (97.22) 71 (95.95) RR: 0.68 (0.12, 3.70) 0.655  

Total 72  74  ARR: 0.01 (-0.05, 0.07) 0.659  

Missing 1  0   0.468b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.0.16 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 15 (4.85) 26 (8.64) OR: 0.53 (0.28, 1.03) 0.060a  

No Event 294 (95.15) 275 (91.36) RR: 0.56 (0.30, 1.03) 0.064  

Total 309  301  ARR: 0.04 (0.00, 0.08) 0.059  

Missing 2  2   0.326b  

      0.472c  
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Table 2.0.16 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (6.06) 2 (5.26) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 31 (93.94) 36 (94.74) RR: 0.81 (0.12, 5.28) 0.825  

Total 33  38  ARR: 0.01 (-0.10, 0.12) 0.825  

Missing 0  0   0.216b  
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Table 2.0.21 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 9 (4.84) 23 (11.11) OR: 0.41 (0.18, 0.91) 0.025a  

No Event 177 (95.16) 184 (88.89) RR: 0.43 (0.20, 0.92) 0.030  

Total 186  207  ARR: 0.06 (0.01, 0.12) 0.020  

Missing 2  1   0.354b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 2.0.23 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 7 (3.33) 13 (6.44) OR: 0.51 (0.20, 1.29) 0.145a  

No Event 203 (96.67) 189 (93.56) RR: 0.52 (0.21, 1.27) 0.153  

Total 210  202  ARR: 0.03 (-0.01, 0.07) 0.147  

Missing 1  1   0.226b  

      NEc  
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Table 2.0.24 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 4 (7.69) 1 (1.59) OR: 6.43 (0.55, 74.60) 0.097a  

No Event 48 (92.31) 62 (98.41) RR: 6.43 (0.50, 82.59) 0.153  

Total 52  63  ARR: -0.06 (-0.14, 0.01) 0.106  

Missing 0  0   0.159b  
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Table 2.0.24 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 14 (4.01) 36 (10.29) OR: 0.37 (0.20, 0.69) 0.001a  

No Event 335 (95.99) 314 (89.71) RR: 0.39 (0.22, 0.71) 0.002  

Total 349  350  ARR: 0.06 (0.02, 0.10) 0.001  

Missing 3  2   0.147b  

      0.007c  
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Table 2.0.25 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.30) 15 (6.88) OR: 0.45 (0.18, 1.14) 0.086a  

No Event 205 (96.70) 203 (93.12) RR: 0.47 (0.20, 1.14) 0.094  

Total 212  218  ARR: 0.04 (0.00, 0.08) 0.083  

Missing 1  0   0.949b  

      0.954c  
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Table 2.0.25 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 11 (5.56) 22 (10.95) OR: 0.48 (0.23, 1.02) 0.051a  

No Event 187 (94.44) 179 (89.05) RR: 0.51 (0.25, 1.02) 0.058  

Total 198  201  ARR: 0.05 (0.00, 0.11) 0.051  

Missing 2  2   0.017b  
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Table 2.0.26 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 10 (3.00) 26 (7.74) OR: 0.37 (0.17, 0.77) 0.006a  

No Event 323 (97.00) 310 (92.26) RR: 0.39 (0.19, 0.78) 0.008  

Total 333  336  ARR: 0.05 (0.01, 0.08) 0.006  

Missing 2  0   0.325b  

      0.245c  
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Table 2.0.26 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 8 (10.39) 11 (13.25) OR: 0.75 (0.29, 1.99) 0.570a  

No Event 69 (89.61) 72 (86.75) RR: 0.78 (0.32, 1.87) 0.572  

Total 77  83  ARR: 0.03 (-0.07, 0.13) 0.566  

Missing 1  2   0.153b  
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Table 2.0.27 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 14 (3.72) 29 (7.36) OR: 0.48 (0.25, 0.93) 0.026a  

No Event 362 (96.28) 365 (92.64) RR: 0.50 (0.27, 0.93) 0.030  

Total 376  394  ARR: 0.04 (0.00, 0.07) 0.025  

Missing 3  1   0.213b  

      0.475c  
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Table 2.0.27 

Subgroup Analysis for Primary Endpoint: Composite of Severe COVID-19 or Death from Any Cause through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 4 (11.76) 8 (32.00) OR: 0.28 (0.07, 1.09) 0.062a  

No Event 30 (88.24) 17 (68.00) RR: 0.35 (0.11, 1.14) 0.081  

Total 34  25  ARR: 0.20 (-0.01, 0.42) 0.062  

Missing 0  1   0.187b  
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Table 2.1.1 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 10 (2.76) 29 (7.88) OR: 0.33 (0.16, 0.69) 0.002a  

No Event 352 (97.24) 339 (92.12) RR: 0.35 (0.17, 0.71) 0.003  

Total 362  368  ARR: 0.05 (0.02, 0.08) 0.002  

Missing 2  1   0.398b  

      0.222c  
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Table 2.1.1 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 6 (12.50) 8 (15.69) OR: 0.78 (0.26, 2.38) 0.660a  

No Event 42 (87.50) 43 (84.31) RR: 0.81 (0.31, 2.13) 0.662  

Total 48  51  ARR: 0.03 (-0.11, 0.17) 0.665  

Missing 1  1   0.055b  
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Table 2.1.2 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 12 (3.06) 35 (8.56) OR: 0.34 (0.17, 0.66) 0.001a  

No Event 380 (96.94) 374 (91.44) RR: 0.36 (0.19, 0.68) 0.002  

Total 392  409  ARR: 0.06 (0.02, 0.09) <.001  

Missing 3  2   0.137b  

      0.227c  
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Table 2.1.2 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 4 (22.22) 2 (20.00) OR: 0.99 (0.17, 5.95) 0.992a  

No Event 14 (77.78) 8 (80.00) RR: 0.99 (0.26, 3.83) 0.992  

Total 18  10  ARR: 0.00 (-0.35, 0.35) 0.993  

Missing 0  0   0.060b  
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Table 2.1.3 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 14 (3.49) 36 (8.70) OR: 0.38 (0.20, 0.71) 0.002a  

No Event 387 (96.51) 378 (91.30) RR: 0.40 (0.22, 0.73) 0.003  

Total 401  414  ARR: 0.05 (0.02, 0.09) 0.002  

Missing 3  2   0.227b  

      0.426c  
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Table 2.1.3 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

Missing 0  0   0.064b  
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Table 2.1.4 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 8 (4.28) 21 (9.81) OR: 0.42 (0.19, 0.97) 0.035a  

No Event 179 (95.72) 193 (90.19) RR: 0.44 (0.20, 0.97) 0.042  

Total 187  214  ARR: 0.06 (0.00, 0.11) 0.032  

Missing 0  1   0.078b  
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Table 2.1.4 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 8 (3.59) 16 (7.80) OR: 0.45 (0.19, 1.08) 0.068a  

No Event 215 (96.41) 189 (92.20) RR: 0.47 (0.21, 1.08) 0.074  

Total 223  205  ARR: 0.04 (0.00, 0.08) 0.069  

Missing 3  1   0.928b  

      0.913c  
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Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

No Event 95 (97.94) 99 (87.61) RR: 0.16 (0.03, 0.75) 0.020  

Total 97  113  ARR: 0.10 (0.03, 0.17) 0.003  

Missing 0  0   0.237b  

      0.343c  
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Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 1 (11.11) OR: <.01 (NE, NE) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: <.01 (NE, NE) NE  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

Missing 0  0   NEb  
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Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 1 (5.00) OR: <.01 (NE, NE) 0.380a  

No Event 15 (100.00) 19 (95.00) RR: <.01 (NE, NE) NE  

Total 15  20  ARR: 0.05 (-0.05, 0.15) 0.301  

Missing 1  0   NEb  
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Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 19 (95.00) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 20  21  ARR: 0.11 (-0.08, 0.30) 0.268  

Missing 0  0   0.354b  
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Table 2.1.5 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 13 (4.85) 18 (7.03) OR: 0.68 (0.33, 1.41) 0.296a  

No Event 255 (95.15) 238 (92.97) RR: 0.69 (0.35, 1.38) 0.299  

Total 268  256  ARR: 0.02 (-0.02, 0.06) 0.300  

Missing 2  2   0.167b  
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Table 2.1.6 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.62) 25 (10.73) OR: 0.32 (0.14, 0.72) 0.004a  

No Event 213 (96.38) 208 (89.27) RR: 0.34 (0.15, 0.74) 0.007  

Total 221  233  ARR: 0.07 (0.02, 0.12) 0.003  

Missing 2  1   0.178b  

      0.249c  
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Table 2.1.6 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 8 (4.23) 12 (6.45) OR: 0.63 (0.25, 1.58) 0.318a  

No Event 181 (95.77) 174 (93.55) RR: 0.65 (0.27, 1.53) 0.321  

Total 189  186  ARR: 0.02 (-0.02, 0.07) 0.323  

Missing 1  1   0.284b  
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Table 2.1.7 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 2 (3.23) 2 (5.41) OR: 0.71 (0.09, 5.31) 0.737a  

No Event 60 (96.77) 35 (94.59) RR: 0.72 (0.11, 4.74) 0.735  

Total 62  37  ARR: 0.01 (-0.07, 0.10) 0.745  

Missing 1  0   0.735b  
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Table 2.1.7 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 9 (5.20) 11 (6.25) OR: 0.84 (0.34, 2.06) 0.700a  

No Event 164 (94.80) 165 (93.75) RR: 0.85 (0.37, 1.96) 0.699  

Total 173  176  ARR: 0.01 (-0.04, 0.06) 0.702  

Missing 0  1   0.281b  

      0.144c  
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Table 2.1.7 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 5 (2.86) 24 (11.65) OR: 0.23 (0.09, 0.61) 0.002a  

No Event 170 (97.14) 182 (88.35) RR: 0.25 (0.09, 0.65) 0.005  

Total 175  206  ARR: 0.09 (0.04, 0.14) <.001  

Missing 2  1   0.293b  
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Table 2.1.8 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 8 (3.15) 27 (10.71) OR: 0.27 (0.12, 0.61) 0.001a  

No Event 246 (96.85) 225 (89.29) RR: 0.29 (0.14, 0.63) 0.002  

Total 254  252  ARR: 0.08 (0.03, 0.12) <.001  

Missing 1  1   0.933b  

      0.070c  
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Table 2.1.8 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 8 (5.13) 10 (5.99) OR: 0.85 (0.32, 2.20) 0.733a  

No Event 148 (94.87) 157 (94.01) RR: 0.85 (0.35, 2.11) 0.733  

Total 156  167  ARR: 0.01 (-0.04, 0.06) 0.731  

Missing 2  1   0.368b  
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Table 2.1.9 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.11) 8 (9.52) OR: 0.11 (0.01, 0.88) 0.013a  

No Event 89 (98.89) 76 (90.48) RR: 0.12 (0.02, 0.91) 0.040  

Total 90  84  ARR: 0.08 (0.02, 0.15) 0.013  

Missing 1  0   0.634b  

      0.130c  
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Table 2.1.9 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 15 (4.69) 29 (8.66) OR: 0.52 (0.27, 0.99) 0.042a  

No Event 305 (95.31) 306 (91.34) RR: 0.54 (0.30, 0.99) 0.046  

Total 320  335  ARR: 0.04 (0.00, 0.08) 0.040  

Missing 2  2   0.785b  
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Table 2.1.10 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 1 (1.11) 8 (9.52) OR: 0.11 (0.01, 0.88) 0.013a  

No Event 89 (98.89) 76 (90.48) RR: 0.12 (0.02, 0.91) 0.040  

Total 90  84  ARR: 0.08 (0.02, 0.15) 0.013  

Missing 1  0   0.634b  

      0.145c  
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Table 2.1.10 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 2 (2.44) 9 (12.16) OR: 0.18 (0.04, 0.86) 0.018a  

No Event 80 (97.56) 65 (87.84) RR: 0.20 (0.04, 0.90) 0.036  

Total 82  74  ARR: 0.10 (0.02, 0.18) 0.019  

Missing 0  1   0.684b  
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Table 2.1.10 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 5 (6.10) 10 (10.64) OR: 0.55 (0.18, 1.67) 0.285a  

No Event 77 (93.90) 84 (89.36) RR: 0.57 (0.20, 1.61) 0.291  

Total 82  94  ARR: 0.05 (-0.04, 0.13) 0.273  

Missing 0  0   0.552b  
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Table 2.1.10 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 8 (5.13) 10 (5.99) OR: 0.85 (0.32, 2.20) 0.733a  

No Event 148 (94.87) 157 (94.01) RR: 0.85 (0.35, 2.11) 0.733  

Total 156  167  ARR: 0.01 (-0.04, 0.06) 0.731  

Missing 2  1   0.368b  
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Table 2.1.11 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 15 (4.08) 33 (8.78) OR: 0.44 (0.24, 0.83) 0.009a  

No Event 353 (95.92) 343 (91.22) RR: 0.46 (0.26, 0.84) 0.011  

Total 368  376  ARR: 0.05 (0.01, 0.08) 0.009  

Missing 3  2   0.055b  

      0.597c  
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Table 2.1.11 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 4 (9.30) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 41 (97.62) 39 (90.70) RR: 0.25 (0.03, 2.16) 0.206  

Total 42  43  ARR: 0.07 (-0.03, 0.17) 0.158  

Missing 0  0   0.608b  
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Table 2.1.12 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 7 (3.11) 24 (10.71) OR: 0.27 (0.11, 0.63) 0.002a  

No Event 218 (96.89) 200 (89.29) RR: 0.29 (0.13, 0.66) 0.003  

Total 225  224  ARR: 0.08 (0.03, 0.12) 0.001  

Missing 1  1   NEb  

      NEc  
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Table 2.1.14 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 13 (3.57) 33 (8.92) OR: 0.38 (0.20, 0.73) 0.003a  

No Event 351 (96.43) 337 (91.08) RR: 0.40 (0.21, 0.75) 0.004  

Total 364  370  ARR: 0.05 (0.02, 0.09) 0.003  

Missing 3  2   0.070b  
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Table 2.1.14 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 4 (8.16) OR: 0.79 (0.17, 3.60) 0.736a  

No Event 43 (93.48) 45 (91.84) RR: 0.79 (0.20, 3.10) 0.737  

Total 46  49  ARR: 0.02 (-0.09, 0.13) 0.752  

Missing 0  0   0.027b  

      0.391c  
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Table 2.1.15 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 14 (5.13) 25 (8.96) OR: 0.54 (0.28, 1.07) 0.076a  

No Event 259 (94.87) 254 (91.04) RR: 0.57 (0.30, 1.07) 0.080  

Total 273  279  ARR: 0.04 (0.00, 0.08) 0.073  

Missing 1  2   0.745b  

      0.833c  
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Table 2.1.15 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 2 (2.78) 3 (4.05) OR: 0.67 (0.11, 4.04) 0.655a  

No Event 70 (97.22) 71 (95.95) RR: 0.68 (0.12, 3.70) 0.655  

Total 72  74  ARR: 0.01 (-0.05, 0.07) 0.659  

Missing 1  0   0.468b  
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Table 2.1.16 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 14 (4.53) 26 (8.64) OR: 0.50 (0.25, 0.97) 0.039a  

No Event 295 (95.47) 275 (91.36) RR: 0.52 (0.27, 0.98) 0.043  

Total 309  301  ARR: 0.04 (0.00, 0.08) 0.039  

Missing 2  2   0.403b  

      0.431c  
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Table 2.1.16 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (6.06) 2 (5.26) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 31 (93.94) 36 (94.74) RR: 0.81 (0.12, 5.28) 0.825  

Total 33  38  ARR: 0.01 (-0.10, 0.12) 0.825  

Missing 0  0   0.216b  
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Table 2.1.21 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 8 (4.30) 23 (11.11) OR: 0.36 (0.16, 0.83) 0.013a  

No Event 178 (95.70) 184 (88.89) RR: 0.38 (0.17, 0.85) 0.018  

Total 186  207  ARR: 0.07 (0.02, 0.12) 0.010  

Missing 2  1   0.212b  

      NEc  
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Table 2.1.23 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 6 (2.86) 13 (6.44) OR: 0.43 (0.16, 1.14) 0.083a  

No Event 204 (97.14) 189 (93.56) RR: 0.44 (0.17, 1.14) 0.092  

Total 210  202  ARR: 0.04 (0.00, 0.08) 0.084  

Missing 1  1   0.409b  

      NEc  
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Table 2.1.24 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

No Event 49 (94.23) 62 (98.41) RR: 4.71 (0.33, 67.61) 0.254  

Total 52  63  ARR: -0.04 (-0.11, 0.02) 0.211  

Missing 0  0   0.227b  
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Table 2.1.24 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 13 (3.72) 36 (10.29) OR: 0.34 (0.18, 0.65) 0.001a  

No Event 336 (96.28) 314 (89.71) RR: 0.36 (0.20, 0.67) 0.001  

Total 349  350  ARR: 0.07 (0.03, 0.10) <.001  

Missing 3  2   0.250b  

      0.019c  
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Table 2.1.25 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.30) 15 (6.88) OR: 0.45 (0.18, 1.14) 0.086a  

No Event 205 (96.70) 203 (93.12) RR: 0.47 (0.20, 1.14) 0.094  

Total 212  218  ARR: 0.04 (0.00, 0.08) 0.083  

Missing 1  0   0.949b  

      0.777c  
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Table 2.1.25 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 9 (4.55) 22 (10.95) OR: 0.39 (0.18, 0.87) 0.017a  

No Event 189 (95.45) 179 (89.05) RR: 0.42 (0.20, 0.88) 0.023  

Total 198  201  ARR: 0.06 (0.01, 0.12) 0.017  

Missing 2  2   0.017b  
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Table 2.1.26 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 10 (3.00) 26 (7.74) OR: 0.37 (0.17, 0.77) 0.006a  

No Event 323 (97.00) 310 (92.26) RR: 0.39 (0.19, 0.78) 0.008  

Total 333  336  ARR: 0.05 (0.01, 0.08) 0.006  

Missing 2  0   0.325b  

      0.537c  
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Table 2.1.26 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 6 (7.79) 11 (13.25) OR: 0.55 (0.19, 1.57) 0.262a  

No Event 71 (92.21) 72 (86.75) RR: 0.58 (0.22, 1.53) 0.271  

Total 77  83  ARR: 0.06 (-0.04, 0.15) 0.253  

Missing 1  2   0.141b  
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Table 2.1.27 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 13 (3.46) 29 (7.36) OR: 0.45 (0.23, 0.88) 0.016a  

No Event 363 (96.54) 365 (92.64) RR: 0.47 (0.25, 0.88) 0.019  

Total 376  394  ARR: 0.04 (0.01, 0.07) 0.015  

Missing 3  1   0.155b  

      0.332c  
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Table 2.1.27 

Subgroup Analysis for Primary Endpoint: Incidence of Severe COVID-19 Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 3 (8.82) 8 (32.00) OR: 0.21 (0.05, 0.90) 0.031a  

No Event 31 (91.18) 17 (68.00) RR: 0.27 (0.07, 0.99) 0.049  

Total 34  25  ARR: 0.23 (0.02, 0.44) 0.031  

Missing 0  1   0.335b  
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Table 2.3.1 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 65 Number of Participants with event, n (%) 10 (2.7) 29 (7.9)  

Number of Participants censored, n (%) 354 (97.3) 340 (92.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.75 (1.41, 4.82) 7.86 (5.40, 10.90)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95% CI)b 0.34 (0.17, 0.70)   

P-valueb 0.004   

 

 P-valuec 0.231   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.02, 0.09)   
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Table 2.3.1 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 65 Number of Participants with event, n (%) 6 (12.2) 8 (15.4)  

Number of Participants censored, n (%) 43 (87.8) 44 (84.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (8.0, NE) NE (6.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

12.29 (4.93, 23.22) 15.38 (7.13, 26.53)  

Stratified Log-Rank P-valuea 0.637   

 

 Hazard Ratio (95% CI)b 0.78 (0.27, 2.25)   

P-valueb 0.639   

 

 Absolute Risk Reduction (95% CI)d 0.03 (-0.11, 0.17)   
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Table 2.3.2 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 75 Number of Participants with event, n (%) 12 (3.0) 35 (8.5)  

Number of Participants censored, n (%) 383 (97.0) 376 (91.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.04 (1.66, 5.09) 8.52 (6.07, 11.48)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95% CI)b 0.35 (0.18, 0.67)   

P-valueb 0.002   

 

 P-valuec 0.242   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.02, 0.09)   

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.3.2 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 75 Number of Participants with event, n (%) 4 (22.2) 2 (20.0)  

Number of Participants censored, n (%) 14 (77.8) 8 (80.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (1.0, NE) NE (5.0, NE)  

Median (95% CI) NE (NE, NE) NE (5.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

22.22 (6.58, 43.56) 20.00 (2.64, 49.04)  

Stratified Log-Rank P-valuea 0.921   

 

 Hazard Ratio (95% CI)b 0.90 (0.15, 5.26)   

P-valueb 0.910   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.31, 0.33)   
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Table 2.3.3 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 80 Number of Participants with event, n (%) 14 (3.5) 36 (8.7)  

Number of Participants censored, n (%) 390 (96.5) 380 (91.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.47 (1.99, 5.59) 8.66 (6.20, 11.61)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95% CI)b 0.39 (0.21, 0.72)   

P-valueb 0.003   

 

 P-valuec 0.414   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.02, 0.09)   
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Table 2.3.3 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 80 Number of Participants with event, n (%) 2 (22.2) 1 (20.0)  

Number of Participants censored, n (%) 7 (77.8) 4 (80.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (1.0, NE) NE (5.0, NE)  

Median (95% CI) NE (1.0, NE) NE (5.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (5.0, NE)  

Min, Max 1, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

22.22 (2.80, 53.11) 20.00 (0.43, 62.11)  

Stratified Log-Rank P-valuea 0.897   

 

 Hazard Ratio (95% CI)b 1.17 (0.11, 12.98)   

P-valueb 0.897   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.43, 0.48)   
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Table 2.3.4 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Male Number of Participants with event, n (%) 8 (4.3) 21 (9.8)  

Number of Participants censored, n (%) 179 (95.7) 194 (90.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.28 (2.00, 7.89) 9.77 (6.26, 14.20)  

Stratified Log-Rank P-valuea 0.037   

 

 Hazard Ratio (95% CI)b 0.43 (0.19, 0.97)   

P-valueb 0.042   

 

 P-valuec 0.884   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.00, 0.11)   
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Table 2.3.4 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Female Number of Participants with event, n (%) 8 (3.5) 16 (7.8)  

Number of Participants censored, n (%) 218 (96.5) 190 (92.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.54 (1.66, 6.56) 7.77 (4.63, 11.95)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.46 (0.20, 1.09)   

P-valueb 0.077   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.00, 0.09)   
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Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

American Indian or Alaska Native Number of Participants with event, n (%) 2 (2.1) 14 (12.4)  

Number of Participants censored, n (%) 95 (97.9) 99 (87.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.06 (0.39, 6.58) 12.39 (7.11, 19.21)  

Stratified Log-Rank P-valuea 0.007   

 

 Hazard Ratio (95% CI)b 0.16 (0.04, 0.73)   

P-valueb 0.017   

 

 P-valuec 0.558   

 

 Absolute Risk Reduction (95% CI)d 0.10 (0.04, 0.18)   
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Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Asian Number of Participants with event, n (%) 0 (0.0) 1 (11.1)  

Number of Participants censored, n (%) 10 (100.0) 8 (88.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 29, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

0.00 (NE, NE) 11.11 (0.47, 40.64)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.00 (0.00, NE)   

P-valueb 0.998   

 

 Absolute Risk Reduction (95% CI)d 0.11 (-0.20, 0.44)   
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Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Black or African American Number of Participants with event, n (%) 0 (0.0) 1 (5.0)  

Number of Participants censored, n (%) 16 (100.0) 19 (95.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 6, 29 6, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

0.00 (NE, NE) 5.00 (0.31, 21.07)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.00 (0.00, NE)   

P-valueb 0.998   

 

 Absolute Risk Reduction (95% CI)d 0.05 (-0.15, 0.24)   
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Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Native Hawaiian or Other Pacific Islanders Number of Participants with event, n (%) 1 (5.0) 3 (14.3)  

Number of Participants censored, n (%) 19 (95.0) 18 (85.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (2.0, NE) NE (2.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.00 (0.31, 21.07) 14.29 (3.40, 32.62)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.30 (0.03, 3.02)   

P-valueb 0.310   

 

 Absolute Risk Reduction (95% CI)d 0.09 (-0.12, 0.31)   
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Table 2.3.5 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

White Number of Participants with event, n (%) 13 (4.8) 18 (7.0)  

Number of Participants censored, n (%) 257 (95.2) 240 (93.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.82 (2.69, 7.84) 6.98 (4.30, 10.54)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.69 (0.34, 1.40)   

P-valueb 0.303   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.02, 0.06)   
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Table 2.3.6 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Hispanic Number of Participants with event, n (%) 8 (3.6) 25 (10.7)  

Number of Participants censored, n (%) 215 (96.4) 209 (89.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.59 (1.68, 6.65) 10.70 (7.14, 15.06)  

Stratified Log-Rank P-valuea 0.005   

 

 Hazard Ratio (95% CI)b 0.33 (0.15, 0.74)   

P-valueb 0.007   

 

 P-valuec 0.296   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.02, 0.12)   
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Table 2.3.6 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Not Hispanic Number of Participants with event, n (%) 8 (4.2) 12 (6.4)  

Number of Participants censored, n (%) 182 (95.8) 175 (93.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.21 (1.97, 7.77) 6.42 (3.50, 10.55)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.63 (0.26, 1.56)   

P-valueb 0.319   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.02, 0.07)   
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Table 2.3.7 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

US Number of Participants with event, n (%) 2 (3.2) 2 (5.4)  

Number of Participants censored, n (%) 61 (96.8) 35 (94.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.17 (0.59, 9.87) 5.41 (0.95, 16.10)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.69 (0.09, 4.96)   

P-valueb 0.708   

 

 P-valuec 0.176   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.06, 0.15)   
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Table 2.3.7 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Europe Number of Participants with event, n (%) 9 (5.2) 11 (6.2)  

Number of Participants censored, n (%) 164 (94.8) 166 (93.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.20 (2.55, 9.23) 6.21 (3.28, 10.44)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.85 (0.35, 2.05)   

P-valueb 0.712   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.04, 0.06)   
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Table 2.3.7 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Other Number of Participants with event, n (%) 5 (2.8) 24 (11.6)  

Number of Participants censored, n (%) 172 (97.2) 183 (88.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.82 (1.06, 6.10) 11.61 (7.69, 16.41)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95% CI)b 0.24 (0.09, 0.64)   

P-valueb 0.004   

 

 Absolute Risk Reduction (95% CI)d 0.09 (0.04, 0.14)   
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Table 2.3.8 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≤ 5 days Number of Participants with event, n (%) 8 (3.1) 27 (10.7)  

Number of Participants censored, n (%) 247 (96.9) 226 (89.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.14 (1.47, 5.83) 10.67 (7.24, 14.85)  

Stratified Log-Rank P-valuea <.001   

 

 Hazard Ratio (95% CI)b 0.29 (0.13, 0.63)   

P-valueb 0.002   

 

 P-valuec 0.077   

 

 Absolute Risk Reduction (95% CI)d 0.08 (0.03, 0.12)   
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Table 2.3.8 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset > 5 days Number of Participants with event, n (%) 8 (5.1) 10 (6.0)  

Number of Participants censored, n (%) 150 (94.9) 158 (94.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.06 (2.37, 9.28) 5.96 (3.04, 10.26)  

Stratified Log-Rank P-valuea 0.747   

 

 Hazard Ratio (95% CI)b 0.86 (0.34, 2.18)   

P-valueb 0.748   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.04, 0.06)   
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Table 2.3.9 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≤ 3 days Number of Participants with event, n (%) 1 (1.1) 8 (9.5)  

Number of Participants censored, n (%) 90 (98.9) 76 (90.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

1.10 (0.09, 5.39) 9.52 (4.43, 16.97)  

Stratified Log-Rank P-valuea 0.013   

 

 Hazard Ratio (95% CI)b 0.11 (0.01, 0.90)   

P-valueb 0.040   

 

 P-valuec 0.160   

 

 Absolute Risk Reduction (95% CI)d 0.08 (0.02, 0.17)   
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Table 2.3.9 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset > 3 days Number of Participants with event, n (%) 15 (4.7) 29 (8.6)  

Number of Participants censored, n (%) 307 (95.3) 308 (91.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.66 (2.72, 7.36) 8.61 (5.92, 11.91)  

Stratified Log-Rank P-valuea 0.044   

 

 Hazard Ratio (95% CI)b 0.53 (0.29, 0.99)   

P-valueb 0.048   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.00, 0.08)   
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Table 2.3.10 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset < 25% Number of Participants with event, n (%) 1 (1.1) 8 (9.5)  

Number of Participants censored, n (%) 90 (98.9) 76 (90.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

1.10 (0.09, 5.39) 9.52 (4.43, 16.97)  

Stratified Log-Rank P-valuea 0.013   

 

 Hazard Ratio (95% CI)b 0.11 (0.01, 0.90)   

P-valueb 0.040   

 

 P-valuec 0.191   

 

 Absolute Risk Reduction (95% CI)d 0.08 (0.02, 0.17)   
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Table 2.3.10 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset 25-50% Number of Participants with event, n (%) 2 (2.4) 9 (12.0)  

Number of Participants censored, n (%) 80 (97.6) 66 (88.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.44 (0.46, 7.71) 12.00 (5.86, 20.50)  

Stratified Log-Rank P-valuea 0.021   

 

 Hazard Ratio (95% CI)b 0.20 (0.04, 0.91)   

P-valueb 0.038   

 

 Absolute Risk Reduction (95% CI)d 0.10 (0.02, 0.19)   
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Table 2.3.10 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset 50-75% Number of Participants with event, n (%) 5 (6.1) 10 (10.6)  

Number of Participants censored, n (%) 77 (93.9) 84 (89.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.10 (2.24, 12.74) 10.64 (5.42, 17.86)  

Stratified Log-Rank P-valuea 0.279   

 

 Hazard Ratio (95% CI)b 0.56 (0.19, 1.63)   

P-valueb 0.284   

 

 Absolute Risk Reduction (95% CI)d 0.05 (-0.04, 0.13)   
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Table 2.3.10 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≥ 75% Number of Participants with event, n (%) 8 (5.1) 10 (6.0)  

Number of Participants censored, n (%) 150 (94.9) 158 (94.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.06 (2.37, 9.28) 5.96 (3.04, 10.26)  

Stratified Log-Rank P-valuea 0.747   

 

 Hazard Ratio (95% CI)b 0.86 (0.34, 2.18)   

P-valueb 0.748   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.04, 0.06)   
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Table 2.3.11 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

High risk Number of Participants with event, n (%) 15 (4.0) 33 (8.7)  

Number of Participants censored, n (%) 356 (96.0) 345 (91.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.04 (2.36, 6.41) 8.74 (6.16, 11.86)  

Stratified Log-Rank P-valuea 0.009   

 

 Hazard Ratio (95% CI)b 0.45 (0.25, 0.84)   

P-valueb 0.011   

 

 P-valuec 0.599   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.01, 0.08)   
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Table 2.3.11 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Low risk Number of Participants with event, n (%) 1 (2.4) 4 (9.3)  

Number of Participants censored, n (%) 41 (97.6) 39 (90.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.38 (0.18, 10.94) 9.30 (2.92, 20.28)  

Stratified Log-Rank P-valuea 0.175   

 

 Hazard Ratio (95% CI)b 0.25 (0.03, 2.20)   

P-valueb 0.210   

 

 Absolute Risk Reduction (95% CI)d 0.07 (-0.04, 0.20)   
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Table 2.3.12 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

High risk + time from symptom onset ≤ 5 days Number of Participants with event, n (%) 7 (3.1) 24 (10.7)  

Number of Participants censored, n (%) 219 (96.9) 201 (89.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.10 (1.37, 5.99) 10.67 (7.06, 15.12)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95% CI)b 0.28 (0.12, 0.65)   

P-valueb 0.003   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d 0.08 (0.03, 0.13)   
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Table 2.3.14 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

At least one co-morbidity Number of Participants with event, n (%) 13 (3.5) 33 (8.9)  

Number of Participants censored, n (%) 354 (96.5) 339 (91.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.54 (1.98, 5.81) 8.88 (6.26, 12.04)  

Stratified Log-Rank P-valuea 0.003   

 

 Hazard Ratio (95% CI)b 0.39 (0.21, 0.74)   

P-valueb 0.004   

 

 P-valuec 0.345   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.02, 0.09)   
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Table 2.3.14 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

No co-morbidity Number of Participants with event, n (%) 3 (6.5) 4 (8.2)  

Number of Participants censored, n (%) 43 (93.5) 45 (91.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.52 (1.67, 16.20) 8.16 (2.57, 17.99)  

Stratified Log-Rank P-valuea 0.734   

 

 Hazard Ratio (95% CI)b 0.76 (0.16, 3.65)   

P-valueb 0.729   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.11, 0.14)   
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Table 2.3.15 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline Vitamin D < 30 ng/mL Number of Participants with event, n (%) 14 (5.1) 25 (8.9)  

Number of Participants censored, n (%) 260 (94.9) 256 (91.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.11 (2.93, 8.17) 8.90 (5.94, 12.60)  

Stratified Log-Rank P-valuea 0.087   

 

 Hazard Ratio (95% CI)b 0.57 (0.30, 1.09)   

P-valueb 0.091   

 

 P-valuec 0.861   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.00, 0.08)   
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Table 2.3.15 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline Vitamin D ≥ 30 ng/mL Number of Participants with event, n (%) 2 (2.7) 3 (4.1)  

Number of Participants censored, n (%) 71 (97.3) 71 (95.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.74 (0.51, 8.60) 4.05 (1.07, 10.40)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.65 (0.11, 3.96)   

P-valueb 0.639   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.06, 0.09)   
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Table 2.3.16 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline zinc < 100 ug/dL Number of Participants with event, n (%) 14 (4.5) 26 (8.6)  

Number of Participants censored, n (%) 297 (95.5) 277 (91.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.50 (2.58, 7.22) 8.59 (5.77, 12.09)  

Stratified Log-Rank P-valuea 0.045   

 

 Hazard Ratio (95% CI)b 0.52 (0.27, 1.00)   

P-valueb 0.049   

 

 P-valuec 0.448   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.00, 0.08)   
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Table 2.3.16 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline zinc ≥ 100 ug/dL Number of Participants with event, n (%) 2 (6.1) 2 (5.3)  

Number of Participants censored, n (%) 31 (93.9) 36 (94.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

6.06 (1.05, 17.85) 5.26 (0.92, 15.71)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.76 (0.11, 5.37)   

P-valueb 0.780   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.15, 0.12)   
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Table 2.3.21 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Adjunctive therapy Number of Participants with event, n (%) 8 (4.3) 23 (11.1)  

Number of Participants censored, n (%) 180 (95.7) 185 (88.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.26 (1.99, 7.85) 11.07 (7.26, 15.78)  

Stratified Log-Rank P-valuea 0.013   

 

 Hazard Ratio (95% CI)b 0.37 (0.17, 0.84)   

P-valueb 0.017   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.02, 0.12)   
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Table 2.3.23 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

None Number of Participants with event, n (%) 6 (2.8) 13 (6.4)  

Number of Participants censored, n (%) 205 (97.2) 190 (93.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.84 (1.17, 5.78) 6.40 (3.58, 10.35)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.44 (0.17, 1.17)   

P-valueb 0.099   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d 0.04 (-0.01, 0.08)   
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Table 2.3.24 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Positive baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 3 (5.8) 1 (1.6)  

Number of Participants censored, n (%) 49 (94.2) 62 (98.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

5.77 (1.49, 14.46) 1.59 (0.13, 7.57)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 3.94 (0.40, 38.59)   

P-valueb 0.238   

 

 P-valuec 0.048   

 

 Absolute Risk Reduction (95% CI)d -0.04 (-0.14, 0.03)   
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Table 2.3.24 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Negative baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 13 (3.7) 36 (10.2)  

Number of Participants censored, n (%) 339 (96.3) 316 (89.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.69 (2.07, 6.05) 10.23 (7.34, 13.67)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 0.35 (0.19, 0.66)   

P-valueb 0.001   

 

 Absolute Risk Reduction (95% CI)d 0.07 (0.03, 0.11)   
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Table 2.3.25 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 2 Number of Participants with event, n (%) 7 (3.3) 15 (6.9)  

Number of Participants censored, n (%) 206 (96.7) 203 (93.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.29 (1.46, 6.34) 6.88 (4.02, 10.76)  

Stratified Log-Rank P-valuea 0.091   

 

 Hazard Ratio (95% CI)b 0.47 (0.19, 1.15)   

P-valueb 0.098   

 

 P-valuec 0.801   

 

 Absolute Risk Reduction (95% CI)d 0.04 (-0.01, 0.08)   
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Table 2.3.25 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 2 Number of Participants with event, n (%) 9 (4.5) 22 (10.8)  

Number of Participants censored, n (%) 191 (95.5) 181 (89.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

4.51 (2.21, 8.03) 10.85 (7.04, 15.59)  

Stratified Log-Rank P-valuea 0.017   

 

 Hazard Ratio (95% CI)b 0.40 (0.19, 0.87)   

P-valueb 0.021   

 

 Absolute Risk Reduction (95% CI)d 0.06 (0.01, 0.12)   
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Table 2.3.26 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 3 Number of Participants with event, n (%) 10 (3.0) 26 (7.7)  

Number of Participants censored, n (%) 325 (97.0) 310 (92.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

2.99 (1.53, 5.23) 7.74 (5.20, 10.92)  

Stratified Log-Rank P-valuea 0.006   

 

 Hazard Ratio (95% CI)b 0.38 (0.18, 0.78)   

P-valueb 0.009   

 

 P-valuec 0.465   

 

 Absolute Risk Reduction (95% CI)d 0.05 (0.01, 0.08)   
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Table 2.3.26 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 3 Number of Participants with event, n (%) 6 (7.7) 11 (12.9)  

Number of Participants censored, n (%) 72 (92.3) 74 (87.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 3, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

7.71 (3.12, 15.04) 12.99 (6.86, 21.11)  

Stratified Log-Rank P-valuea 0.284   

 

 Hazard Ratio (95% CI)b 0.58 (0.22, 1.58)   

P-valueb 0.289   

 

 Absolute Risk Reduction (95% CI)d 0.05 (-0.05, 0.15)   
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Table 2.3.27 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 4 Number of Participants with event, n (%) 13 (3.4) 29 (7.3)  

Number of Participants censored, n (%) 366 (96.6) 366 (92.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 29 1, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

3.43 (1.92, 5.63) 7.34 (5.04, 10.19)  

Stratified Log-Rank P-valuea 0.017   

 

 Hazard Ratio (95% CI)b 0.46 (0.24, 0.88)   

P-valueb 0.020   

 

 P-valuec 0.484   

 

 Absolute Risk Reduction (95% CI)d 0.04 (0.01, 0.07)   
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Table 2.3.27 

Subgroup Analysis for Primary Endpoint: Time to Severe COVID-19 on or Before Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 4 Number of Participants with event, n (%) 3 (8.8) 8 (30.8)  

Number of Participants censored, n (%) 31 (91.2) 18 (69.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) 9.0 (3.0, NE)  

Median (95% CI) NE (NE, NE) NE (10.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 3, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

8.82 (2.20, 21.33) 31.35 (14.54, 49.77)  

Stratified Log-Rank P-valuea 0.032   

 

 Hazard Ratio (95% CI)b 0.26 (0.07, 0.98)   

P-valueb 0.046   

 

 Absolute Risk Reduction (95% CI)d 0.22 (0.02, 0.43)   

 

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.5.1 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 11 (3.13) 30 (8.40) OR: 0.35 (0.17, 0.72) 0.003a  

No Event 340 (96.87) 327 (91.60) RR: 0.37 (0.19, 0.73) 0.004  

Total 351  357  ARR: 0.05 (0.02, 0.09) 0.002  

Missing 13  12   0.322b  

      0.121c  
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Table 2.5.1 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 9 (18.75) 10 (20.00) OR: 0.92 (0.35, 2.45) 0.866a  

No Event 39 (81.25) 40 (80.00) RR: 0.93 (0.42, 2.09) 0.867  

Total 48  50  ARR: 0.01 (-0.15, 0.17) 0.868  

Missing 1  2   0.045b  
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Table 2.5.2 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 13 (3.41) 38 (9.57) OR: 0.34 (0.18, 0.64) 0.001a  

No Event 368 (96.59) 359 (90.43) RR: 0.36 (0.19, 0.66) <.001  

Total 381  397  ARR: 0.06 (0.03, 0.10) <.001  

Missing 14  14   0.087b  

      0.030c  
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Table 2.5.2 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 7 (38.89) 2 (20.00) OR: 2.05 (0.36, 11.78) 0.401a  

No Event 11 (61.11) 8 (80.00) RR: 1.67 (0.50, 5.64) 0.408  

Total 18  10  ARR: -0.16 (-0.53, 0.21) 0.392  

Missing 0  0   0.078b  
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Table 2.5.3 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 17 (4.36) 39 (9.70) OR: 0.42 (0.24, 0.76) 0.003a  

No Event 373 (95.64) 363 (90.30) RR: 0.45 (0.26, 0.78) 0.004  

Total 390  402  ARR: 0.05 (0.02, 0.09) 0.003  

Missing 14  14   0.275b  

      0.235c  
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Table 2.5.3 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

No Event 6 (66.67) 4 (80.00) RR: 1.60 (0.15, 16.83) 0.695  

Total 9  5  ARR: -0.12 (-0.65, 0.42) 0.668  

Missing 0  0   0.025b  
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Table 2.5.4 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 10 (5.56) 23 (11.17) OR: 0.48 (0.22, 1.03) 0.055a  

No Event 170 (94.44) 183 (88.83) RR: 0.51 (0.25, 1.03) 0.062  

Total 180  206  ARR: 0.06 (0.00, 0.11) 0.051  

Missing 7  9   0.113b  
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Table 2.5.4 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 10 (4.57) 17 (8.46) OR: 0.53 (0.24, 1.18) 0.117a  

No Event 209 (95.43) 184 (91.54) RR: 0.55 (0.26, 1.17) 0.122  

Total 219  201  ARR: 0.04 (-0.01, 0.09) 0.119  

Missing 7  5   0.863b  

      0.859c  
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Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.20) 14 (12.84) OR: 0.15 (0.03, 0.71) 0.008a  

No Event 89 (97.80) 95 (87.16) RR: 0.16 (0.03, 0.78) 0.023  

Total 91  109  ARR: 0.10 (0.03, 0.17) 0.003  

Missing 6  4   0.251b  

      0.296c  
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Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 1 (12.50) OR: <.01 (NE, NE) 0.186a  

No Event 10 (100.00) 7 (87.50) RR: <.01 (NE, NE) NE  

Total 10  8  ARR: 0.17 (-0.13, 0.47) 0.266  

Missing 0  1   NEb  
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Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.67) 1 (5.88) OR: 1.04 (0.05, 20.11) 0.982a  

No Event 14 (93.33) 16 (94.12) RR: 1.04 (0.04, 24.19) 0.982  

Total 15  17  ARR: 0.00 (-0.17, 0.16) 0.981  

Missing 1  3   0.194b  
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Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 19 (95.00) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 20  21  ARR: 0.11 (-0.08, 0.30) 0.268  

Missing 0  0   0.354b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 5 of 5 

Table 2.5.5 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 16 (6.08) 21 (8.33) OR: 0.72 (0.37, 1.41) 0.331a  

No Event 247 (93.92) 231 (91.67) RR: 0.73 (0.39, 1.37) 0.333  

Total 263  252  ARR: 0.02 (-0.02, 0.07) 0.333  

Missing 7  6   0.206b  
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Table 2.5.6 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.77) 26 (11.40) OR: 0.31 (0.13, 0.69) 0.003a  

No Event 204 (96.23) 202 (88.60) RR: 0.33 (0.15, 0.72) 0.005  

Total 212  228  ARR: 0.08 (0.03, 0.12) 0.002  

Missing 11  6   0.262b  

      0.091c  
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Table 2.5.6 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 12 (6.42) 14 (7.82) OR: 0.79 (0.36, 1.75) 0.556a  

No Event 175 (93.58) 165 (92.18) RR: 0.80 (0.39, 1.66) 0.557  

Total 187  179  ARR: 0.02 (-0.04, 0.07) 0.562  

Missing 3  8   0.185b  
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Table 2.5.7 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 3 (4.92) 2 (6.06) OR: 1.03 (0.16, 6.41) 0.976a  

No Event 58 (95.08) 31 (93.94) RR: 1.03 (0.19, 5.41) 0.976  

Total 61  33  ARR: 0.00 (-0.10, 0.10) 0.976  

Missing 2  4   0.452b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 3 

Table 2.5.7 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 12 (7.02) 13 (7.51) OR: 0.93 (0.41, 2.09) 0.860a  

No Event 159 (92.98) 160 (92.49) RR: 0.94 (0.44, 1.97) 0.860  

Total 171  173  ARR: 0.00 (-0.05, 0.06) 0.861  

Missing 2  4   0.266b  

      0.065c  
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Table 2.5.7 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 5 (2.99) 25 (12.44) OR: 0.22 (0.08, 0.60) 0.001a  

No Event 162 (97.01) 176 (87.56) RR: 0.24 (0.09, 0.63) 0.004  

Total 167  201  ARR: 0.09 (0.04, 0.14) <.001  

Missing 10  6   0.411b  
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Table 2.5.8 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 10 (4.08) 29 (11.79) OR: 0.32 (0.15, 0.67) 0.002a  

No Event 235 (95.92) 217 (88.21) RR: 0.35 (0.17, 0.70) 0.003  

Total 245  246  ARR: 0.08 (0.03, 0.12) 0.001  

Missing 10  7   0.952b  

      0.061c  
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Table 2.5.8 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 10 (6.49) 11 (6.83) OR: 0.94 (0.39, 2.29) 0.896a  

No Event 144 (93.51) 150 (93.17) RR: 0.95 (0.41, 2.17) 0.896  

Total 154  161  ARR: 0.00 (-0.05, 0.06) 0.896  

Missing 4  7   0.345b  
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Table 2.5.9 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.18) 8 (9.88) OR: 0.11 (0.01, 0.90) 0.014a  

No Event 84 (98.82) 73 (90.12) RR: 0.12 (0.02, 0.93) 0.042  

Total 85  81  ARR: 0.09 (0.02, 0.16) 0.014  

Missing 6  3   0.631b  

      0.098c  
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Table 2.5.9 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 19 (6.05) 32 (9.82) OR: 0.59 (0.33, 1.06) 0.077a  

No Event 295 (93.95) 294 (90.18) RR: 0.61 (0.36, 1.06) 0.080  

Total 314  326  ARR: 0.04 (0.00, 0.08) 0.074  

Missing 8  11   0.699b  
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Table 2.5.10 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 1 (1.18) 8 (9.88) OR: 0.11 (0.01, 0.90) 0.014a  

No Event 84 (98.82) 73 (90.12) RR: 0.12 (0.02, 0.93) 0.042  

Total 85  81  ARR: 0.09 (0.02, 0.16) 0.014  

Missing 6  3   0.631b  

      0.125c  
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Table 2.5.10 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 3 (3.75) 10 (13.70) OR: 0.24 (0.06, 0.92) 0.027a  

No Event 77 (96.25) 63 (86.30) RR: 0.27 (0.08, 0.95) 0.041  

Total 80  73  ARR: 0.10 (0.01, 0.19) 0.027  

Missing 2  2   0.638b  
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Table 2.5.10 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 6 (7.50) 11 (11.96) OR: 0.60 (0.21, 1.69) 0.331a  

No Event 74 (92.50) 81 (88.04) RR: 0.63 (0.24, 1.62) 0.335  

Total 80  92  ARR: 0.04 (-0.04, 0.13) 0.320  

Missing 2  2   0.601b  
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Table 2.5.10 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 10 (6.49) 11 (6.83) OR: 0.94 (0.39, 2.29) 0.896a  

No Event 144 (93.51) 150 (93.17) RR: 0.95 (0.41, 2.17) 0.896  

Total 154  161  ARR: 0.00 (-0.05, 0.06) 0.896  

Missing 4  7   0.345b  
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Table 2.5.11 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 19 (5.32) 36 (9.89) OR: 0.51 (0.29, 0.91) 0.021a  

No Event 338 (94.68) 328 (90.11) RR: 0.54 (0.31, 0.92) 0.024  

Total 357  364  ARR: 0.05 (0.01, 0.08) 0.020  

Missing 14  14   0.052b  

      0.507c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.5.11 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 4 (9.30) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 41 (97.62) 39 (90.70) RR: 0.25 (0.03, 2.16) 0.206  

Total 42  43  ARR: 0.07 (-0.03, 0.17) 0.158  

Missing 0  0   0.608b  
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Table 2.5.12 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 9 (4.17) 26 (11.93) OR: 0.32 (0.15, 0.70) 0.003a  

No Event 207 (95.83) 192 (88.07) RR: 0.35 (0.17, 0.73) 0.005  

Total 216  218  ARR: 0.08 (0.03, 0.13) 0.003  

Missing 10  7   NEb  

      NEc  
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Table 2.5.14 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 17 (4.82) 36 (10.06) OR: 0.45 (0.25, 0.82) 0.008a  

No Event 336 (95.18) 322 (89.94) RR: 0.48 (0.27, 0.84) 0.010  

Total 353  358  ARR: 0.05 (0.01, 0.09) 0.008  

Missing 14  14   0.066b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.5.14 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 4 (8.16) OR: 0.79 (0.17, 3.60) 0.736a  

No Event 43 (93.48) 45 (91.84) RR: 0.79 (0.20, 3.10) 0.737  

Total 46  49  ARR: 0.02 (-0.09, 0.13) 0.752  

Missing 0  0   0.027b  

      0.514c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.5.15 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 15 (5.66) 28 (10.26) OR: 0.52 (0.27, 0.99) 0.046a  

No Event 250 (94.34) 245 (89.74) RR: 0.54 (0.29, 1.00) 0.049  

Total 265  273  ARR: 0.05 (0.00, 0.09) 0.043  

Missing 9  8   0.673b  

      0.458c  
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Table 2.5.15 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (4.29) 3 (4.23) OR: 0.95 (0.18, 4.90) 0.950a  

No Event 67 (95.71) 68 (95.77) RR: 0.95 (0.20, 4.46) 0.950  

Total 70  71  ARR: 0.00 (-0.07, 0.07) 0.951  

Missing 3  3   0.723b  
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Table 2.5.16 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 16 (5.35) 29 (9.86) OR: 0.51 (0.27, 0.96) 0.036a  

No Event 283 (94.65) 265 (90.14) RR: 0.53 (0.29, 0.97) 0.039  

Total 299  294  ARR: 0.05 (0.00, 0.09) 0.034  

Missing 12  9   0.397b  

      0.462c  
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Table 2.5.16 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (6.06) 2 (5.41) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 31 (93.94) 35 (94.59) RR: 0.81 (0.12, 5.28) 0.825  

Total 33  37  ARR: 0.01 (-0.10, 0.13) 0.825  

Missing 0  1   0.216b  
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Table 2.5.21 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 10 (5.56) 24 (12.00) OR: 0.43 (0.20, 0.93) 0.030a  

No Event 170 (94.44) 176 (88.00) RR: 0.46 (0.22, 0.95) 0.035  

Total 180  200  ARR: 0.06 (0.01, 0.12) 0.025  

Missing 8  8   0.602b  

      NEc  
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Table 2.5.23 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 8 (3.88) 14 (7.11) OR: 0.53 (0.22, 1.30) 0.160a  

No Event 198 (96.12) 183 (92.89) RR: 0.55 (0.24, 1.28) 0.167  

Total 206  197  ARR: 0.03 (-0.01, 0.08) 0.162  

Missing 5  6   0.117b  

      NEc  
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Table 2.5.24 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 4 (7.84) 1 (1.64) OR: 6.39 (0.55, 74.31) 0.100a  

No Event 47 (92.16) 60 (98.36) RR: 6.39 (0.49, 82.64) 0.156  

Total 51  61  ARR: -0.07 (-0.15, 0.01) 0.107  

Missing 1  2   0.161b  
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Table 2.5.24 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 16 (4.72) 39 (11.47) OR: 0.39 (0.21, 0.70) 0.001a  

No Event 323 (95.28) 301 (88.53) RR: 0.41 (0.24, 0.72) 0.002  

Total 339  340  ARR: 0.07 (0.03, 0.11) 0.001  

Missing 13  12   0.148b  

      0.008c  
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Table 2.5.25 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.38) 15 (7.14) OR: 0.45 (0.18, 1.12) 0.081a  

No Event 200 (96.62) 195 (92.86) RR: 0.47 (0.19, 1.12) 0.089  

Total 207  210  ARR: 0.04 (0.00, 0.08) 0.078  

Missing 6  8   0.941b  

      0.874c  
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Table 2.5.25 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 13 (6.77) 25 (12.69) OR: 0.50 (0.25, 1.01) 0.050a  

No Event 179 (93.23) 172 (87.31) RR: 0.53 (0.28, 1.02) 0.056  

Total 192  197  ARR: 0.06 (0.00, 0.12) 0.048  

Missing 8  6   0.022b  
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Table 2.5.26 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 11 (3.41) 27 (8.31) OR: 0.39 (0.19, 0.80) 0.008a  

No Event 312 (96.59) 298 (91.69) RR: 0.41 (0.21, 0.81) 0.010  

Total 323  325  ARR: 0.05 (0.01, 0.09) 0.007  

Missing 12  11   0.262b  

      0.306c  
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Table 2.5.26 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 9 (11.84) 13 (15.85) OR: 0.72 (0.29, 1.79) 0.479a  

No Event 67 (88.16) 69 (84.15) RR: 0.75 (0.33, 1.68) 0.483  

Total 76  82  ARR: 0.04 (-0.07, 0.15) 0.473  

Missing 2  3   0.163b  
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Table 2.5.27 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 16 (4.38) 32 (8.36) OR: 0.50 (0.27, 0.93) 0.025a  

No Event 349 (95.62) 351 (91.64) RR: 0.52 (0.29, 0.93) 0.029  

Total 365  383  ARR: 0.04 (0.01, 0.07) 0.024  

Missing 14  12   0.195b  

      0.399c  
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Table 2.5.27 

Subgroup Analysis for Key Secondary Endpoint: Death from Any Cause or Hospitalization for COVID-19 Complications or Sequelae during the 168-day Post-dose 

Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 4 (11.76) 8 (33.33) OR: 0.25 (0.06, 1.02) 0.049a  

No Event 30 (88.24) 16 (66.67) RR: 0.32 (0.10, 1.08) 0.066  

Total 34  24  ARR: 0.22 (0.00, 0.44) 0.049  

Missing 0  2   0.227b  
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Table 2.7.1 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 11 (3.02) 30 (8.13) OR: 0.35 (0.17, 0.71) 0.003a  

No Event 353 (96.98) 339 (91.87) RR: 0.37 (0.19, 0.73) 0.004  

Total 364  369  ARR: 0.05 (0.02, 0.08) 0.002  

Missing 0  0   0.304b  

      0.443c  
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Table 2.7.1 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 6 (12.24) 10 (19.23) OR: 0.60 (0.21, 1.74) 0.330a  

No Event 43 (87.76) 42 (80.77) RR: 0.64 (0.25, 1.61) 0.342  

Total 49  52  ARR: 0.07 (-0.07, 0.22) 0.338  

Missing 0  0   0.023b  
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Table 2.7.2 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 13 (3.29) 38 (9.25) OR: 0.34 (0.18, 0.64) 0.001a  

No Event 382 (96.71) 373 (90.75) RR: 0.36 (0.19, 0.66) 0.001  

Total 395  411  ARR: 0.06 (0.03, 0.09) <.001  

Missing 0  0   0.079b  

      0.220c  
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Table 2.7.2 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 4 (22.22) 2 (20.00) OR: 0.99 (0.17, 5.95) 0.992a  

No Event 14 (77.78) 8 (80.00) RR: 0.99 (0.26, 3.83) 0.992  

Total 18  10  ARR: 0.00 (-0.35, 0.35) 0.993  

Missing 0  0   0.060b  
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Table 2.7.3 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 15 (3.71) 39 (9.38) OR: 0.37 (0.20, 0.69) 0.001a  

No Event 389 (96.29) 377 (90.63) RR: 0.40 (0.22, 0.71) 0.002  

Total 404  416  ARR: 0.06 (0.02, 0.09) 0.001  

Missing 0  0   0.140b  

      0.417c  
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Table 2.7.3 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

Missing 0  0   0.064b  
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Table 2.7.4 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 8 (4.28) 23 (10.70) OR: 0.39 (0.17, 0.88) 0.017a  

No Event 179 (95.72) 192 (89.30) RR: 0.41 (0.19, 0.88) 0.023  

Total 187  215  ARR: 0.06 (0.01, 0.12) 0.015  

Missing 0  0   0.102b  

      0.723c  
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Table 2.7.4 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 9 (3.98) 17 (8.25) OR: 0.47 (0.20, 1.08) 0.072a  

No Event 217 (96.02) 189 (91.75) RR: 0.49 (0.22, 1.08) 0.077  

Total 226  206  ARR: 0.04 (0.00, 0.09) 0.073  

Missing 0  0   0.746b  
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Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

No Event 95 (97.94) 99 (87.61) RR: 0.16 (0.03, 0.75) 0.020  

Total 97  113  ARR: 0.10 (0.03, 0.17) 0.003  

Missing 0  0   0.237b  

      0.418c  
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Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 1 (11.11) OR: 0.20 (0.01, 6.04) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: 0.25 (0.01, 5.13) 0.368  

Total 10  9  ARR: NE NE  

Missing 0  0   NEb  
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Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

No Event 15 (93.75) 19 (95.00) RR: 1.25 (0.07, 21.21) 0.875  

Total 16  20  ARR: -0.01 (-0.17, 0.14) 0.875  

Missing 0  0   0.150b  
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Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 19 (95.00) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 20  21  ARR: 0.11 (-0.08, 0.30) 0.268  

Missing 0  0   0.354b  
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Table 2.7.5 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 13 (4.81) 21 (8.14) OR: 0.58 (0.28, 1.17) 0.123a  

No Event 257 (95.19) 237 (91.86) RR: 0.60 (0.31, 1.16) 0.128  

Total 270  258  ARR: 0.03 (-0.01, 0.08) 0.126  

Missing 0  0   0.150b  
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Table 2.7.6 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 8 (3.59) 26 (11.11) OR: 0.30 (0.13, 0.68) 0.002a  

No Event 215 (96.41) 208 (88.89) RR: 0.32 (0.15, 0.70) 0.005  

Total 223  234  ARR: 0.07 (0.03, 0.12) 0.002  

Missing 0  0   0.243b  

      0.228c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.7.6 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 9 (4.74) 14 (7.49) OR: 0.61 (0.26, 1.43) 0.244a  

No Event 181 (95.26) 173 (92.51) RR: 0.63 (0.28, 1.39) 0.248  

Total 190  187  ARR: 0.03 (-0.02, 0.08) 0.251  

Missing 0  0   0.132b  
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Table 2.7.7 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 3 (4.76) 2 (5.41) OR: 1.12 (0.18, 6.95) 0.904a  

No Event 60 (95.24) 35 (94.59) RR: 1.11 (0.21, 5.89) 0.903  

Total 63  37  ARR: -0.01 (-0.10, 0.09) 0.904  

Missing 0  0   0.463b  

      0.145c  
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Table 2.7.7 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 9 (5.20) 13 (7.34) OR: 0.70 (0.29, 1.67) 0.416a  

No Event 164 (94.80) 164 (92.66) RR: 0.72 (0.32, 1.61) 0.418  

Total 173  177  ARR: 0.02 (-0.03, 0.07) 0.419  

Missing 0  0   0.178b  
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Table 2.7.7 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 5 (2.82) 25 (12.08) OR: 0.22 (0.08, 0.58) 0.001a  

No Event 172 (97.18) 182 (87.92) RR: 0.23 (0.09, 0.61) 0.003  

Total 177  207  ARR: 0.09 (0.04, 0.14) <.001  

Missing 0  0   0.389b  
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Table 2.7.8 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 8 (3.14) 29 (11.46) OR: 0.25 (0.11, 0.56) <.001a  

No Event 247 (96.86) 224 (88.54) RR: 0.27 (0.13, 0.59) 0.001  

Total 255  253  ARR: 0.08 (0.04, 0.13) <.001  

Missing 0  0   0.877b  

      0.042c  
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Table 2.7.8 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 9 (5.70) 11 (6.55) OR: 0.86 (0.35, 2.13) 0.744a  

No Event 149 (94.30) 157 (93.45) RR: 0.87 (0.37, 2.04) 0.744  

Total 158  168  ARR: 0.01 (-0.04, 0.06) 0.743  

Missing 0  0   0.366b  
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Table 2.7.9 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

No Event 90 (98.90) 76 (90.48) RR: 0.12 (0.02, 0.90) 0.039  

Total 91  84  ARR: 0.08 (0.02, 0.15) 0.013  

Missing 0  0   0.636b  

      0.136c  
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Table 2.7.9 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 16 (4.97) 32 (9.50) OR: 0.50 (0.27, 0.92) 0.025a  

No Event 306 (95.03) 305 (90.50) RR: 0.52 (0.29, 0.93) 0.028  

Total 322  337  ARR: 0.05 (0.01, 0.08) 0.023  

Missing 0  0   0.302b  
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Table 2.7.10 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

No Event 90 (98.90) 76 (90.48) RR: 0.12 (0.02, 0.90) 0.039  

Total 91  84  ARR: 0.08 (0.02, 0.15) 0.013  

Missing 0  0   0.636b  

      0.110c  
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Table 2.7.10 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 2 (2.44) 10 (13.33) OR: 0.16 (0.03, 0.76) 0.011a  

No Event 80 (97.56) 65 (86.67) RR: 0.18 (0.04, 0.81) 0.025  

Total 82  75  ARR: 0.11 (0.03, 0.19) 0.011  

Missing 0  0   0.700b  
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Table 2.7.10 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 5 (6.10) 11 (11.70) OR: 0.49 (0.16, 1.48) 0.200a  

No Event 77 (93.90) 83 (88.30) RR: 0.52 (0.19, 1.44) 0.208  

Total 82  94  ARR: 0.06 (-0.03, 0.14) 0.187  

Missing 0  0   0.499b  
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Table 2.7.10 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 9 (5.70) 11 (6.55) OR: 0.86 (0.35, 2.13) 0.744a  

No Event 149 (94.30) 157 (93.45) RR: 0.87 (0.37, 2.04) 0.744  

Total 158  168  ARR: 0.01 (-0.04, 0.06) 0.743  

Missing 0  0   0.366b  
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Table 2.7.11 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 16 (4.31) 36 (9.52) OR: 0.43 (0.24, 0.79) 0.005a  

No Event 355 (95.69) 342 (90.48) RR: 0.45 (0.26, 0.80) 0.007  

Total 371  378  ARR: 0.05 (0.02, 0.09) 0.005  

Missing 0  0   0.032b  

      0.615c  
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Table 2.7.11 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 4 (9.30) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 41 (97.62) 39 (90.70) RR: 0.25 (0.03, 2.16) 0.206  

Total 42  43  ARR: 0.07 (-0.03, 0.17) 0.158  

Missing 0  0   0.608b  
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Table 2.7.12 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 7 (3.10) 26 (11.56) OR: 0.24 (0.10, 0.58) 0.001a  

No Event 219 (96.90) 199 (88.44) RR: 0.27 (0.12, 0.60) 0.002  

Total 226  225  ARR: 0.08 (0.04, 0.13) <.001  

Missing 0  0   NEb  

      NEc  
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Table 2.7.14 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 14 (3.81) 36 (9.68) OR: 0.37 (0.20, 0.70) 0.002a  

No Event 353 (96.19) 336 (90.32) RR: 0.39 (0.22, 0.72) 0.002  

Total 367  372  ARR: 0.06 (0.02, 0.09) 0.001  

Missing 0  0   0.041b  

      0.374c  
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Table 2.7.14 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 4 (8.16) OR: 0.79 (0.17, 3.60) 0.736a  

No Event 43 (93.48) 45 (91.84) RR: 0.79 (0.20, 3.10) 0.737  

Total 46  49  ARR: 0.02 (-0.09, 0.13) 0.752  

Missing 0  0   0.027b  
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Table 2.7.15 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 14 (5.11) 28 (9.96) OR: 0.48 (0.25, 0.94) 0.029a  

No Event 260 (94.89) 253 (90.04) RR: 0.51 (0.27, 0.95) 0.033  

Total 274  281  ARR: 0.05 (0.01, 0.09) 0.027  

Missing 0  0   0.763b  

      0.749c  
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Table 2.7.15 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 2 (2.74) 3 (4.05) OR: 0.66 (0.11, 3.99) 0.643a  

No Event 71 (97.26) 71 (95.95) RR: 0.67 (0.12, 3.64) 0.643  

Total 73  74  ARR: 0.01 (-0.05, 0.07) 0.649  

Missing 0  0   0.460b  
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Table 2.7.16 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 14 (4.50) 29 (9.57) OR: 0.44 (0.23, 0.85) 0.013a  

No Event 297 (95.50) 274 (90.43) RR: 0.46 (0.25, 0.87) 0.016  

Total 311  303  ARR: 0.05 (0.01, 0.09) 0.013  

Missing 0  0   0.418b  

      0.365c  
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Table 2.7.16 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (6.06) 2 (5.26) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 31 (93.94) 36 (94.74) RR: 0.81 (0.12, 5.28) 0.825  

Total 33  38  ARR: 0.01 (-0.10, 0.12) 0.825  

Missing 0  0   0.216b  
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Table 2.7.21 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 8 (4.26) 24 (11.54) OR: 0.34 (0.15, 0.78) 0.008a  

No Event 180 (95.74) 184 (88.46) RR: 0.36 (0.17, 0.80) 0.012  

Total 188  208  ARR: 0.07 (0.02, 0.13) 0.006  

Missing 0  0   0.266b  

      NEc  
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Table 2.7.23 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 7 (3.32) 14 (6.90) OR: 0.47 (0.19, 1.18) 0.098a  

No Event 204 (96.68) 189 (93.10) RR: 0.48 (0.20, 1.17) 0.107  

Total 211  203  ARR: 0.04 (-0.01, 0.08) 0.100  

Missing 0  0   0.208b  

      NEc  
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Table 2.7.24 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

No Event 49 (94.23) 62 (98.41) RR: 4.71 (0.33, 67.61) 0.254  

Total 52  63  ARR: -0.04 (-0.11, 0.02) 0.211  

Missing 0  0   0.227b  

      0.018c  
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Table 2.7.24 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 14 (3.98) 39 (11.08) OR: 0.34 (0.18, 0.63) <.001a  

No Event 338 (96.02) 313 (88.92) RR: 0.36 (0.20, 0.65) 0.001  

Total 352  352  ARR: 0.07 (0.03, 0.11) <.001  

Missing 0  0   0.156b  
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Table 2.7.25 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.29) 15 (6.88) OR: 0.45 (0.18, 1.13) 0.084a  

No Event 206 (96.71) 203 (93.12) RR: 0.47 (0.20, 1.13) 0.092  

Total 213  218  ARR: 0.04 (0.00, 0.08) 0.081  

Missing 0  0   0.956b  

      0.736c  
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Table 2.7.25 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 10 (5.00) 25 (12.32) OR: 0.38 (0.18, 0.81) 0.009a  

No Event 190 (95.00) 178 (87.68) RR: 0.41 (0.20, 0.83) 0.013  

Total 200  203  ARR: 0.07 (0.02, 0.13) 0.009  

Missing 0  0   0.009b  
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Table 2.7.26 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 11 (3.28) 27 (8.04) OR: 0.39 (0.19, 0.79) 0.007a  

No Event 324 (96.72) 309 (91.96) RR: 0.41 (0.21, 0.81) 0.010  

Total 335  336  ARR: 0.05 (0.01, 0.08) 0.007  

Missing 0  0   0.247b  

      0.787c  
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Table 2.7.26 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 6 (7.69) 13 (15.29) OR: 0.46 (0.17, 1.29) 0.136a  

No Event 72 (92.31) 72 (84.71) RR: 0.50 (0.19, 1.28) 0.149  

Total 78  85  ARR: 0.08 (-0.02, 0.17) 0.127  

Missing 0  0   0.085b  
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Table 2.7.27 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 14 (3.69) 32 (8.10) OR: 0.44 (0.23, 0.83) 0.009a  

No Event 365 (96.31) 363 (91.90) RR: 0.46 (0.25, 0.84) 0.011  

Total 379  395  ARR: 0.04 (0.01, 0.08) 0.009  

Missing 0  0   0.095b  

      0.389c  
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Table 2.7.27 

Subgroup Analysis for Key Secondary Endpoint: Incidence of Hospitalization for COVID-19 Complications or Sequelae During the 168-day Post-dose Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 3 (8.82) 8 (30.77) OR: 0.22 (0.05, 0.96) 0.037a  

No Event 31 (91.18) 18 (69.23) RR: 0.28 (0.08, 1.04) 0.056  

Total 34  26  ARR: 0.21 (0.01, 0.42) 0.038  

Missing 0  0   0.291b  
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Table 2.9.1 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 65 Number of Participants with event, n (%) 11 (3.0) 30 (8.1)  

Number of Participants censored, n (%) 353 (97.0) 339 (91.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.02 (1.60, 5.17) 8.13 (5.63, 11.21)  

Stratified Log-Rank P-valuea 0.003   

 

 Hazard Ratio (95%CI)b 0.37 (0.18, 0.73)   

P-valueb 0.004   

 

 P-valuec 0.452   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.02, 0.09)   
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Table 2.9.1 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 65 Number of Participants with event, n (%) 6 (12.2) 10 (19.2)  

Number of Participants censored, n (%) 43 (87.8) 42 (80.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (8.0, NE) NE (5.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

12.29 (4.93, 23.22) 19.28 (9.85, 31.05)  

Stratified Log-Rank P-valuea 0.338   

 

 Hazard Ratio (95%CI)b 0.59 (0.21, 1.64)   

P-valueb 0.312   

 

 Absolute Risk Reduction (95%CI)d 0.07 (-0.08, 0.22)   
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Table 2.9.2 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 75 Number of Participants with event, n (%) 13 (3.3) 38 (9.2)  

Number of Participants censored, n (%) 382 (96.7) 373 (90.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.29 (1.84, 5.40) 9.25 (6.69, 12.30)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95%CI)b 0.35 (0.19, 0.65)   

P-valueb 0.001   

 

 P-valuec 0.228   

 

 Absolute Risk Reduction (95%CI)d 0.06 (0.03, 0.09)   
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Table 2.9.2 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 75 Number of Participants with event, n (%) 4 (22.2) 2 (20.0)  

Number of Participants censored, n (%) 14 (77.8) 8 (80.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (1.0, NE) NE (5.0, NE)  

Median (95% CI) NE (NE, NE) NE (5.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 5, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

22.22 (6.58, 43.56) 20.00 (2.64, 49.04)  

Stratified Log-Rank P-valuea 0.886   

 

 Hazard Ratio (95%CI)b 0.90 (0.15, 5.26)   

P-valueb 0.910   

 

 Absolute Risk Reduction (95%CI)d -0.02 (-0.31, 0.33)   
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Table 2.9.3 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 80 Number of Participants with event, n (%) 15 (3.7) 39 (9.4)  

Number of Participants censored, n (%) 389 (96.3) 377 (90.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.71 (2.17, 5.89) 9.38 (6.82, 12.42)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95%CI)b 0.39 (0.21, 0.70)   

P-valueb 0.002   

 

 P-valuec 0.401   

 

 Absolute Risk Reduction (95%CI)d 0.06 (0.02, 0.09)   
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Table 2.9.3 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 80 Number of Participants with event, n (%) 2 (22.2) 1 (20.0)  

Number of Participants censored, n (%) 7 (77.8) 4 (80.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (1.0, NE) NE (5.0, NE)  

Median (95% CI) NE (1.0, NE) NE (5.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (5.0, NE)  

Min, Max 1, 169 5, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

22.22 (2.80, 53.11) 20.00 (0.43, 62.11)  

Stratified Log-Rank P-valuea 0.928   

 

 Hazard Ratio (95%CI)b 1.17 (0.11, 12.98)   

P-valueb 0.897   

 

 Absolute Risk Reduction (95%CI)d -0.02 (-0.43, 0.48)   
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Table 2.9.4 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Male Number of Participants with event, n (%) 8 (4.3) 23 (10.7)  

Number of Participants censored, n (%) 179 (95.7) 192 (89.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.28 (2.00, 7.89) 10.70 (7.01, 15.27)  

Stratified Log-Rank P-valuea 0.018   

 

 Hazard Ratio (95%CI)b 0.39 (0.17, 0.87)   

P-valueb 0.022   

 

 P-valuec 0.687   

 

 Absolute Risk Reduction (95%CI)d 0.06 (0.01, 0.12)   
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Table 2.9.4 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Female Number of Participants with event, n (%) 9 (4.0) 17 (8.3)  

Number of Participants censored, n (%) 217 (96.0) 189 (91.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.98 (1.96, 7.13) 8.25 (5.00, 12.52)  

Stratified Log-Rank P-valuea 0.069   

 

 Hazard Ratio (95%CI)b 0.49 (0.22, 1.10)   

P-valueb 0.084   

 

 Absolute Risk Reduction (95%CI)d 0.04 (0.00, 0.09)   
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Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

American Indian or Alaska Native Number of Participants with event, n (%) 2 (2.1) 14 (12.4)  

Number of Participants censored, n (%) 95 (97.9) 99 (87.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.06 (0.39, 6.58) 12.39 (7.11, 19.21)  

Stratified Log-Rank P-valuea 0.005   

 

 Hazard Ratio (95%CI)b 0.17 (0.04, 0.73)   

P-valueb 0.017   

 

 P-valuec 0.578   

 

 Absolute Risk Reduction (95%CI)d 0.10 (0.04, 0.18)   
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Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Asian Number of Participants with event, n (%) 0 (0.0) 1 (11.1)  

Number of Participants censored, n (%) 10 (100.0) 8 (88.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (5.0, NE)  

Median (95% CI) NE (NE, NE) NE (5.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 162, 169 5, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

NE 11.11 (0.47, 40.64)  

Stratified Log-Rank P-valuea 0.292   

 

 Hazard Ratio (95%CI)b NE   

P-valueb 0.998   

 

 Absolute Risk Reduction (95%CI)d 0.11 (-0.20, 0.44)   
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Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Black or African American Number of Participants with event, n (%) 1 (6.3) 1 (5.0)  

Number of Participants censored, n (%) 15 (93.8) 19 (95.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (2.0, NE) NE (6.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 6, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.25 (0.36, 25.48) 5.00 (0.31, 21.07)  

Stratified Log-Rank P-valuea 0.856   

 

 Hazard Ratio (95%CI)b 1.25 (0.08, 19.98)   

P-valueb 0.875   

 

 Absolute Risk Reduction (95%CI)d -0.01 (-0.25, 0.19)   
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Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Native Hawaiian or Other Pacific Islanders Number of Participants with event, n (%) 1 (5.0) 3 (14.3)  

Number of Participants censored, n (%) 19 (95.0) 18 (85.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (2.0, NE) NE (2.0, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.00 (0.31, 21.07) 14.29 (3.40, 32.62)  

Stratified Log-Rank P-valuea 0.336   

 

 Hazard Ratio (95%CI)b 0.30 (0.03, 3.02)   

P-valueb 0.309   

 

 Absolute Risk Reduction (95%CI)d 0.09 (-0.12, 0.31)   
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Table 2.9.5 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

White Number of Participants with event, n (%) 13 (4.8) 21 (8.1)  

Number of Participants censored, n (%) 257 (95.2) 237 (91.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.82 (2.69, 7.84) 8.15 (5.21, 11.90)  

Stratified Log-Rank P-valuea 0.125   

 

 Hazard Ratio (95%CI)b 0.58 (0.29, 1.17)   

P-valueb 0.128   

 

 Absolute Risk Reduction (95%CI)d 0.03 (-0.01, 0.08)   
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Table 2.9.6 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Hispanic Number of Participants with event, n (%) 8 (3.6) 26 (11.1)  

Number of Participants censored, n (%) 215 (96.4) 208 (88.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.59 (1.68, 6.65) 11.13 (7.49, 15.55)  

Stratified Log-Rank P-valuea 0.003   

 

 Hazard Ratio (95%CI)b 0.32 (0.14, 0.70)   

P-valueb 0.005   

 

 P-valuec 0.276   

 

 Absolute Risk Reduction (95%CI)d 0.08 (0.03, 0.13)   
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Table 2.9.6 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Not Hispanic Number of Participants with event, n (%) 9 (4.7) 14 (7.5)  

Number of Participants censored, n (%) 181 (95.3) 173 (92.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.74 (2.33, 8.43) 7.49 (4.29, 11.85)  

Stratified Log-Rank P-valuea 0.269   

 

 Hazard Ratio (95%CI)b 0.61 (0.26, 1.40)   

P-valueb 0.242   

 

 Absolute Risk Reduction (95%CI)d 0.03 (-0.02, 0.08)   
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Table 2.9.7 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

US Number of Participants with event, n (%) 3 (4.8) 2 (5.4)  

Number of Participants censored, n (%) 60 (95.2) 35 (94.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.76 (1.24, 12.10) 5.41 (0.95, 16.10)  

Stratified Log-Rank P-valuea 0.892   

 

 Hazard Ratio (95%CI)b 1.12 (0.18, 6.81)   

P-valueb 0.903   

 

 P-valuec 0.184   

 

 Absolute Risk Reduction (95%CI)d 0.01 (-0.09, 0.14)   
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Table 2.9.7 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Europe Number of Participants with event, n (%) 9 (5.2) 13 (7.3)  

Number of Participants censored, n (%) 164 (94.8) 164 (92.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.20 (2.55, 9.23) 7.34 (4.11, 11.82)  

Stratified Log-Rank P-valuea 0.415   

 

 Hazard Ratio (95%CI)b 0.70 (0.30, 1.64)   

P-valueb 0.413   

 

 Absolute Risk Reduction (95%CI)d 0.02 (-0.03, 0.08)   
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Table 2.9.7 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Other Number of Participants with event, n (%) 5 (2.8) 25 (12.1)  

Number of Participants censored, n (%) 172 (97.2) 182 (87.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.82 (1.06, 6.10) 12.10 (8.09, 16.96)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95%CI)b 0.23 (0.09, 0.61)   

P-valueb 0.003   

 

 Absolute Risk Reduction (95%CI)d 0.09 (0.04, 0.15)   
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Table 2.9.8 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≤ 5 days Number of Participants with event, n (%) 8 (3.1) 29 (11.5)  

Number of Participants censored, n (%) 247 (96.9) 224 (88.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.14 (1.47, 5.83) 11.46 (7.90, 15.74)  

Stratified Log-Rank P-valuea <.001   

 

 Hazard Ratio (95%CI)b 0.26 (0.12, 0.58)   

P-valueb 0.001   

 

 P-valuec 0.046   

 

 Absolute Risk Reduction (95%CI)d 0.08 (0.04, 0.13)   
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Table 2.9.8 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset > 5 days Number of Participants with event, n (%) 9 (5.7) 11 (6.5)  

Number of Participants censored, n (%) 149 (94.3) 157 (93.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.70 (2.79, 10.08) 6.56 (3.47, 11.00)  

Stratified Log-Rank P-valuea 0.773   

 

 Hazard Ratio (95%CI)b 0.88 (0.36, 2.12)   

P-valueb 0.774   

 

 Absolute Risk Reduction (95%CI)d 0.01 (-0.05, 0.06)   
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Table 2.9.9 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≤ 3 days Number of Participants with event, n (%) 1 (1.1) 8 (9.5)  

Number of Participants censored, n (%) 90 (98.9) 76 (90.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

1.10 (0.09, 5.39) 9.52 (4.43, 16.97)  

Stratified Log-Rank P-valuea 0.013   

 

 Hazard Ratio (95%CI)b 0.11 (0.01, 0.90)   

P-valueb 0.040   

 

 P-valuec 0.171   

 

 Absolute Risk Reduction (95%CI)d 0.08 (0.02, 0.17)   
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Table 2.9.9 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset > 3 days Number of Participants with event, n (%) 16 (5.0) 32 (9.5)  

Number of Participants censored, n (%) 306 (95.0) 305 (90.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.97 (2.96, 7.73) 9.50 (6.67, 12.93)  

Stratified Log-Rank P-valuea 0.028   

 

 Hazard Ratio (95%CI)b 0.51 (0.28, 0.93)   

P-valueb 0.029   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.01, 0.09)   
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Table 2.9.10 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset < 25% Number of Participants with event, n (%) 1 (1.1) 8 (9.5)  

Number of Participants censored, n (%) 90 (98.9) 76 (90.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

1.10 (0.09, 5.39) 9.52 (4.43, 16.97)  

Stratified Log-Rank P-valuea 0.013   

 

 Hazard Ratio (95%CI)b 0.11 (0.01, 0.90)   

P-valueb 0.040   

 

 P-valuec 0.147   

 

 Absolute Risk Reduction (95%CI)d 0.08 (0.02, 0.17)   
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Table 2.9.10 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset 25-50% Number of Participants with event, n (%) 2 (2.4) 10 (13.3)  

Number of Participants censored, n (%) 80 (97.6) 65 (86.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.44 (0.46, 7.71) 13.33 (6.80, 22.09)  

Stratified Log-Rank P-valuea 0.011   

 

 Hazard Ratio (95%CI)b 0.18 (0.04, 0.80)   

P-valueb 0.025   

 

 Absolute Risk Reduction (95%CI)d 0.11 (0.03, 0.21)   
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Table 2.9.10 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset 50-75% Number of Participants with event, n (%) 5 (6.1) 11 (11.7)  

Number of Participants censored, n (%) 77 (93.9) 83 (88.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.10 (2.24, 12.74) 11.70 (6.18, 19.13)  

Stratified Log-Rank P-valuea 0.195   

 

 Hazard Ratio (95%CI)b 0.50 (0.17, 1.44)   

P-valueb 0.199   

 

 Absolute Risk Reduction (95%CI)d 0.06 (-0.03, 0.15)   
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Table 2.9.10 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≥ 75% Number of Participants with event, n (%) 9 (5.7) 11 (6.5)  

Number of Participants censored, n (%) 149 (94.3) 157 (93.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.70 (2.79, 10.08) 6.56 (3.47, 11.00)  

Stratified Log-Rank P-valuea 0.773   

 

 Hazard Ratio (95%CI)b 0.88 (0.36, 2.12)   

P-valueb 0.774   

 

 Absolute Risk Reduction (95%CI)d 0.01 (-0.05, 0.06)   
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Table 2.9.11 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

High risk Number of Participants with event, n (%) 16 (4.3) 36 (9.5)  

Number of Participants censored, n (%) 355 (95.7) 342 (90.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.31 (2.57, 6.73) 9.53 (6.83, 12.76)  

Stratified Log-Rank P-valuea 0.006   

 

 Hazard Ratio (95%CI)b 0.44 (0.25, 0.80)   

P-valueb 0.007   

 

 P-valuec 0.616   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.02, 0.09)   
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Table 2.9.11 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Low risk Number of Participants with event, n (%) 1 (2.4) 4 (9.3)  

Number of Participants censored, n (%) 41 (97.6) 39 (90.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.38 (0.18, 10.94) 9.30 (2.92, 20.28)  

Stratified Log-Rank P-valuea 0.182   

 

 Hazard Ratio (95%CI)b 0.25 (0.03, 2.20)   

P-valueb 0.210   

 

 Absolute Risk Reduction (95%CI)d 0.07 (-0.04, 0.20)   
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Table 2.9.12 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

High risk + time from symptom onset ≤ 5 days Number of Participants with event, n (%) 7 (3.1) 26 (11.6)  

Number of Participants censored, n (%) 219 (96.9) 199 (88.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.10 (1.37, 5.99) 11.56 (7.79, 16.13)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95%CI)b 0.26 (0.11, 0.60)   

P-valueb 0.001   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95%CI)d 0.08 (0.04, 0.14)   
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Table 2.9.14 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

At least one co-morbidity Number of Participants with event, n (%) 14 (3.8) 36 (9.7)  

Number of Participants censored, n (%) 353 (96.2) 336 (90.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.82 (2.19, 6.14) 9.68 (6.94, 12.96)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95%CI)b 0.39 (0.21, 0.71)   

P-valueb 0.002   

 

 P-valuec 0.331   

 

 Absolute Risk Reduction (95%CI)d 0.06 (0.02, 0.10)   
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Table 2.9.14 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

No co-morbidity Number of Participants with event, n (%) 3 (6.5) 4 (8.2)  

Number of Participants censored, n (%) 43 (93.5) 45 (91.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.52 (1.67, 16.20) 8.16 (2.57, 17.99)  

Stratified Log-Rank P-valuea 0.773   

 

 Hazard Ratio (95%CI)b 0.76 (0.16, 3.65)   

P-valueb 0.729   

 

 Absolute Risk Reduction (95%CI)d 0.02 (-0.11, 0.14)   
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Table 2.9.15 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline Vitamin D < 30 ng/mL Number of Participants with event, n (%) 14 (5.1) 28 (10.0)  

Number of Participants censored, n (%) 260 (94.9) 253 (90.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.11 (2.93, 8.17) 9.97 (6.82, 13.82)  

Stratified Log-Rank P-valuea 0.034   

 

 Hazard Ratio (95%CI)b 0.50 (0.27, 0.96)   

P-valueb 0.036   

 

 P-valuec 0.767   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.00, 0.09)   
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Table 2.9.15 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline Vitamin D ≥ 30 ng/mL Number of Participants with event, n (%) 2 (2.7) 3 (4.1)  

Number of Participants censored, n (%) 71 (97.3) 71 (95.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

2.74 (0.51, 8.60) 4.05 (1.07, 10.40)  

Stratified Log-Rank P-valuea 0.659   

 

 Hazard Ratio (95%CI)b 0.65 (0.11, 3.96)   

P-valueb 0.639   

 

 Absolute Risk Reduction (95%CI)d 0.01 (-0.06, 0.09)   
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Table 2.9.16 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline zinc < 100 ug/dL Number of Participants with event, n (%) 14 (4.5) 29 (9.6)  

Number of Participants censored, n (%) 297 (95.5) 274 (90.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.50 (2.58, 7.22) 9.58 (6.59, 13.22)  

Stratified Log-Rank P-valuea 0.016   

 

 Hazard Ratio (95%CI)b 0.46 (0.24, 0.88)   

P-valueb 0.018   

 

 P-valuec 0.384   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.01, 0.09)   
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Table 2.9.16 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline zinc ≥ 100 ug/dL Number of Participants with event, n (%) 2 (6.1) 2 (5.3)  

Number of Participants censored, n (%) 31 (93.9) 36 (94.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

6.06 (1.05, 17.85) 5.26 (0.92, 15.71)  

Stratified Log-Rank P-valuea 0.897   

 

 Hazard Ratio (95%CI)b 0.76 (0.11, 5.37)   

P-valueb 0.779   

 

 Absolute Risk Reduction (95%CI)d -0.01 (-0.15, 0.12)   
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Table 2.9.21 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Adjunctive therapy Number of Participants with event, n (%) 8 (4.3) 24 (11.5)  

Number of Participants censored, n (%) 180 (95.7) 184 (88.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

4.26 (1.99, 7.85) 11.55 (7.65, 16.33)  

Stratified Log-Rank P-valuea 0.008   

 

 Hazard Ratio (95%CI)b 0.36 (0.16, 0.79)   

P-valueb 0.012   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95%CI)d 0.07 (0.02, 0.13)   
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Table 2.9.23 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

None Number of Participants with event, n (%) 7 (3.3) 14 (6.9)  

Number of Participants censored, n (%) 204 (96.7) 189 (93.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.32 (1.47, 6.40) 6.90 (3.95, 10.94)  

Stratified Log-Rank P-valuea 0.105   

 

 Hazard Ratio (95%CI)b 0.48 (0.19, 1.19)   

P-valueb 0.114   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95%CI)d 0.04 (-0.01, 0.08)   
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Table 2.9.24 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Positive baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 3 (5.8) 1 (1.6)  

Number of Participants censored, n (%) 49 (94.2) 62 (98.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 4, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.77 (1.49, 14.46) 1.59 (0.13, 7.57)  

Stratified Log-Rank P-valuea 0.224   

 

 Hazard Ratio (95%CI)b 3.94 (0.40, 38.59)   

P-valueb 0.238   

 

 P-valuec 0.048   

 

 Absolute Risk Reduction (95%CI)d -0.04 (-0.14, 0.03)   
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Table 2.9.24 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Negative baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 14 (4.0) 39 (11.1)  

Number of Participants censored, n (%) 338 (96.0) 313 (88.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.98 (2.28, 6.40) 11.09 (8.07, 14.63)  

Stratified Log-Rank P-valuea <.001   

 

 Hazard Ratio (95%CI)b 0.35 (0.19, 0.64)   

P-valueb 0.001   

 

 Absolute Risk Reduction (95%CI)d 0.07 (0.03, 0.11)   
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Table 2.9.25 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 2 Number of Participants with event, n (%) 7 (3.3) 15 (6.9)  

Number of Participants censored, n (%) 206 (96.7) 203 (93.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 2, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.29 (1.46, 6.34) 6.88 (4.02, 10.76)  

Stratified Log-Rank P-valuea 0.097   

 

 Hazard Ratio (95%CI)b 0.47 (0.19, 1.15)   

P-valueb 0.098   

 

 P-valuec 0.760   

 

 Absolute Risk Reduction (95%CI)d 0.04 (-0.01, 0.08)   
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Table 2.9.25 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 2 Number of Participants with event, n (%) 10 (5.0) 25 (12.3)  

Number of Participants censored, n (%) 190 (95.0) 178 (87.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

5.00 (2.56, 8.66) 12.33 (8.25, 17.28)  

Stratified Log-Rank P-valuea 0.010   

 

 Hazard Ratio (95%CI)b 0.39 (0.19, 0.82)   

P-valueb 0.012   

 

 Absolute Risk Reduction (95%CI)d 0.07 (0.02, 0.13)   
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Table 2.9.26 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 3 Number of Participants with event, n (%) 11 (3.3) 27 (8.0)  

Number of Participants censored, n (%) 324 (96.7) 309 (92.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.28 (1.74, 5.61) 8.04 (5.44, 11.26)  

Stratified Log-Rank P-valuea 0.009   

 

 Hazard Ratio (95%CI)b 0.40 (0.20, 0.81)   

P-valueb 0.010   

 

 P-valuec 0.726   

 

 Absolute Risk Reduction (95%CI)d 0.05 (0.01, 0.09)   
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Table 2.9.26 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 3 Number of Participants with event, n (%) 6 (7.7) 13 (15.3)  

Number of Participants censored, n (%) 72 (92.3) 72 (84.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 3, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

7.71 (3.12, 15.04) 15.36 (8.62, 23.88)  

Stratified Log-Rank P-valuea 0.146   

 

 Hazard Ratio (95%CI)b 0.49 (0.19, 1.28)   

P-valueb 0.146   

 

 Absolute Risk Reduction (95%CI)d 0.08 (-0.02, 0.18)   
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Table 2.9.27 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 4 Number of Participants with event, n (%) 14 (3.7) 32 (8.1)  

Number of Participants censored, n (%) 365 (96.3) 363 (91.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Median (95% CI) NE (NE, NE) NE (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 1, 169 1, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

3.69 (2.12, 5.95) 8.10 (5.68, 11.06)  

Stratified Log-Rank P-valuea 0.011   

 

 Hazard Ratio (95%CI)b 0.45 (0.24, 0.84)   

P-valueb 0.012   

 

 P-valuec 0.495   

 

 Absolute Risk Reduction (95%CI)d 0.04 (0.01, 0.08)   
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Table 2.9.27 

Subgroup Analysis for Key Secondary Endpoint: Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 169. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 169, and T = Date of last known status before Day 

169 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 4 Number of Participants with event, n (%) 3 (8.8) 8 (30.8)  

Number of Participants censored, n (%) 31 (91.2) 18 (69.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) NE (NE, NE) 9.0 (3.0, NE)  

Median (95% CI) NE (NE, NE) NE (10.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 169 3, 169  

Kaplan-Meier Survival Probability at Day 169 (95% 

CI) 

8.82 (2.20, 21.33) 31.35 (14.54, 49.77)  

Stratified Log-Rank P-valuea 0.030   

 

 Hazard Ratio (95%CI)b 0.26 (0.07, 0.98)   

P-valueb 0.046   

 

 Absolute Risk Reduction (95%CI)d 0.22 (0.02, 0.43)   
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Table 2.10.2 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 2 (0.51) 11 (2.68) OR: 0.19 (0.04, 0.85) 0.015a  

No Event 393 (99.49) 400 (97.32) RR: 0.19 (0.04, 0.85) 0.030  

Total 395  411  ARR: 0.02 (0.00, 0.04) 0.013  

Missing 0  0   0.147b  

      0.127c  
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Table 2.10.2 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 1 (5.56) 0 (0.00) OR: NE (NE, NE) 0.546a  

No Event 17 (94.44) 10 (100.00) RR: NE (NE, NE) NE  

Total 18  10  ARR: -0.04 (-0.14, 0.05) 0.388  

Missing 0  0   NEb  
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Table 2.10.3 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 3 (0.74) 11 (2.64) OR: 0.28 (0.08, 1.00) 0.037a  

No Event 401 (99.26) 405 (97.36) RR: 0.28 (0.08, 1.01) 0.051  

Total 404  416  ARR: 0.02 (0.00, 0.04) 0.035  

Missing 0  0   0.480b  

      NEc  
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Table 2.10.3 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.10.24 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 0 (0.00) 1 (1.59) OR: <.01 (NE, NE) 0.480a  

No Event 52 (100.00) 62 (98.41) RR: <.01 (NE, NE) NE  

Total 52  63  ARR: 0.01 (-0.02, 0.04) 0.389  

Missing 0  0   NEb  
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Table 2.10.24 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Respiratory Failure Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 3 (0.85) 10 (2.84) OR: 0.30 (0.08, 1.09) 0.053a  

No Event 349 (99.15) 342 (97.16) RR: 0.31 (0.09, 1.09) 0.068  

Total 352  352  ARR: 0.02 (0.00, 0.04) 0.052  

Missing 0  0   0.631b  

      0.622c  
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Age < 65 Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.01)     

Ls Meanb -0.85 -0.81 -0.04 (-0.08, 0.01) 0.106  

 

  Baseline Actual n 282 283  0.008d  

Mean 1.16 1.08    

SD 1.058 0.956    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.62 0.68    

SD 0.892 0.882    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 257 263    

Mean -0.53 -0.38    

SD 1.050 0.972    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.22, -0.01)     

Ls Meanb -0.51 -0.40 -0.11 (-0.22, -0.01) 0.040  

SEb 0.039 0.039    

95% CIb -0.59, -0.43 -0.47, -0.32    

Ls Meanc -0.52 -0.40 -0.12 (-0.26, 0.02) 0.087  

SEc 0.051 0.050    

95% CIc -0.62, -0.42 -0.49, -0.30    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 298    

Mean 0.40 0.44    

SD 0.735 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 228    

Mean -0.74 -0.62    

SD 1.061 1.014    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.01)     

Ls Meanb -0.75 -0.64 -0.10 (-0.22, 0.01) 0.064  

SEb 0.040 0.040    

95% CIb -0.83, -0.67 -0.72, -0.56    

Ls Meanc -0.73 -0.65 -0.08 (-0.21, 0.05) 0.236  

SEc 0.047 0.048    

95% CIc -0.82, -0.64 -0.75, -0.56    

 

  Day 15 Actual n 268 267    

Mean 0.20 0.18    

SD 0.556 0.498    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 1392 

Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.96 -0.89    

SD 1.134 0.955    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.95 -0.95 0.00 (-0.12, 0.12) 0.991  

SEb 0.042 0.042    

95% CIb -1.03, -0.86 -1.03, -0.86    

Ls Meanc -0.93 -0.93 0.00 (-0.10, 0.10) 0.974  

SEc 0.036 0.037    

95% CIc -1.00, -0.86 -1.00, -0.86    

 

  Day 29 Actual n 227 217    

Mean 0.13 0.14    

SD 0.457 0.464    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 183 180    

Mean -1.04 -0.98    

SD 1.101 1.008    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -0.99 -0.95 -0.04 (-0.16, 0.08) 0.521  

SEb 0.043 0.043    

95% CIb -1.07, -0.90 -1.03, -0.87    

Ls Meanc -1.03 -1.00 -0.03 (-0.12, 0.06) 0.537  

SEc 0.033 0.033    

95% CIc -1.09, -0.96 -1.06, -0.93    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.04, 0.00)     

Ls Meanb -0.68 -0.67 -0.02 (-0.04, 0.00) 0.067  

 

  Baseline Actual n 282 283  <.001d  

Mean 0.82 0.77    

SD 0.981 0.895    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.35 0.34    

SD 0.712 0.656    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.45 -0.42    

SD 1.011 0.843    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.03, 0.12)     

Ls Meanb -0.39 -0.44 0.04 (-0.03, 0.11) 0.224  

SEb 0.025 0.024    

95% CIb -0.44, -0.34 -0.48, -0.39    

Ls Meanc -0.43 -0.44 0.02 (-0.10, 0.13) 0.790  

SEc 0.041 0.040    

95% CIc -0.51, -0.35 -0.52, -0.36    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.10 0.23    

SD 0.391 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 229    

Mean -0.69 -0.52    

SD 0.943 0.935    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.23, -0.07)     

Ls Meanb -0.68 -0.54 -0.14 (-0.21, -0.07) <.001  

SEb 0.025 0.026    

95% CIb -0.73, -0.63 -0.59, -0.49    

Ls Meanc -0.67 -0.53 -0.14 (-0.22, -0.05) 0.001  

SEc 0.030 0.031    

95% CIc -0.73, -0.61 -0.60, -0.47    

 

  Day 15 Actual n 268 267    

Mean 0.03 0.04    

SD 0.218 0.278    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.76 -0.68    

SD 1.011 0.896    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.06)     

Ls Meanb -0.74 -0.72 -0.02 (-0.09, 0.06) 0.657  

SEb 0.027 0.027    

95% CIb -0.79, -0.69 -0.78, -0.67    

Ls Meanc -0.73 -0.70 -0.03 (-0.07, 0.02) 0.308  

SEc 0.018 0.018    

95% CIc -0.76, -0.69 -0.74, -0.67    

 

  Day 29 Actual n 227 217    

Mean 0.02 0.03    

SD 0.162 0.190    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 180    

Mean -0.85 -0.74    

SD 1.037 0.912    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.10)     

Ls Meanb -0.75 -0.76 0.02 (-0.06, 0.09) 0.707  

SEb 0.028 0.029    

95% CIb -0.80, -0.69 -0.82, -0.71    

Ls Meanc -0.80 -0.79 -0.01 (-0.05, 0.02) 0.511  

SEc 0.013 0.014    

95% CIc -0.83, -0.78 -0.82, -0.76    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.51 -0.52 0.01 (-0.02, 0.05) 0.552  

 

  Baseline Actual n 282 283  0.122d  

Mean 0.78 0.78    

SD 0.873 0.865    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.53 0.53    

SD 0.744 0.750    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.21 -0.27    

SD 0.845 0.800    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.16)     

Ls Meanb -0.21 -0.27 0.05 (-0.03, 0.14) 0.232  

SEb 0.032 0.032    

95% CIb -0.27, -0.15 -0.33, -0.20    

Ls Meanc -0.22 -0.27 0.05 (-0.06, 0.16) 0.392  

SEc 0.041 0.040    

95% CIc -0.30, -0.15 -0.35, -0.19    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.40 0.42    

SD 0.683 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 229    

Mean -0.29 -0.35    

SD 0.897 0.859    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.33 -0.36 0.03 (-0.06, 0.12) 0.511  

SEb 0.033 0.033    

95% CIb -0.39, -0.27 -0.42, -0.30    

Ls Meanc -0.30 -0.35 0.05 (-0.07, 0.17) 0.396  

SEc 0.041 0.042    

95% CIc -0.39, -0.22 -0.44, -0.27    

 

  Day 15 Actual n 268 267    

Mean 0.16 0.15    

SD 0.442 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.56 -0.60    

SD 0.801 0.823    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.58 -0.60 0.02 (-0.08, 0.12) 0.686  

SEb 0.034 0.035    

95% CIb -0.65, -0.51 -0.67, -0.53    

Ls Meanc -0.57 -0.60 0.03 (-0.05, 0.11) 0.416  

SEc 0.028 0.028    

95% CIc -0.63, -0.52 -0.66, -0.55    

 

  Day 29 Actual n 227 217    

Mean 0.07 0.08    

SD 0.282 0.350    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 180    

Mean -0.61 -0.63    

SD 0.863 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.63 -0.66 0.03 (-0.07, 0.12) 0.608  

SEb 0.035 0.035    

95% CIb -0.70, -0.56 -0.73, -0.59    

Ls Meanc -0.62 -0.62 0.00 (-0.06, 0.07) 0.892  

SEc 0.023 0.023    

95% CIc -0.66, -0.57 -0.67, -0.58    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.10 (-0.16, -0.03)     

Ls Meanb -0.63 -0.55 -0.08 (-0.13, -0.03) 0.002  

 

  Baseline Actual n 282 283  0.004d  

Mean 1.15 1.07    

SD 0.857 0.766    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 1.01 1.06    

SD 0.827 0.848    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 257 263    

Mean -0.12 -0.02    

SD 0.776 0.808    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.04)     

Ls Meanb -0.11 -0.03 -0.08 (-0.19, 0.03) 0.177  

SEb 0.041 0.040    

95% CIb -0.19, -0.03 -0.11, 0.05    

Ls Meanc -0.12 -0.03 -0.09 (-0.21, 0.03) 0.152  

SEc 0.045 0.044    

95% CIc -0.21, -0.03 -0.12, 0.06    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.83 0.92    

SD 0.841 0.890    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 239 229    

Mean -0.33 -0.14    

SD 0.887 0.886    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.39, -0.10)     

Ls Meanb -0.33 -0.13 -0.20 (-0.31, -0.08) 0.001  

SEb 0.041 0.042    

95% CIb -0.41, -0.25 -0.22, -0.05    

Ls Meanc -0.32 -0.16 -0.16 (-0.30, -0.02) 0.025  

SEc 0.050 0.051    

95% CIc -0.42, -0.22 -0.26, -0.06    

 

  Day 15 Actual n 268 267    

Mean 0.39 0.41    

SD 0.647 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.73 -0.67    

SD 0.949 0.842    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.06)     

Ls Meanb -0.75 -0.68 -0.07 (-0.19, 0.05) 0.242  

SEb 0.043 0.044    

95% CIb -0.83, -0.66 -0.76, -0.59    

Ls Meanc -0.71 -0.67 -0.04 (-0.16, 0.08) 0.522  

SEc 0.043 0.043    

95% CIc -0.79, -0.62 -0.75, -0.59    

 

  Day 29 Actual n 227 217    

Mean 0.24 0.19    

SD 0.529 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 180    

Mean -0.91 -0.87    

SD 0.939 0.821    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -0.87 -0.89 0.03 (-0.10, 0.15) 0.677  

SEb 0.044 0.044    

95% CIb -0.95, -0.78 -0.98, -0.81    

Ls Meanc -0.86 -0.92 0.06 (-0.04, 0.16) 0.248  

SEc 0.036 0.036    

95% CIc -0.93, -0.79 -0.99, -0.85    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.28 -0.28 0.00 (-0.02, 0.03) 0.801  

 

  Baseline Actual n 282 283  0.399d  

Mean 0.42 0.40    

SD 0.765 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.28 0.30    

SD 0.619 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.11 -0.10    

SD 0.783 0.750    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.12)     

Ls Meanb -0.08 -0.10 0.02 (-0.05, 0.09) 0.561  

SEb 0.024 0.024    

95% CIb -0.13, -0.03 -0.15, -0.05    

Ls Meanc -0.11 -0.11 0.00 (-0.10, 0.10) 0.942  

SEc 0.036 0.036    

95% CIc -0.18, -0.04 -0.18, -0.04    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.21 0.20    

SD 0.556 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 229    

Mean -0.19 -0.21    

SD 0.801 0.711    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.18 -0.21 0.03 (-0.04, 0.10) 0.383  

SEb 0.025 0.025    

95% CIb -0.23, -0.13 -0.26, -0.16    

Ls Meanc -0.19 -0.22 0.03 (-0.06, 0.12) 0.453  

SEc 0.032 0.033    

95% CIc -0.25, -0.12 -0.28, -0.16    

 

  Day 15 Actual n 268 267    

Mean 0.09 0.07    

SD 0.362 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.31 -0.29    

SD 0.768 0.729    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.31 -0.30 0.00 (-0.08, 0.07) 0.911  

SEb 0.027 0.027    

95% CIb -0.36, -0.26 -0.36, -0.25    

Ls Meanc -0.29 -0.31 0.02 (-0.05, 0.08) 0.597  

SEc 0.024 0.024    

95% CIc -0.34, -0.25 -0.36, -0.26    

 

  Day 29 Actual n 227 217    

Mean 0.02 0.01    

SD 0.198 0.117    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 183 180    

Mean -0.32 -0.34    

SD 0.663 0.671    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.34 -0.35 0.01 (-0.07, 0.09) 0.817  

SEb 0.028 0.028    

95% CIb -0.40, -0.29 -0.41, -0.30    

Ls Meanc -0.32 -0.34 0.02 (-0.02, 0.05) 0.340  

SEc 0.012 0.012    

95% CIc -0.35, -0.30 -0.37, -0.32    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.16 -0.16 0.00 (-0.03, 0.04) 0.809  

 

  Baseline Actual n 282 283  0.005d  

Mean 0.35 0.35    

SD 0.741 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.31 0.33    

SD 0.648 0.732    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 257 263    

Mean 0.00 -0.02    

SD 0.734 0.756    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb 0.00 -0.02 0.02 (-0.07, 0.10) 0.708  

SEb 0.030 0.030    

95% CIb -0.06, 0.06 -0.08, 0.04    

Ls Meanc 0.00 -0.01 0.01 (-0.10, 0.12) 0.811  

SEc 0.040 0.039    

95% CIc -0.08, 0.08 -0.09, 0.06    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.24 0.31    

SD 0.595 0.723    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 239 229    

Mean -0.12 -0.02    

SD 0.776 0.925    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.14 (-0.26, -0.03)     

Ls Meanb -0.10 0.01 -0.11 (-0.19, -0.02) 0.014  

SEb 0.031 0.031    

95% CIb -0.16, -0.04 -0.05, 0.07    

Ls Meanc -0.11 -0.03 -0.08 (-0.20, 0.04) 0.171  

SEc 0.042 0.043    

95% CIc -0.20, -0.03 -0.12, 0.05    

 

  Day 15 Actual n 268 267    

Mean 0.12 0.12    

SD 0.425 0.443    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.15 -0.22    

SD 0.659 0.686    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.17 -0.22 0.05 (-0.04, 0.14) 0.245  

SEb 0.032 0.033    

95% CIb -0.23, -0.11 -0.29, -0.16    

Ls Meanc -0.16 -0.21 0.05 (-0.03, 0.13) 0.199  

SEc 0.028 0.028    

95% CIc -0.22, -0.11 -0.27, -0.16    

 

  Day 29 Actual n 227 217    

Mean 0.06 0.05    

SD 0.299 0.259    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 180    

Mean -0.25 -0.29    

SD 0.772 0.753    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.17)     

Ls Meanb -0.24 -0.27 0.03 (-0.06, 0.13) 0.468  

SEb 0.033 0.033    

95% CIb -0.30, -0.17 -0.34, -0.21    

Ls Meanc -0.27 -0.28 0.01 (-0.05, 0.07) 0.694  

SEc 0.022 0.022    

95% CIc -0.31, -0.22 -0.32, -0.23    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.82 -0.80 -0.02 (-0.08, 0.03) 0.389  

 

  Baseline Actual n 282 283  <.001d  

Mean 1.39 1.36    

SD 1.045 1.013    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 323 333    

Mean 0.99 1.09    

SD 0.980 0.973    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.34 -0.21    

SD 0.964 0.991    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.21, 0.04)     

Ls Meanb -0.33 -0.25 -0.09 (-0.21, 0.04) 0.183  

SEb 0.046 0.045    

95% CIb -0.42, -0.24 -0.34, -0.16    

Ls Meanc -0.34 -0.23 -0.11 (-0.25, 0.04) 0.142  

SEc 0.052 0.052    

95% CIc -0.44, -0.24 -0.33, -0.13    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 20 of 1392 

Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.79 0.82    

SD 0.919 0.945    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 239 229    

Mean -0.55 -0.48    

SD 1.003 1.062    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.09)     

Ls Meanb -0.55 -0.51 -0.04 (-0.16, 0.09) 0.594  

SEb 0.046 0.047    

95% CIb -0.64, -0.46 -0.61, -0.42    

Ls Meanc -0.54 -0.52 -0.02 (-0.17, 0.13) 0.825  

SEc 0.054 0.055    

95% CIc -0.64, -0.43 -0.63, -0.41    

 

  Day 15 Actual n 268 267    

Mean 0.35 0.37    

SD 0.646 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -1.03 -0.95    

SD 1.078 1.011    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -1.00 -0.97 -0.03 (-0.16, 0.11) 0.698  

SEb 0.049 0.049    

95% CIb -1.09, -0.90 -1.07, -0.87    

Ls Meanc -1.01 -0.99 -0.03 (-0.15, 0.09) 0.662  

SEc 0.043 0.044    

95% CIc -1.10, -0.93 -1.07, -0.90    

 

  Day 29 Actual n 227 217    

Mean 0.27 0.28    

SD 0.590 0.567    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 180    

Mean -1.12 -1.08    

SD 1.078 1.035    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -1.07 -1.07 0.00 (-0.14, 0.14) 0.983  

SEb 0.050 0.050    

95% CIb -1.17, -0.97 -1.17, -0.97    

Ls Meanc -1.11 -1.10 -0.01 (-0.12, 0.11) 0.908  

SEc 0.041 0.041    

95% CIc -1.19, -1.03 -1.19, -1.02    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.79 -0.80 0.01 (-0.03, 0.05) 0.581  

 

  Baseline Actual n 282 283  0.298d  

Mean 1.13 1.12    

SD 0.986 0.969    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 323 333    

Mean 0.61 0.65    

SD 0.816 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.49 -0.50    

SD 1.000 1.011    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.49 -0.49 0.00 (-0.11, 0.10) 0.949  

SEb 0.038 0.038    

95% CIb -0.57, -0.42 -0.56, -0.41    

Ls Meanc -0.49 -0.49 0.00 (-0.13, 0.13) 0.959  

SEc 0.048 0.047    

95% CIc -0.59, -0.40 -0.58, -0.40    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.46 0.50    

SD 0.803 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 229    

Mean -0.63 -0.64    

SD 1.056 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.66 -0.63 -0.03 (-0.14, 0.08) 0.603  

SEb 0.039 0.040    

95% CIb -0.73, -0.58 -0.71, -0.55    

Ls Meanc -0.63 -0.65 0.01 (-0.12, 0.14) 0.844  

SEc 0.046 0.047    

95% CIc -0.72, -0.54 -0.74, -0.55    

 

  Day 15 Actual n 268 267    

Mean 0.25 0.24    

SD 0.607 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.89 -0.88    

SD 1.028 0.995    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.14)     

Ls Meanb -0.88 -0.90 0.02 (-0.09, 0.14) 0.697  

SEb 0.041 0.042    

95% CIb -0.96, -0.80 -0.98, -0.82    

Ls Meanc -0.88 -0.87 -0.01 (-0.12, 0.09) 0.791  

SEc 0.037 0.037    

95% CIc -0.96, -0.81 -0.94, -0.80    

 

  Day 29 Actual n 227 217    

Mean 0.11 0.17    

SD 0.382 0.481    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 183 180    

Mean -1.02 -0.97    

SD 1.035 0.939    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -1.01 -0.96 -0.05 (-0.17, 0.07) 0.418  

SEb 0.043 0.043    

95% CIb -1.09, -0.92 -1.04, -0.87    

Ls Meanc -1.03 -0.95 -0.08 (-0.16, 0.01) 0.067  

SEc 0.030 0.030    

95% CIc -1.09, -0.97 -1.01, -0.89    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.10, -0.02)     

Ls Meanb -0.91 -0.85 -0.06 (-0.10, -0.02) 0.005  

 

  Baseline Actual n 282 283  0.002d  

Mean 1.17 1.18    

SD 1.040 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.59 0.68    

SD 0.845 0.897    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.58 -0.50    

SD 1.021 0.988    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.00)     

Ls Meanb -0.58 -0.47 -0.10 (-0.21, 0.00) 0.054  

SEb 0.038 0.038    

95% CIb -0.65, -0.50 -0.55, -0.40    

Ls Meanc -0.59 -0.49 -0.10 (-0.24, 0.03) 0.140  

SEc 0.049 0.049    

95% CIc -0.69, -0.50 -0.59, -0.40    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.37 0.44    

SD 0.711 0.815    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 229    

Mean -0.77 -0.72    

SD 1.001 1.079    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, 0.01)     

Ls Meanb -0.80 -0.71 -0.10 (-0.21, 0.01) 0.076  

SEb 0.039 0.039    

95% CIb -0.88, -0.73 -0.78, -0.63    

Ls Meanc -0.79 -0.72 -0.07 (-0.20, 0.06) 0.295  

SEc 0.046 0.047    

95% CIc -0.88, -0.70 -0.81, -0.63    

 

  Day 15 Actual n 268 267    

Mean 0.17 0.22    

SD 0.512 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -1.01 -0.94    

SD 1.067 1.023    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.06)     

Ls Meanb -1.01 -0.96 -0.06 (-0.17, 0.06) 0.336  

SEb 0.041 0.042    

95% CIb -1.09, -0.93 -1.04, -0.88    

Ls Meanc -1.02 -0.94 -0.07 (-0.17, 0.02) 0.129  

SEc 0.035 0.035    

95% CIc -1.08, -0.95 -1.01, -0.87    

 

  Day 29 Actual n 227 217    

Mean 0.11 0.18    

SD 0.385 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 180    

Mean -1.08 -0.98    

SD 1.079 1.073    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.24, -0.01)     

Ls Meanb -1.07 -0.94 -0.13 (-0.24, -0.01) 0.033  

SEb 0.042 0.042    

95% CIb -1.15, -0.99 -1.03, -0.86    

Ls Meanc -1.09 -0.98 -0.11 (-0.20, -0.02) 0.019  

SEc 0.033 0.033    

95% CIc -1.15, -1.02 -1.04, -0.91    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.01)     

Ls Meanb -0.32 -0.30 -0.02 (-0.04, 0.01) 0.208  

 

  Baseline Actual n 282 283  0.103d  

Mean 0.44 0.41    

SD 0.785 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.33 0.28    

SD 0.713 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.08 -0.11    

SD 0.816 0.673    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (0.00, 0.19)     

Ls Meanb -0.06 -0.13 0.07 (0.00, 0.14) 0.040  

SEb 0.025 0.024    

95% CIb -0.11, -0.01 -0.18, -0.08    

Ls Meanc -0.07 -0.12 0.05 (-0.06, 0.16) 0.347  

SEc 0.039 0.038    

95% CIc -0.15, 0.01 -0.20, -0.05    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.18 0.24    

SD 0.520 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 229    

Mean -0.21 -0.18    

SD 0.789 0.762    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.03)     

Ls Meanb -0.21 -0.17 -0.04 (-0.11, 0.03) 0.218  

SEb 0.025 0.025    

95% CIb -0.26, -0.16 -0.22, -0.12    

Ls Meanc -0.22 -0.18 -0.04 (-0.14, 0.06) 0.429  

SEc 0.035 0.036    

95% CIc -0.29, -0.15 -0.25, -0.11    

 

  Day 15 Actual n 268 267    

Mean 0.05 0.05    

SD 0.331 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.37 -0.35    

SD 0.810 0.683    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.11)     

Ls Meanb -0.36 -0.37 0.01 (-0.06, 0.08) 0.784  

SEb 0.026 0.027    

95% CIb -0.41, -0.31 -0.42, -0.32    

Ls Meanc -0.35 -0.37 0.01 (-0.04, 0.07) 0.620  

SEc 0.021 0.021    

95% CIc -0.39, -0.31 -0.41, -0.33    

 

  Day 29 Actual n 227 217    

Mean 0.01 0.03    

SD 0.114 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 183 180    

Mean -0.44 -0.40    

SD 0.835 0.722    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.09)     

Ls Meanb -0.40 -0.39 -0.01 (-0.09, 0.06) 0.772  

SEb 0.027 0.027    

95% CIb -0.45, -0.35 -0.44, -0.34    

Ls Meanc -0.43 -0.41 -0.02 (-0.07, 0.02) 0.276  

SEc 0.015 0.015    

95% CIc -0.46, -0.40 -0.44, -0.38    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.10)     

Ls Meanb -0.42 -0.46 0.04 (-0.01, 0.10) 0.110  

 

  Baseline Actual n 282 283  0.001d  

Mean 0.71 0.72    

SD 1.013 1.025    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.61 0.69    

SD 0.914 0.956    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.10 -0.06    

SD 1.039 1.095    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.11 -0.06 -0.05 (-0.17, 0.06) 0.363  

SEb 0.041 0.041    

95% CIb -0.19, -0.03 -0.14, 0.02    

Ls Meanc -0.12 -0.08 -0.05 (-0.19, 0.10) 0.514  

SEc 0.053 0.052    

95% CIc -0.23, -0.02 -0.18, 0.03    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.50 0.52    

SD 0.861 0.872    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 229    

Mean -0.22 -0.21    

SD 1.176 1.214    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.23 -0.22 -0.02 (-0.13, 0.10) 0.775  

SEb 0.041 0.042    

95% CIb -0.31, -0.15 -0.30, -0.13    

Ls Meanc -0.25 -0.23 -0.02 (-0.17, 0.13) 0.809  

SEc 0.053 0.054    

95% CIc -0.36, -0.15 -0.34, -0.13    

 

  Day 15 Actual n 268 267    

Mean 0.24 0.20    

SD 0.640 0.515    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.46 -0.53    

SD 1.087 1.162    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.17)     

Ls Meanb -0.49 -0.54 0.05 (-0.07, 0.17) 0.420  

SEb 0.043 0.044    

95% CIb -0.58, -0.41 -0.63, -0.46    

Ls Meanc -0.48 -0.54 0.06 (-0.06, 0.17) 0.315  

SEc 0.041 0.041    

95% CIc -0.56, -0.40 -0.62, -0.46    

 

  Day 29 Actual n 227 217    

Mean 0.17 0.06    

SD 0.563 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 183 180    

Mean -0.52 -0.64    

SD 1.005 1.066    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.17 (0.05, 0.29)     

Ls Meanb -0.52 -0.69 0.17 (0.05, 0.29) 0.005  

SEb 0.044 0.044    

95% CIb -0.60, -0.43 -0.77, -0.60    

Ls Meanc -0.54 -0.64 0.10 (0.01, 0.18) 0.028  

SEc 0.031 0.031    

95% CIc -0.60, -0.48 -0.70, -0.58    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.39 -0.44 0.05 (0.00, 0.10) 0.055  

 

  Baseline Actual n 282 283  0.099d  

Mean 0.63 0.66    

SD 0.958 0.974    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.50 0.58    

SD 0.839 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.11 -0.11    

SD 0.893 1.000    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.12 -0.10 -0.02 (-0.12, 0.09) 0.771  

SEb 0.038 0.038    

95% CIb -0.19, -0.04 -0.18, -0.03    

Ls Meanc -0.14 -0.11 -0.03 (-0.16, 0.11) 0.707  

SEc 0.048 0.047    

95% CIc -0.23, -0.04 -0.20, -0.02    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.45 0.45    

SD 0.835 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 239 229    

Mean -0.19 -0.23    

SD 1.091 1.159    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.20 -0.23 0.02 (-0.08, 0.13) 0.650  

SEb 0.038 0.039    

95% CIb -0.28, -0.13 -0.30, -0.15    

Ls Meanc -0.22 -0.24 0.02 (-0.13, 0.16) 0.818  

SEc 0.051 0.052    

95% CIc -0.32, -0.12 -0.34, -0.14    

 

  Day 15 Actual n 268 267    

Mean 0.21 0.16    

SD 0.588 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.43 -0.50    

SD 1.031 1.101    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.19)     

Ls Meanb -0.44 -0.52 0.07 (-0.04, 0.19) 0.192  

SEb 0.040 0.040    

95% CIb -0.52, -0.37 -0.60, -0.44    

Ls Meanc -0.45 -0.51 0.07 (-0.04, 0.17) 0.197  

SEc 0.037 0.038    

95% CIc -0.52, -0.37 -0.59, -0.44    

 

  Day 29 Actual n 227 217    

Mean 0.12 0.04    

SD 0.454 0.212    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 183 180    

Mean -0.50 -0.61    

SD 0.988 0.999    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.02, 0.25)     

Ls Meanb -0.50 -0.62 0.13 (0.01, 0.24) 0.027  

SEb 0.040 0.040    

95% CIb -0.58, -0.42 -0.70, -0.54    

Ls Meanc -0.52 -0.61 0.09 (0.02, 0.16) 0.017  

SEc 0.027 0.027    

95% CIc -0.57, -0.46 -0.66, -0.55    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.46 -0.46 0.00 (-0.03, 0.03) 0.910  

 

  Baseline Actual n 282 283  0.003d  

Mean 0.62 0.67    

SD 0.792 0.760    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.42 0.40    

SD 0.665 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.17 -0.31    

SD 0.821 0.741    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.19)     

Ls Meanb -0.21 -0.28 0.07 (-0.01, 0.15) 0.081  

SEb 0.028 0.028    

95% CIb -0.26, -0.15 -0.33, -0.22    

Ls Meanc -0.20 -0.28 0.08 (-0.02, 0.18) 0.123  

SEc 0.038 0.037    

95% CIc -0.27, -0.13 -0.35, -0.21    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.29 0.31    

SD 0.574 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 239 229    

Mean -0.33 -0.34    

SD 0.808 0.754    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.38 -0.36 -0.02 (-0.10, 0.06) 0.574  

SEb 0.029 0.029    

95% CIb -0.44, -0.32 -0.41, -0.30    

Ls Meanc -0.34 -0.34 0.00 (-0.10, 0.10) 1.000  

SEc 0.035 0.036    

95% CIc -0.41, -0.27 -0.41, -0.27    

 

  Day 15 Actual n 268 267    

Mean 0.15 0.14    

SD 0.418 0.400    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.48 -0.55    

SD 0.766 0.746    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.50 -0.51 0.01 (-0.07, 0.09) 0.826  

SEb 0.030 0.030    

95% CIb -0.56, -0.44 -0.57, -0.45    

Ls Meanc -0.51 -0.53 0.02 (-0.05, 0.10) 0.569  

SEc 0.027 0.028    

95% CIc -0.56, -0.45 -0.58, -0.47    

 

  Day 29 Actual n 227 217    

Mean 0.09 0.11    

SD 0.341 0.364    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 183 180    

Mean -0.44 -0.57    

SD 0.738 0.733    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.54 -0.54 0.00 (-0.09, 0.08) 0.958  

SEb 0.031 0.031    

95% CIb -0.60, -0.48 -0.60, -0.48    

Ls Meanc -0.51 -0.50 -0.01 (-0.07, 0.06) 0.849  

SEc 0.022 0.022    

95% CIc -0.55, -0.47 -0.55, -0.46    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.06)     

Ls Meanb -0.27 -0.29 0.01 (-0.02, 0.05) 0.421  

 

  Baseline Actual n 282 283  <.001d  

Mean 0.47 0.47    

SD 0.814 0.826    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.36 0.34    

SD 0.714 0.734    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 257 263    

Mean -0.11 -0.10    

SD 0.750 0.770    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.09 -0.11 0.01 (-0.07, 0.10) 0.775  

SEb 0.031 0.031    

95% CIb -0.16, -0.03 -0.17, -0.05    

Ls Meanc -0.11 -0.10 0.00 (-0.11, 0.11) 0.985  

SEc 0.040 0.039    

95% CIc -0.18, -0.03 -0.18, -0.03    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.21 0.30    

SD 0.568 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 239 229    

Mean -0.25 -0.18    

SD 0.791 0.889    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.01)     

Ls Meanb -0.23 -0.15 -0.08 (-0.17, 0.01) 0.066  

SEb 0.032 0.032    

95% CIb -0.30, -0.17 -0.21, -0.09    

Ls Meanc -0.25 -0.19 -0.06 (-0.17, 0.04) 0.249  

SEc 0.039 0.040    

95% CIc -0.33, -0.18 -0.27, -0.11    

 

  Day 15 Actual n 268 267    

Mean 0.14 0.08    

SD 0.469 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.26 -0.35    

SD 0.785 0.797    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.22)     

Ls Meanb -0.29 -0.37 0.09 (-0.01, 0.18) 0.075  

SEb 0.034 0.034    

95% CIb -0.35, -0.22 -0.44, -0.31    

Ls Meanc -0.27 -0.36 0.08 (0.00, 0.16) 0.039  

SEc 0.029 0.029    

95% CIc -0.33, -0.22 -0.41, -0.30    

 

  Day 29 Actual n 227 217    

Mean 0.09 0.08    

SD 0.341 0.317    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 183 180    

Mean -0.34 -0.36    

SD 0.836 0.837    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.34 -0.38 0.03 (-0.06, 0.13) 0.497  

SEb 0.034 0.035    

95% CIb -0.41, -0.28 -0.44, -0.31    

Ls Meanc -0.34 -0.36 0.02 (-0.05, 0.09) 0.572  

SEc 0.025 0.025    

95% CIc -0.39, -0.30 -0.41, -0.31    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.48 -0.50 0.01 (-0.02, 0.05) 0.345  

 

  Baseline Actual n 282 283  0.388d  

Mean 0.63 0.69    

SD 0.805 0.848    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 333    

Mean 0.39 0.36    

SD 0.697 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.20 -0.36    

SD 0.817 0.834    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.01, 0.18)     

Ls Meanb -0.24 -0.31 0.07 (-0.01, 0.15) 0.087  

SEb 0.029 0.029    

95% CIb -0.29, -0.18 -0.36, -0.25    

Ls Meanc -0.24 -0.33 0.09 (-0.02, 0.20) 0.102  

SEc 0.039 0.039    

95% CIc -0.31, -0.16 -0.40, -0.25    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.27 0.21    

SD 0.640 0.544    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 239 229    

Mean -0.37 -0.48    

SD 0.849 0.930    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.42 -0.44 0.02 (-0.06, 0.10) 0.627  

SEb 0.030 0.030    

95% CIb -0.48, -0.36 -0.50, -0.38    

Ls Meanc -0.40 -0.44 0.04 (-0.06, 0.14) 0.421  

SEc 0.036 0.037    

95% CIc -0.47, -0.33 -0.51, -0.37    

 

  Day 15 Actual n 268 267    

Mean 0.12 0.10    

SD 0.437 0.355    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.47 -0.61    

SD 0.872 0.874    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.53 -0.56 0.03 (-0.06, 0.12) 0.505  

SEb 0.031 0.032    

95% CIb -0.59, -0.47 -0.62, -0.49    

Ls Meanc -0.53 -0.55 0.03 (-0.05, 0.10) 0.474  

SEc 0.028 0.028    

95% CIc -0.58, -0.47 -0.61, -0.50    

 

  Day 29 Actual n 227 217    

Mean 0.06 0.11    

SD 0.314 0.369    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 183 180    

Mean -0.55 -0.56    

SD 0.862 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.59 -0.54 -0.05 (-0.14, 0.04) 0.265  

SEb 0.032 0.032    

95% CIb -0.65, -0.53 -0.60, -0.47    

Ls Meanc -0.57 -0.54 -0.04 (-0.11, 0.03) 0.285  

SEc 0.025 0.025    

95% CIc -0.62, -0.52 -0.59, -0.49    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.10 -0.09 0.00 (-0.02, 0.01) 0.419  

 

  Baseline Actual n 282 283  0.785d  

Mean 0.15 0.09    

SD 0.555 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 323 333    

Mean 0.05 0.04    

SD 0.280 0.266    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 263    

Mean -0.09 -0.04    

SD 0.507 0.373    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.06 -0.07 0.01 (-0.03, 0.04) 0.763  

SEb 0.012 0.012    

95% CIb -0.08, -0.04 -0.09, -0.04    

Ls Meanc -0.07 -0.07 0.00 (-0.05, 0.05) 1.000  

SEc 0.017 0.016    

95% CIc -0.10, -0.04 -0.10, -0.04    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 295 299    

Mean 0.03 0.03    

SD 0.224 0.237    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 239 229    

Mean -0.10 -0.03    

SD 0.548 0.448    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.05)     

Ls Meanb -0.07 -0.06 -0.01 (-0.04, 0.03) 0.648  

SEb 0.012 0.012    

95% CIb -0.10, -0.05 -0.09, -0.04    

Ls Meanc -0.07 -0.06 -0.01 (-0.05, 0.04) 0.720  

SEc 0.017 0.017    

95% CIc -0.10, -0.04 -0.10, -0.03    

 

  Day 15 Actual n 268 267    

Mean 0.01 0.01    

SD 0.149 0.122    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 209 203    

Mean -0.14 -0.06    

SD 0.587 0.309    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.09)     

Ls Meanb -0.10 -0.11 0.01 (-0.03, 0.04) 0.694  

SEb 0.013 0.013    

95% CIb -0.12, -0.07 -0.13, -0.08    

Ls Meanc -0.09 -0.11 0.01 (-0.01, 0.04) 0.218  

SEc 0.008 0.008    

95% CIc -0.11, -0.08 -0.13, -0.09    

 

  Day 29 Actual n 227 217    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 183 180    

Mean -0.17 -0.07    

SD 0.619 0.328    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.12 -0.12 0.00 (-0.04, 0.03) 0.821  

SEb 0.013 0.014    

95% CIb -0.15, -0.09 -0.14, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Age ≥ 65 Body Aches Overall  Effect Size (95% 

CI)a 

0.18 (0.03, 0.32)     

Ls Meanb -0.29 -0.44 0.15 (0.02, 0.28) 0.023  

 

  Baseline Actual n 27 42    

Mean 0.78 0.57    

SD 1.013 0.770    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 40 42    

Mean 0.78 0.45    

SD 0.947 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 22 35    

Mean 0.00 -0.09    

SD 0.816 0.853    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.24 (-0.10, 0.58)     

Ls Meanb 0.10 -0.11 0.21 (-0.09, 0.51) 0.170  

SEb 0.118 0.097    

95% CIb -0.13, 0.33 -0.30, 0.08    

Ls Meanc 0.05 -0.12 0.17 (-0.23, 0.57) 0.392  

SEc 0.157 0.124    

95% CIc -0.27, 0.36 -0.37, 0.12    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.58 0.26    

SD 0.976 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 23 28    

Mean -0.09 -0.29    

SD 0.996 1.013    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.47 (0.11, 0.82)     

Ls Meanb 0.04 -0.36 0.41 (0.10, 0.71) 0.010  

SEb 0.118 0.104    

95% CIb -0.19, 0.28 -0.57, -0.16    

Ls Meanc 0.08 -0.28 0.37 (-0.09, 0.82) 0.114  

SEc 0.174 0.153    

95% CIc -0.27, 0.43 -0.59, 0.02    

 

  Day 15 Actual n 37 33    

Mean 0.24 0.03    

SD 0.641 0.174    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.43 -0.52    

SD 0.926 0.753    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.34 (-0.04, 0.71)     

Ls Meanb -0.29 -0.59 0.29 (-0.03, 0.62) 0.078  

SEb 0.125 0.110    

95% CIb -0.54, -0.05 -0.80, -0.37    

Ls Meanc -0.31 -0.59 0.28 (-0.01, 0.57) 0.062  

SEc 0.112 0.098    

95% CIc -0.54, -0.08 -0.79, -0.39    

 

  Day 29 Actual n 23 28    

Mean 0.17 0.04    

SD 0.491 0.189    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 17 23    

Mean -0.53 -0.52    

SD 0.943 0.730    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.30, 0.46)     

Ls Meanb -0.46 -0.53 0.07 (-0.26, 0.40) 0.684  

SEb 0.128 0.109    

95% CIb -0.71, -0.21 -0.75, -0.32    

Ls Meanc -0.41 -0.56 0.15 (-0.10, 0.39) 0.232  

SEc 0.092 0.083    

95% CIc -0.60, -0.23 -0.73, -0.39    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.12 (0.03, 0.21)     

Ls Meanb -0.52 -0.63 0.11 (0.03, 0.19) 0.009  

 

  Baseline Actual n 27 42    

Mean 0.63 0.64    

SD 0.839 0.906    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 39 42    

Mean 0.33 0.29    

SD 0.621 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 35    

Mean -0.14 -0.40    

SD 0.478 0.812    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.11, 0.38)     

Ls Meanb -0.26 -0.38 0.12 (-0.10, 0.34) 0.286  

SEb 0.087 0.070    

95% CIb -0.43, -0.09 -0.52, -0.24    

Ls Meanc -0.21 -0.38 0.17 (-0.12, 0.46) 0.238  

SEc 0.114 0.088    

95% CIc -0.44, 0.02 -0.56, -0.20    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.18 0.06    

SD 0.563 0.343    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 28    

Mean -0.26 -0.68    

SD 0.915 1.020    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.27 (0.01, 0.52)     

Ls Meanb -0.38 -0.61 0.23 (0.01, 0.46) 0.040  

SEb 0.085 0.076    

95% CIb -0.55, -0.21 -0.76, -0.46    

Ls Meanc -0.33 -0.59 0.26 (-0.06, 0.57) 0.110  

SEc 0.120 0.106    

95% CIc -0.58, -0.09 -0.80, -0.38    

 

  Day 15 Actual n 37 33    

Mean 0.08 0.00    

SD 0.363 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.48 -0.78    

SD 0.750 0.974    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.10, 0.43)     

Ls Meanb -0.55 -0.70 0.15 (-0.09, 0.38) 0.213  

SEb 0.090 0.079    

95% CIb -0.73, -0.38 -0.86, -0.55    

Ls Meanc -0.57 -0.72 0.15 (-0.04, 0.33) 0.114  

SEc 0.071 0.062    

95% CIc -0.72, -0.43 -0.85, -0.60    

 

  Day 29 Actual n 23 28    

Mean 0.09 0.00    

SD 0.417 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 17 23    

Mean -0.59 -0.65    

SD 0.870 0.982    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.18, 0.37)     

Ls Meanb -0.63 -0.71 0.09 (-0.16, 0.33) 0.487  

SEb 0.094 0.081    

95% CIb -0.81, -0.44 -0.87, -0.55    

Ls Meanc -0.57 -0.69 0.12 (-0.08, 0.33) 0.235  

SEc 0.080 0.072    

95% CIc -0.73, -0.41 -0.84, -0.55    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.15 (0.03, 0.26)     

Ls Meanb -0.33 -0.44 0.11 (0.02, 0.20) 0.019  

 

  Baseline Actual n 27 42    

Mean 0.63 0.40    

SD 0.839 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 40 42    

Mean 0.60 0.26    

SD 0.810 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 22 35    

Mean -0.05 -0.17    

SD 0.722 0.707    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.38 (0.06, 0.71)     

Ls Meanb 0.01 -0.28 0.29 (0.04, 0.54) 0.021  

SEb 0.098 0.080    

95% CIb -0.18, 0.21 -0.43, -0.12    

Ls Meanc -0.01 -0.23 0.22 (-0.13, 0.57) 0.209  

SEc 0.137 0.109    

95% CIc -0.28, 0.27 -0.45, -0.01    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.37 0.12    

SD 0.541 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 23 28    

Mean -0.22 -0.39    

SD 0.795 0.629    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.30 (-0.04, 0.63)     

Ls Meanb -0.23 -0.45 0.22 (-0.03, 0.48) 0.085  

SEb 0.097 0.087    

95% CIb -0.42, -0.03 -0.62, -0.28    

Ls Meanc -0.20 -0.42 0.22 (-0.01, 0.46) 0.065  

SEc 0.090 0.080    

95% CIc -0.38, -0.02 -0.58, -0.26    

 

  Day 15 Actual n 37 33    

Mean 0.19 0.06    

SD 0.462 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.48 -0.41    

SD 0.981 0.888    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.19, 0.52)     

Ls Meanb -0.38 -0.50 0.12 (-0.14, 0.39) 0.362  

SEb 0.102 0.090    

95% CIb -0.58, -0.18 -0.68, -0.33    

Ls Meanc -0.32 -0.49 0.17 (-0.07, 0.41) 0.163  

SEc 0.092 0.081    

95% CIc -0.51, -0.13 -0.66, -0.33    

 

  Day 29 Actual n 23 28    

Mean 0.09 0.11    

SD 0.288 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 17 23    

Mean -0.47 -0.48    

SD 0.874 0.947    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.25, 0.49)     

Ls Meanb -0.46 -0.55 0.09 (-0.19, 0.37) 0.519  

SEb 0.108 0.092    

95% CIb -0.67, -0.24 -0.73, -0.37    

Ls Meanc -0.44 -0.47 0.02 (-0.18, 0.23) 0.825  

SEc 0.077 0.070    

95% CIc -0.60, -0.29 -0.61, -0.32    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.22 (0.05, 0.39)     

Ls Meanb -0.51 -0.69 0.18 (0.04, 0.33) 0.015  

 

  Baseline Actual n 27 42    

Mean 1.11 1.17    

SD 0.801 0.853    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 40 42    

Mean 1.15 0.90    

SD 0.802 0.759    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 22 35    

Mean 0.09 -0.26    

SD 0.426 0.950    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.42 (0.03, 0.81)     

Ls Meanb 0.10 -0.25 0.35 (0.02, 0.67) 0.037  

SEb 0.129 0.105    

95% CIb -0.16, 0.35 -0.46, -0.04    

Ls Meanc 0.09 -0.22 0.31 (-0.04, 0.67) 0.082  

SEc 0.140 0.111    

95% CIc -0.19, 0.37 -0.45, 0.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.84 0.74    

SD 0.886 0.710    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 23 28    

Mean -0.09 -0.57    

SD 0.733 0.959    

Min -1.00 -3.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.39 (-0.01, 0.79)     

Ls Meanb -0.04 -0.36 0.33 (-0.01, 0.66) 0.057  

SEb 0.129 0.113    

95% CIb -0.29, 0.21 -0.59, -0.14    

Ls Meanc -0.07 -0.50 0.43 (0.02, 0.85) 0.042  

SEc 0.159 0.141    

95% CIc -0.39, 0.26 -0.78, -0.22    

 

  Day 15 Actual n 37 33    

Mean 0.43 0.33    

SD 0.765 0.540    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.62 -0.93    

SD 1.024 0.874    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.16, 0.68)     

Ls Meanb -0.61 -0.82 0.22 (-0.14, 0.57) 0.230  

SEb 0.136 0.119    

95% CIb -0.87, -0.34 -1.06, -0.59    

Ls Meanc -0.59 -0.83 0.24 (-0.16, 0.65) 0.233  

SEc 0.155 0.135    

95% CIc -0.90, -0.27 -1.10, -0.56    

 

  Day 29 Actual n 23 28    

Mean 0.17 0.18    

SD 0.491 0.390    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 17 23    

Mean -1.00 -1.13    

SD 0.866 0.968    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.50, 0.35)     

Ls Meanb -1.04 -0.98 -0.06 (-0.42, 0.30) 0.738  

SEb 0.138 0.118    

95% CIb -1.32, -0.77 -1.21, -0.75    

Ls Meanc -1.00 -1.03 0.03 (-0.25, 0.30) 0.843  

SEc 0.104 0.094    

95% CIc -1.22, -0.79 -1.22, -0.84    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.07, 0.08)     

Ls Meanb -0.33 -0.33 0.00 (-0.05, 0.06) 0.943  

 

  Baseline Actual n 27 42    

Mean 0.59 0.31    

SD 0.844 0.604    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 39 42    

Mean 0.44 0.21    

SD 0.754 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 21 35    

Mean -0.10 -0.09    

SD 0.768 0.981    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.25 (-0.01, 0.52)     

Ls Meanb 0.02 -0.16 0.18 (-0.01, 0.37) 0.064  

SEb 0.076 0.060    

95% CIb -0.13, 0.17 -0.28, -0.04    

Ls Meanc 0.02 -0.14 0.16 (-0.20, 0.52) 0.386  

SEc 0.142 0.111    

95% CIc -0.27, 0.30 -0.36, 0.08    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.24 0.09    

SD 0.542 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 23 28    

Mean -0.35 -0.21    

SD 0.775 0.738    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.22, 0.33)     

Ls Meanb -0.25 -0.29 0.04 (-0.15, 0.23) 0.682  

SEb 0.073 0.066    

95% CIb -0.39, -0.10 -0.42, -0.16    

Ls Meanc -0.20 -0.26 0.06 (-0.16, 0.28) 0.578  

SEc 0.083 0.074    

95% CIc -0.37, -0.04 -0.41, -0.11    

 

  Day 15 Actual n 37 33    

Mean 0.03 0.09    

SD 0.164 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.52 -0.30    

SD 0.873 0.724    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.28, 0.28)     

Ls Meanb -0.38 -0.38 0.00 (-0.20, 0.20) 0.991  

SEb 0.077 0.068    

95% CIb -0.53, -0.23 -0.51, -0.25    

Ls Meanc -0.40 -0.42 0.02 (-0.10, 0.14) 0.756  

SEc 0.046 0.040    

95% CIc -0.49, -0.30 -0.50, -0.33    

 

  Day 29 Actual n 23 28    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 17 23    

Mean -0.53 -0.35    

SD 0.800 0.714    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.36, 0.25)     

Ls Meanb -0.43 -0.39 -0.04 (-0.26, 0.17) 0.710  

SEb 0.083 0.071    

95% CIb -0.59, -0.26 -0.53, -0.25    

Ls Meanc -0.43 -0.43 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.43, -0.43 -0.43, -0.43    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.27 (0.04, 0.51)     

Ls Meanb 0.07 -0.12 0.19 (0.02, 0.36) 0.027  

 

  Baseline Actual n 27 42    

Mean 0.30 0.21    

SD 0.823 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 40 42    

Mean 0.40 0.05    

SD 0.841 0.216    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 22 35    

Mean 0.09 -0.14    

SD 0.921 0.550    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.33 (-0.12, 0.78)     

Ls Meanb 0.06 -0.18 0.23 (-0.08, 0.55) 0.149  

SEb 0.124 0.102    

95% CIb -0.19, 0.30 -0.38, 0.02    

Ls Meanc 0.10 -0.16 0.25 (0.00, 0.51) 0.054  

SEc 0.103 0.081    

95% CIc -0.11, 0.30 -0.32, 0.01    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.26 0.12    

SD 0.685 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 28    

Mean 0.09 -0.11    

SD 1.041 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.19 (-0.27, 0.65)     

Ls Meanb 0.08 -0.05 0.13 (-0.19, 0.46) 0.417  

SEb 0.125 0.108    

95% CIb -0.16, 0.33 -0.26, 0.16    

Ls Meanc 0.13 -0.06 0.19 (-0.15, 0.54) 0.264  

SEc 0.131 0.116    

95% CIc -0.13, 0.40 -0.29, 0.17    

 

  Day 15 Actual n 37 33    

Mean 0.27 0.12    

SD 0.804 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean 0.14 -0.15    

SD 1.276 0.864    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.38 (-0.10, 0.87)     

Ls Meanb 0.15 -0.12 0.27 (-0.07, 0.61) 0.122  

SEb 0.132 0.115    

95% CIb -0.11, 0.40 -0.35, 0.10    

Ls Meanc 0.18 -0.10 0.28 (-0.14, 0.70) 0.189  

SEc 0.161 0.141    

95% CIc -0.15, 0.50 -0.39, 0.18    

 

  Day 29 Actual n 23 28    

Mean 0.17 0.07    

SD 0.576 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 17 23    

Mean 0.00 -0.26    

SD 1.061 0.752    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.22, 0.74)     

Ls Meanb -0.03 -0.20 0.18 (-0.16, 0.52) 0.295  

SEb 0.131 0.111    

95% CIb -0.28, 0.23 -0.42, 0.01    

Ls Meanc -0.01 -0.24 0.23 (-0.06, 0.52) 0.115  

SEc 0.109 0.099    

95% CIc -0.23, 0.22 -0.44, -0.03    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.00 (-0.20, 0.19)     

Ls Meanb -0.48 -0.48 0.00 (-0.20, 0.20) 0.982  

 

  Baseline Actual n 27 42    

Mean 1.44 1.33    

SD 0.934 1.052    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 40 42    

Mean 1.30 1.10    

SD 0.992 1.055    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 4.00    

 

   Change n 22 35    

Mean 0.05 -0.11    

SD 0.999 0.900    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.25 (-0.19, 0.68)     

Ls Meanb 0.11 -0.14 0.25 (-0.19, 0.68) 0.264  

SEb 0.171 0.141    

95% CIb -0.23, 0.45 -0.41, 0.14    

Ls Meanc 0.06 -0.22 0.27 (-0.15, 0.70) 0.205  

SEc 0.168 0.133    

95% CIc -0.28, 0.39 -0.48, 0.05    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 1.05 1.12    

SD 1.038 0.977    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

   Change n 23 28    

Mean -0.13 -0.25    

SD 0.968 0.799    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.46, 0.43)     

Ls Meanb -0.12 -0.10 -0.02 (-0.46, 0.43) 0.944  

SEb 0.172 0.151    

95% CIb -0.45, 0.22 -0.40, 0.19    

Ls Meanc -0.06 -0.25 0.19 (-0.25, 0.63) 0.384  

SEc 0.166 0.147    

95% CIc -0.39, 0.27 -0.55, 0.04    

 

  Day 15 Actual n 37 33    

Mean 0.68 0.58    

SD 0.944 0.830    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.57 -0.74    

SD 1.165 1.059    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.21 (-0.26, 0.68)     

Ls Meanb -0.48 -0.69 0.21 (-0.26, 0.68) 0.382  

SEb 0.181 0.159    

95% CIb -0.84, -0.13 -1.00, -0.38    

Ls Meanc -0.50 -0.76 0.26 (-0.28, 0.81) 0.335  

SEc 0.207 0.182    

95% CIc -0.92, -0.08 -1.13, -0.40    

 

  Day 29 Actual n 23 28    

Mean 0.35 0.54    

SD 0.647 0.838    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 17 23    

Mean -0.65 -0.87    

SD 0.931 1.254    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.43, 0.51)     

Ls Meanb -0.79 -0.83 0.04 (-0.43, 0.51) 0.860  

SEb 0.184 0.157    

95% CIb -1.15, -0.43 -1.14, -0.53    

Ls Meanc -0.78 -0.77 -0.01 (-0.51, 0.48) 0.959  

SEc 0.188 0.169    

95% CIc -1.17, -0.40 -1.11, -0.43    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.53 -0.58 0.05 (-0.05, 0.16) 0.320  

 

  Baseline Actual n 27 42    

Mean 0.78 0.86    

SD 0.934 0.952    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 40 42    

Mean 0.53 0.38    

SD 0.751 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 22 35    

Mean -0.09 -0.46    

SD 0.750 0.980    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.25 (-0.03, 0.53)     

Ls Meanb -0.14 -0.38 0.24 (-0.03, 0.50) 0.081  

SEb 0.105 0.086    

95% CIb -0.35, 0.06 -0.55, -0.21    

Ls Meanc -0.18 -0.43 0.26 (-0.11, 0.63) 0.165  

SEc 0.146 0.115    

95% CIc -0.47, 0.12 -0.67, -0.20    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.47 0.32    

SD 0.762 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 28    

Mean -0.26 -0.50    

SD 0.915 0.962    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.12, 0.46)     

Ls Meanb -0.31 -0.47 0.16 (-0.11, 0.43) 0.251  

SEb 0.105 0.093    

95% CIb -0.52, -0.11 -0.65, -0.29    

Ls Meanc -0.26 -0.45 0.19 (-0.15, 0.54) 0.268  

SEc 0.132 0.116    

95% CIc -0.52, 0.01 -0.69, -0.22    

 

  Day 15 Actual n 37 33    

Mean 0.11 0.18    

SD 0.393 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.57 -0.56    

SD 0.926 0.974    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.45, 0.16)     

Ls Meanb -0.67 -0.54 -0.14 (-0.42, 0.15) 0.353  

SEb 0.110 0.097    

95% CIb -0.89, -0.46 -0.73, -0.35    

Ls Meanc -0.56 -0.46 -0.10 (-0.32, 0.13) 0.385  

SEc 0.085 0.075    

95% CIc -0.73, -0.38 -0.61, -0.31    

 

  Day 29 Actual n 23 28    

Mean 0.09 0.07    

SD 0.288 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 17 23    

Mean -0.65 -0.91    

SD 0.931 0.949    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.35, 0.27)     

Ls Meanb -0.75 -0.72 -0.04 (-0.33, 0.26) 0.811  

SEb 0.115 0.098    

95% CIb -0.98, -0.53 -0.91, -0.52    

Ls Meanc -0.77 -0.82 0.05 (-0.15, 0.25) 0.630  

SEc 0.077 0.069    

95% CIc -0.93, -0.62 -0.96, -0.68    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.11 (-0.05, 0.27)     

Ls Meanb -0.49 -0.59 0.10 (-0.05, 0.25) 0.191  

 

  Baseline Actual n 27 42    

Mean 0.96 0.83    

SD 0.854 0.935    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 40 42    

Mean 0.88 0.45    

SD 0.992 0.670    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 2.00    

 

   Change n 22 35    

Mean 0.05 -0.40    

SD 0.899 0.914    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.52 (0.16, 0.88)     

Ls Meanb 0.12 -0.35 0.47 (0.15, 0.80) 0.005  

SEb 0.129 0.106    

95% CIb -0.13, 0.37 -0.56, -0.14    

Ls Meanc 0.07 -0.40 0.47 (0.07, 0.87) 0.022  

SEc 0.159 0.126    

95% CIc -0.25, 0.39 -0.65, -0.15    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.66 0.38    

SD 1.021 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 23 28    

Mean -0.13 -0.50    

SD 0.757 1.106    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.55 (0.18, 0.92)     

Ls Meanb -0.02 -0.52 0.50 (0.16, 0.84) 0.004  

SEb 0.129 0.113    

95% CIb -0.27, 0.24 -0.74, -0.29    

Ls Meanc -0.03 -0.47 0.44 (-0.02, 0.91) 0.063  

SEc 0.177 0.157    

95% CIc -0.39, 0.32 -0.79, -0.16    

 

  Day 15 Actual n 37 33    

Mean 0.19 0.09    

SD 0.616 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.62 -0.78    

SD 0.865 0.847    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.20, 0.58)     

Ls Meanb -0.58 -0.75 0.17 (-0.18, 0.53) 0.341  

SEb 0.136 0.119    

95% CIb -0.84, -0.31 -0.98, -0.51    

Ls Meanc -0.56 -0.77 0.21 (-0.12, 0.54) 0.199  

SEc 0.125 0.110    

95% CIc -0.81, -0.30 -0.99, -0.55    

 

  Day 29 Actual n 23 28    

Mean 0.13 0.11    

SD 0.458 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 17 23    

Mean -0.82 -0.78    

SD 0.883 0.902    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.49, 0.30)     

Ls Meanb -0.77 -0.68 -0.09 (-0.44, 0.27) 0.635  

SEb 0.138 0.118    

95% CIb -1.04, -0.50 -0.92, -0.45    

Ls Meanc -0.78 -0.81 0.03 (-0.25, 0.32) 0.807  

SEc 0.107 0.097    

95% CIc -0.99, -0.56 -1.01, -0.61    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.03 (-0.05, 0.11)     

Ls Meanb -0.32 -0.35 0.02 (-0.03, 0.07) 0.459  

 

  Baseline Actual n 27 42    

Mean 0.44 0.33    

SD 0.698 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 40 42    

Mean 0.23 0.21    

SD 0.577 0.520    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 22 35    

Mean -0.09 -0.14    

SD 0.921 0.601    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.23 (-0.02, 0.48)     

Ls Meanb -0.05 -0.20 0.15 (-0.01, 0.31) 0.070  

SEb 0.064 0.051    

95% CIb -0.18, 0.07 -0.30, -0.10    

Ls Meanc -0.02 -0.16 0.13 (-0.19, 0.46) 0.407  

SEc 0.127 0.101    

95% CIc -0.28, 0.23 -0.36, 0.05    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.16 0.21    

SD 0.437 0.538    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 28    

Mean -0.17 -0.25    

SD 0.717 0.585    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.14, 0.37)     

Ls Meanb -0.16 -0.23 0.07 (-0.09, 0.24) 0.387  

SEb 0.063 0.056    

95% CIb -0.28, -0.03 -0.34, -0.12    

Ls Meanc -0.11 -0.23 0.13 (-0.12, 0.38) 0.306  

SEc 0.095 0.084    

95% CIc -0.30, 0.08 -0.40, -0.07    

 

  Day 15 Actual n 37 33    

Mean 0.03 0.00    

SD 0.164 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.38 -0.41    

SD 0.590 0.694    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.20, 0.33)     

Ls Meanb -0.36 -0.40 0.04 (-0.13, 0.21) 0.640  

SEb 0.066 0.058    

95% CIb -0.49, -0.23 -0.52, -0.29    

Ls Meanc -0.37 -0.42 0.05 (-0.04, 0.13) 0.265  

SEc 0.031 0.027    

95% CIc -0.44, -0.31 -0.47, -0.36    

 

  Day 29 Actual n 23 28    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 17 23    

Mean -0.41 -0.35    

SD 0.712 0.647    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.31, 0.26)     

Ls Meanb -0.38 -0.37 -0.02 (-0.20, 0.17) 0.861  

SEb 0.071 0.060    

95% CIb -0.52, -0.24 -0.49, -0.25    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.02)     

Ls Meanb -0.37 -0.30 -0.07 (-0.16, 0.02) 0.111  

 

  Baseline Actual n 27 42    

Mean 0.52 0.55    

SD 0.975 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 40 42    

Mean 0.40 0.36    

SD 0.672 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 22 35    

Mean -0.18 -0.11    

SD 1.006 0.867    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.30, 0.20)     

Ls Meanb -0.12 -0.07 -0.04 (-0.27, 0.18) 0.698  

SEb 0.088 0.072    

95% CIb -0.29, 0.06 -0.21, 0.07    

Ls Meanc -0.19 -0.14 -0.05 (-0.43, 0.32) 0.776  

SEc 0.148 0.117    

95% CIc -0.49, 0.10 -0.37, 0.09    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.16 0.26    

SD 0.437 0.567    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 28    

Mean -0.35 -0.18    

SD 1.071 0.548    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.39, 0.13)     

Ls Meanb -0.31 -0.19 -0.11 (-0.34, 0.12) 0.328  

SEb 0.088 0.078    

95% CIb -0.48, -0.14 -0.35, -0.04    

Ls Meanc -0.34 -0.18 -0.15 (-0.45, 0.14) 0.306  

SEc 0.112 0.099    

95% CIc -0.56, -0.11 -0.38, 0.02    

 

  Day 15 Actual n 37 33    

Mean 0.05 0.06    

SD 0.229 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.33 -0.37    

SD 0.796 0.742    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.33, 0.21)     

Ls Meanb -0.45 -0.40 -0.05 (-0.29, 0.19) 0.685  

SEb 0.092 0.081    

95% CIb -0.63, -0.27 -0.56, -0.24    

Ls Meanc -0.40 -0.34 -0.07 (-0.18, 0.04) 0.229  

SEc 0.043 0.038    

95% CIc -0.49, -0.32 -0.41, -0.26    

 

  Day 29 Actual n 23 28    

Mean 0.04 0.11    

SD 0.209 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 17 23    

Mean -0.35 -0.26    

SD 0.702 0.915    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.41, 0.15)     

Ls Meanb -0.47 -0.36 -0.12 (-0.36, 0.13) 0.356  

SEb 0.096 0.082    

95% CIb -0.66, -0.28 -0.52, -0.20    

Ls Meanc -0.37 -0.24 -0.13 (-0.37, 0.10) 0.254  

SEc 0.089 0.080    

95% CIc -0.55, -0.19 -0.40, -0.08    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.12 (-0.26, 0.03)     

Ls Meanb -0.34 -0.24 -0.10 (-0.23, 0.03) 0.126  

 

  Baseline Actual n 27 42    

Mean 0.52 0.55    

SD 0.975 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 40 42    

Mean 0.40 0.26    

SD 0.709 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 22 35    

Mean -0.18 -0.20    

SD 0.958 0.868    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.19, 0.38)     

Ls Meanb -0.10 -0.18 0.09 (-0.17, 0.34) 0.509  

SEb 0.101 0.083    

95% CIb -0.30, 0.10 -0.35, -0.02    

Ls Meanc -0.18 -0.23 0.05 (-0.28, 0.39) 0.750  

SEc 0.134 0.106    

95% CIc -0.45, 0.09 -0.45, -0.02    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.21 0.32    

SD 0.528 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 23 28    

Mean -0.26 -0.11    

SD 1.054 0.567    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.49, 0.10)     

Ls Meanb -0.22 -0.04 -0.17 (-0.43, 0.09) 0.205  

SEb 0.102 0.089    

95% CIb -0.41, -0.02 -0.22, 0.13    

Ls Meanc -0.24 -0.11 -0.14 (-0.47, 0.20) 0.423  

SEc 0.128 0.113    

95% CIc -0.50, 0.01 -0.34, 0.12    

 

  Day 15 Actual n 37 33    

Mean 0.05 0.06    

SD 0.229 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.43 -0.37    

SD 0.870 0.792    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.42, 0.20)     

Ls Meanb -0.43 -0.33 -0.10 (-0.38, 0.18) 0.488  

SEb 0.107 0.094    

95% CIb -0.64, -0.22 -0.52, -0.15    

Ls Meanc -0.43 -0.36 -0.07 (-0.19, 0.05) 0.224  

SEc 0.045 0.040    

95% CIc -0.53, -0.34 -0.44, -0.28    

 

  Day 29 Actual n 23 28    

Mean 0.00 0.14    

SD 0.000 0.525    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 17 23    

Mean -0.24 -0.22    

SD 0.562 0.902    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.31 (-0.62, 0.00)     

Ls Meanb -0.50 -0.22 -0.28 (-0.55, 0.00) 0.050  

SEb 0.107 0.091    

95% CIb -0.71, -0.29 -0.40, -0.04    

Ls Meanc -0.30 -0.12 -0.18 (-0.47, 0.11) 0.221  

SEc 0.111 0.100    

95% CIc -0.53, -0.08 -0.33, 0.08    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.19 (0.08, 0.31)     

Ls Meanb -0.24 -0.36 0.13 (0.05, 0.20) 0.002  

 

  Baseline Actual n 26 42    

Mean 0.65 0.26    

SD 0.689 0.627    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 40 42    

Mean 0.55 0.14    

SD 0.815 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 21 35    

Mean -0.05 -0.14    

SD 0.590 0.601    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.56 (0.25, 0.87)     

Ls Meanb 0.07 -0.30 0.36 (0.16, 0.57) <.001  

SEb 0.081 0.065    

95% CIb -0.09, 0.23 -0.42, -0.17    

Ls Meanc 0.05 -0.22 0.28 (0.00, 0.55) 0.049  

SEc 0.108 0.084    

95% CIc -0.17, 0.27 -0.39, -0.06    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.37 0.12    

SD 0.489 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 22 28    

Mean -0.23 -0.25    

SD 0.612 0.645    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.36 (0.04, 0.68)     

Ls Meanb -0.09 -0.32 0.23 (0.02, 0.44) 0.029  

SEb 0.081 0.070    

95% CIb -0.24, 0.07 -0.46, -0.18    

Ls Meanc -0.12 -0.35 0.23 (0.00, 0.46) 0.051  

SEc 0.087 0.076    

95% CIc -0.29, 0.06 -0.50, -0.19    

 

  Day 15 Actual n 37 33    

Mean 0.19 0.03    

SD 0.397 0.174    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 20 27    

Mean -0.30 -0.33    

SD 0.657 0.679    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.27 (-0.06, 0.61)     

Ls Meanb -0.23 -0.41 0.18 (-0.04, 0.40) 0.114  

SEb 0.085 0.073    

95% CIb -0.40, -0.06 -0.55, -0.26    

Ls Meanc -0.17 -0.40 0.23 (0.04, 0.43) 0.021  

SEc 0.075 0.064    

95% CIc -0.32, -0.02 -0.53, -0.27    

 

  Day 29 Actual n 23 28    

Mean 0.09 0.07    

SD 0.288 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 16 23    

Mean -0.50 -0.26    

SD 0.816 0.752    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.37, 0.33)     

Ls Meanb -0.39 -0.38 -0.01 (-0.24, 0.22) 0.916  

SEb 0.090 0.075    

95% CIb -0.57, -0.22 -0.53, -0.23    

Ls Meanc -0.33 -0.34 0.01 (-0.20, 0.22) 0.925  

SEc 0.080 0.071    

95% CIc -0.50, -0.17 -0.49, -0.20    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.27 (0.06, 0.47)     

Ls Meanb 0.01 -0.18 0.19 (0.04, 0.34) 0.013  

 

  Baseline Actual n 27 42    

Mean 0.48 0.24    

SD 0.935 0.532    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 40 42    

Mean 0.50 0.17    

SD 0.877 0.377    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 22 35    

Mean -0.05 -0.03    

SD 0.785 0.514    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.29, 0.63)     

Ls Meanb 0.02 -0.11 0.12 (-0.21, 0.45) 0.470  

SEb 0.130 0.107    

95% CIb -0.24, 0.27 -0.31, 0.10    

Ls Meanc 0.05 -0.06 0.12 (-0.15, 0.39) 0.385  

SEc 0.105 0.084    

95% CIc -0.16, 0.27 -0.23, 0.11    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.50 0.21    

SD 0.980 0.538    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 23 28    

Mean 0.22 -0.04    

SD 1.166 0.576    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 4.00 2.00    

Effect Size (95% 

CI)a 

0.39 (-0.08, 0.86)     

Ls Meanb 0.28 -0.01 0.28 (-0.06, 0.62) 0.104  

SEb 0.130 0.114    

95% CIb 0.02, 0.53 -0.23, 0.22    

Ls Meanc 0.37 -0.01 0.38 (-0.07, 0.83) 0.094  

SEc 0.170 0.152    

95% CIc 0.02, 0.71 -0.32, 0.29    

 

  Day 15 Actual n 37 33    

Mean 0.35 0.12    

SD 0.857 0.545    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean 0.00 -0.07    

SD 1.183 0.874    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.38 (-0.12, 0.87)     

Ls Meanb 0.10 -0.17 0.27 (-0.09, 0.62) 0.139  

SEb 0.137 0.120    

95% CIb -0.17, 0.37 -0.40, 0.07    

Ls Meanc 0.16 -0.13 0.29 (-0.20, 0.78) 0.234  

SEc 0.184 0.163    

95% CIc -0.21, 0.53 -0.46, 0.20    

 

  Day 29 Actual n 23 28    

Mean 0.17 0.07    

SD 0.576 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 17 23    

Mean -0.24 -0.26    

SD 0.903 0.619    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.27 (-0.23, 0.77)     

Ls Meanb -0.10 -0.29 0.20 (-0.16, 0.55) 0.283  

SEb 0.139 0.119    

95% CIb -0.37, 0.18 -0.53, -0.06    

Ls Meanc -0.12 -0.30 0.18 (-0.09, 0.46) 0.184  

SEc 0.103 0.094    

95% CIc -0.33, 0.09 -0.49, -0.11    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (-0.06, 0.19)     

Ls Meanb -0.20 -0.23 0.04 (-0.04, 0.11) 0.322  

 

  Baseline Actual n 26 42    

Mean 0.35 0.21    

SD 0.629 0.520    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 40 42    

Mean 0.35 0.10    

SD 0.662 0.297    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 21 35    

Mean 0.10 -0.14    

SD 0.625 0.601    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.48 (0.19, 0.76)     

Ls Meanb 0.09 -0.18 0.27 (0.11, 0.43) 0.001  

SEb 0.064 0.051    

95% CIb -0.04, 0.21 -0.28, -0.08    

Ls Meanc 0.11 -0.15 0.26 (0.00, 0.52) 0.048  

SEc 0.102 0.080    

95% CIc -0.09, 0.32 -0.31, 0.01    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.16 0.06    

SD 0.437 0.239    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 22 28    

Mean -0.09 -0.21    

SD 0.294 0.568    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.32 (0.03, 0.61)     

Ls Meanb -0.04 -0.22 0.18 (0.01, 0.34) 0.033  

SEb 0.064 0.055    

95% CIb -0.17, 0.08 -0.33, -0.12    

Ls Meanc -0.08 -0.22 0.14 (-0.04, 0.33) 0.133  

SEc 0.072 0.063    

95% CIc -0.22, 0.06 -0.35, -0.10    

 

  Day 15 Actual n 37 33    

Mean 0.03 0.03    

SD 0.164 0.174    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 20 27    

Mean -0.25 -0.26    

SD 0.550 0.594    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.35, 0.27)     

Ls Meanb -0.26 -0.23 -0.02 (-0.20, 0.15) 0.794  

SEb 0.068 0.058    

95% CIb -0.39, -0.12 -0.35, -0.12    

Ls Meanc -0.25 -0.27 0.01 (-0.11, 0.13) 0.845  

SEc 0.046 0.040    

95% CIc -0.35, -0.16 -0.35, -0.19    

 

  Day 29 Actual n 23 28    

Mean 0.00 0.04    

SD 0.000 0.189    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 16 23    

Mean -0.31 -0.26    

SD 0.602 0.619    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.13 (-0.44, 0.18)     

Ls Meanb -0.32 -0.25 -0.08 (-0.25, 0.10) 0.397  

SEb 0.069 0.057    

95% CIb -0.46, -0.19 -0.36, -0.14    

Ls Meanc -0.31 -0.27 -0.04 (-0.15, 0.07) 0.442  

SEc 0.041 0.036    

95% CIc -0.39, -0.23 -0.34, -0.20    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.05 (-0.05, 0.14)     

Ls Meanb -0.09 -0.10 0.02 (-0.02, 0.05) 0.330  

 

  Baseline Actual n 27 42    

Mean 0.19 0.02    

SD 0.557 0.154    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 40 42    

Mean 0.13 0.05    

SD 0.463 0.216    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 22 35    

Mean 0.00 0.03    

SD 0.617 0.296    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.45 (0.20, 0.70)     

Ls Meanb 0.11 -0.06 0.16 (0.07, 0.26) <.001  

SEb 0.037 0.030    

95% CIb 0.04, 0.18 -0.11, 0.00    

Ls Meanc 0.10 0.01 0.09 (-0.12, 0.30) 0.415  

SEc 0.082 0.065    

95% CIc -0.07, 0.26 -0.12, 0.14    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 38 34    

Mean 0.05 0.00    

SD 0.324 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 23 28    

Mean -0.13 -0.04    

SD 0.757 0.189    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.23 (-0.03, 0.49)     

Ls Meanb -0.03 -0.12 0.09 (-0.01, 0.18) 0.077  

SEb 0.036 0.032    

95% CIb -0.10, 0.04 -0.18, -0.05    

Ls Meanc 0.00 -0.11 0.10 (-0.06, 0.27) 0.202  

SEc 0.061 0.054    

95% CIc -0.13, 0.12 -0.22, 0.00    

 

  Day 15 Actual n 37 33    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.1 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 27    

Mean -0.24 -0.04    

SD 0.625 0.192    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.28, 0.26)     

Ls Meanb -0.12 -0.11 0.00 (-0.10, 0.10) 0.939  

SEb 0.038 0.034    

95% CIb -0.19, -0.04 -0.18, -0.05    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 29 Actual n 23 28    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 17 23    

Mean -0.29 -0.04    

SD 0.686 0.209    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.37, 0.19)     

Ls Meanb -0.11 -0.08 -0.03 (-0.14, 0.07) 0.523  

SEb 0.040 0.034    

95% CIb -0.19, -0.04 -0.15, -0.01    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Age < 75 Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.01)     

Ls Meanb -0.81 -0.79 -0.03 (-0.07, 0.01) 0.179  

 

  Baseline Actual n 297 315  0.025d  

Mean 1.15 1.03    

SD 1.059 0.952    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.65 0.67    

SD 0.902 0.873    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 270 291    

Mean -0.50 -0.33    

SD 1.055 0.965    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, 0.00)     

Ls Meanb -0.47 -0.37 -0.10 (-0.20, 0.00) 0.058  

SEb 0.038 0.037    

95% CIb -0.54, -0.39 -0.44, -0.29    

Ls Meanc -0.47 -0.36 -0.11 (-0.25, 0.02) 0.099  

SEc 0.049 0.047    

95% CIc -0.57, -0.38 -0.45, -0.27    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 328    

Mean 0.41 0.43    

SD 0.758 0.798    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 252 252    

Mean -0.71 -0.58    

SD 1.074 1.021    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.02)     

Ls Meanb -0.70 -0.62 -0.08 (-0.19, 0.02) 0.120  

SEb 0.038 0.038    

95% CIb -0.78, -0.63 -0.69, -0.54    

Ls Meanc -0.68 -0.62 -0.06 (-0.19, 0.07) 0.333  

SEc 0.047 0.047    

95% CIc -0.78, -0.59 -0.71, -0.53    

 

  Day 15 Actual n 293 297    

Mean 0.20 0.16    

SD 0.565 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.94 -0.85    

SD 1.134 0.944    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.90 -0.92 0.02 (-0.09, 0.13) 0.717  

SEb 0.040 0.040    

95% CIb -0.98, -0.82 -1.00, -0.84    

Ls Meanc -0.88 -0.91 0.02 (-0.07, 0.12) 0.611  

SEc 0.035 0.035    

95% CIc -0.95, -0.81 -0.98, -0.84    

 

  Day 29 Actual n 238 241    

Mean 0.12 0.13    

SD 0.448 0.443    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 191 199    

Mean -1.03 -0.93    

SD 1.102 0.992    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.96 -0.92 -0.04 (-0.15, 0.07) 0.498  

SEb 0.042 0.041    

95% CIb -1.04, -0.88 -1.00, -0.84    

Ls Meanc -0.99 -0.97 -0.02 (-0.11, 0.06) 0.619  

SEc 0.031 0.031    

95% CIc -1.05, -0.93 -1.03, -0.91    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.04, 0.00)     

Ls Meanb -0.68 -0.66 -0.02 (-0.04, 0.00) 0.118  

 

  Baseline Actual n 297 315  <.001d  

Mean 0.80 0.76    

SD 0.977 0.901    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 349 368    

Mean 0.34 0.34    

SD 0.700 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 269 291    

Mean -0.43 -0.41    

SD 0.996 0.836    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.03, 0.11)     

Ls Meanb -0.39 -0.43 0.04 (-0.03, 0.10) 0.265  

SEb 0.024 0.023    

95% CIb -0.44, -0.34 -0.47, -0.38    

Ls Meanc -0.42 -0.43 0.01 (-0.09, 0.12) 0.810  

SEc 0.039 0.038    

95% CIc -0.49, -0.34 -0.50, -0.36    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.09 0.21    

SD 0.376 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 252 253    

Mean -0.67 -0.54    

SD 0.931 0.949    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.21, -0.07)     

Ls Meanb -0.68 -0.55 -0.13 (-0.20, -0.06) <.001  

SEb 0.024 0.024    

95% CIb -0.73, -0.63 -0.60, -0.50    

Ls Meanc -0.67 -0.54 -0.13 (-0.21, -0.05) 0.002  

SEc 0.029 0.029    

95% CIc -0.73, -0.61 -0.60, -0.49    

 

  Day 15 Actual n 293 297    

Mean 0.03 0.04    

SD 0.209 0.264    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.74 -0.70    

SD 0.997 0.907    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.06)     

Ls Meanb -0.73 -0.72 -0.01 (-0.08, 0.06) 0.762  

SEb 0.026 0.026    

95% CIb -0.78, -0.68 -0.77, -0.67    

Ls Meanc -0.73 -0.70 -0.02 (-0.07, 0.02) 0.354  

SEc 0.017 0.016    

95% CIc -0.76, -0.69 -0.74, -0.67    

 

  Day 29 Actual n 238 241    

Mean 0.02 0.02    

SD 0.158 0.181    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 191 199    

Mean -0.84 -0.74    

SD 1.026 0.922    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.09)     

Ls Meanb -0.74 -0.76 0.01 (-0.06, 0.09) 0.708  

SEb 0.027 0.027    

95% CIb -0.80, -0.69 -0.81, -0.70    

Ls Meanc -0.79 -0.78 -0.01 (-0.04, 0.02) 0.575  

SEc 0.013 0.012    

95% CIc -0.82, -0.77 -0.81, -0.76    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 7 of 1392 

Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.50 -0.51 0.02 (-0.02, 0.05) 0.359  

 

  Baseline Actual n 297 315  0.115d  

Mean 0.77 0.74    

SD 0.870 0.861    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.54 0.51    

SD 0.751 0.749    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 270 291    

Mean -0.20 -0.25    

SD 0.846 0.795    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.18)     

Ls Meanb -0.19 -0.26 0.07 (-0.01, 0.15) 0.102  

SEb 0.031 0.030    

95% CIb -0.25, -0.13 -0.32, -0.20    

Ls Meanc -0.20 -0.27 0.06 (-0.05, 0.17) 0.259  

SEc 0.040 0.038    

95% CIc -0.28, -0.13 -0.34, -0.19    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.40 0.39    

SD 0.668 0.677    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 252 253    

Mean -0.29 -0.35    

SD 0.897 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.32 -0.37 0.04 (-0.04, 0.13) 0.312  

SEb 0.032 0.031    

95% CIb -0.38, -0.26 -0.43, -0.31    

Ls Meanc -0.30 -0.36 0.06 (-0.05, 0.17) 0.255  

SEc 0.039 0.039    

95% CIc -0.37, -0.22 -0.44, -0.28    

 

  Day 15 Actual n 293 297    

Mean 0.16 0.14    

SD 0.433 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.56 -0.57    

SD 0.799 0.835    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.57 -0.59 0.02 (-0.07, 0.11) 0.656  

SEb 0.033 0.033    

95% CIb -0.63, -0.50 -0.65, -0.52    

Ls Meanc -0.56 -0.59 0.03 (-0.04, 0.11) 0.362  

SEc 0.027 0.026    

95% CIc -0.61, -0.50 -0.64, -0.54    

 

  Day 29 Actual n 238 241    

Mean 0.06 0.09    

SD 0.276 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 191 199    

Mean -0.60 -0.61    

SD 0.858 0.857    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.61 -0.64 0.03 (-0.07, 0.12) 0.558  

SEb 0.034 0.033    

95% CIb -0.68, -0.55 -0.71, -0.58    

Ls Meanc -0.61 -0.61 0.00 (-0.06, 0.06) 0.952  

SEc 0.022 0.022    

95% CIc -0.65, -0.56 -0.65, -0.56    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.08 (-0.14, -0.02)     

Ls Meanb -0.63 -0.57 -0.06 (-0.11, -0.02) 0.009  

 

  Baseline Actual n 297 315  0.009d  

Mean 1.14 1.09    

SD 0.852 0.773    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 1.01 1.05    

SD 0.824 0.840    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 270 291    

Mean -0.11 -0.04    

SD 0.765 0.817    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.11 -0.05 -0.06 (-0.16, 0.05) 0.292  

SEb 0.039 0.038    

95% CIb -0.19, -0.03 -0.13, 0.02    

Ls Meanc -0.11 -0.04 -0.07 (-0.18, 0.05) 0.264  

SEc 0.044 0.042    

95% CIc -0.20, -0.03 -0.13, 0.04    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.82 0.91    

SD 0.832 0.875    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 252 253    

Mean -0.33 -0.17    

SD 0.878 0.892    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.22 (-0.35, -0.08)     

Ls Meanb -0.33 -0.15 -0.18 (-0.29, -0.07) 0.002  

SEb 0.040 0.039    

95% CIb -0.41, -0.25 -0.23, -0.07    

Ls Meanc -0.31 -0.18 -0.13 (-0.26, 0.00) 0.058  

SEc 0.048 0.048    

95% CIc -0.41, -0.22 -0.28, -0.09    

 

  Day 15 Actual n 293 297    

Mean 0.39 0.40    

SD 0.651 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.71 -0.70    

SD 0.946 0.852    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.07)     

Ls Meanb -0.74 -0.69 -0.05 (-0.17, 0.06) 0.350  

SEb 0.042 0.041    

95% CIb -0.83, -0.66 -0.77, -0.61    

Ls Meanc -0.71 -0.68 -0.03 (-0.14, 0.09) 0.660  

SEc 0.042 0.041    

95% CIc -0.79, -0.63 -0.76, -0.60    

 

  Day 29 Actual n 238 241    

Mean 0.23 0.19    

SD 0.519 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 191 199    

Mean -0.91 -0.89    

SD 0.928 0.834    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.18)     

Ls Meanb -0.88 -0.90 0.03 (-0.09, 0.14) 0.637  

SEb 0.042 0.042    

95% CIb -0.96, -0.79 -0.99, -0.82    

Ls Meanc -0.87 -0.93 0.06 (-0.04, 0.15) 0.248  

SEc 0.035 0.034    

95% CIc -0.94, -0.80 -1.00, -0.86    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.28 -0.28 0.00 (-0.02, 0.03) 0.677  

 

  Baseline Actual n 297 315  0.082d  

Mean 0.43 0.39    

SD 0.768 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 349 368    

Mean 0.30 0.29    

SD 0.637 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 269 291    

Mean -0.10 -0.10    

SD 0.785 0.782    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.07 -0.10 0.03 (-0.04, 0.09) 0.376  

SEb 0.024 0.023    

95% CIb -0.12, -0.03 -0.15, -0.06    

Ls Meanc -0.10 -0.11 0.01 (-0.09, 0.11) 0.812  

SEc 0.036 0.034    

95% CIc -0.17, -0.03 -0.18, -0.04    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.22 0.19    

SD 0.561 0.499    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 252 253    

Mean -0.19 -0.21    

SD 0.797 0.714    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.18 -0.22 0.04 (-0.03, 0.11) 0.225  

SEb 0.024 0.024    

95% CIb -0.23, -0.13 -0.27, -0.17    

Ls Meanc -0.19 -0.23 0.05 (-0.04, 0.13) 0.293  

SEc 0.031 0.031    

95% CIc -0.25, -0.13 -0.29, -0.17    

 

  Day 15 Actual n 293 297    

Mean 0.08 0.07    

SD 0.351 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.32 -0.29    

SD 0.775 0.730    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.31 -0.31 0.00 (-0.07, 0.07) 0.955  

SEb 0.026 0.026    

95% CIb -0.36, -0.26 -0.36, -0.26    

Ls Meanc -0.30 -0.32 0.02 (-0.04, 0.08) 0.526  

SEc 0.023 0.022    

95% CIc -0.34, -0.25 -0.36, -0.27    

 

  Day 29 Actual n 238 241    

Mean 0.02 0.01    

SD 0.194 0.111    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 191 199    

Mean -0.32 -0.35    

SD 0.655 0.679    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.34 -0.35 0.01 (-0.06, 0.08) 0.791  

SEb 0.027 0.026    

95% CIb -0.39, -0.29 -0.40, -0.30    

Ls Meanc -0.33 -0.34 0.02 (-0.01, 0.05) 0.291  

SEc 0.012 0.011    

95% CIc -0.35, -0.30 -0.37, -0.32    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.06)     

Ls Meanb -0.16 -0.17 0.01 (-0.02, 0.05) 0.425  

 

  Baseline Actual n 297 315  <.001d  

Mean 0.36 0.34    

SD 0.758 0.734    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.31 0.30    

SD 0.653 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 270 291    

Mean -0.01 -0.03    

SD 0.742 0.742    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb -0.01 -0.04 0.03 (-0.05, 0.11) 0.428  

SEb 0.029 0.028    

95% CIb -0.06, 0.05 -0.09, 0.02    

Ls Meanc 0.00 -0.03 0.03 (-0.07, 0.13) 0.581  

SEc 0.038 0.036    

95% CIc -0.08, 0.07 -0.10, 0.04    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.23 0.29    

SD 0.585 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 252 253    

Mean -0.13 -0.03    

SD 0.778 0.912    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.13 (-0.24, -0.02)     

Ls Meanb -0.10 -0.01 -0.10 (-0.18, -0.02) 0.020  

SEb 0.030 0.029    

95% CIb -0.16, -0.04 -0.06, 0.05    

Ls Meanc -0.12 -0.04 -0.08 (-0.19, 0.03) 0.175  

SEc 0.040 0.040    

95% CIc -0.20, -0.04 -0.12, 0.04    

 

  Day 15 Actual n 293 297    

Mean 0.13 0.11    

SD 0.455 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.14 -0.23    

SD 0.705 0.692    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.02, 0.21)     

Ls Meanb -0.16 -0.23 0.07 (-0.02, 0.15) 0.121  

SEb 0.031 0.031    

95% CIb -0.22, -0.10 -0.29, -0.17    

Ls Meanc -0.15 -0.22 0.07 (-0.01, 0.14) 0.091  

SEc 0.028 0.027    

95% CIc -0.21, -0.10 -0.27, -0.17    

 

  Day 29 Actual n 238 241    

Mean 0.05 0.05    

SD 0.293 0.276    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 191 199    

Mean -0.26 -0.30    

SD 0.783 0.757    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.17)     

Ls Meanb -0.24 -0.27 0.04 (-0.05, 0.13) 0.407  

SEb 0.032 0.031    

95% CIb -0.30, -0.17 -0.34, -0.21    

Ls Meanc -0.27 -0.28 0.01 (-0.04, 0.07) 0.630  

SEc 0.021 0.021    

95% CIc -0.31, -0.23 -0.32, -0.24    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.01)     

Ls Meanb -0.81 -0.78 -0.04 (-0.09, 0.01) 0.139  

 

  Baseline Actual n 297 315  <.001d  

Mean 1.39 1.36    

SD 1.041 1.020    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 350 368    

Mean 1.01 1.09    

SD 0.985 0.987    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 270 291    

Mean -0.31 -0.20    

SD 0.972 0.982    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.05)     

Ls Meanb -0.31 -0.23 -0.07 (-0.20, 0.05) 0.231  

SEb 0.045 0.043    

95% CIb -0.40, -0.22 -0.32, -0.15    

Ls Meanc -0.31 -0.22 -0.09 (-0.23, 0.05) 0.194  

SEc 0.051 0.049    

95% CIc -0.41, -0.21 -0.32, -0.12    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.80 0.84    

SD 0.925 0.955    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 252 253    

Mean -0.54 -0.45    

SD 1.003 1.040    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.54 -0.48 -0.06 (-0.18, 0.07) 0.355  

SEb 0.046 0.045    

95% CIb -0.63, -0.45 -0.57, -0.39    

Ls Meanc -0.52 -0.49 -0.03 (-0.18, 0.11) 0.642  

SEc 0.053 0.053    

95% CIc -0.63, -0.42 -0.59, -0.39    

 

  Day 15 Actual n 293 297    

Mean 0.37 0.39    

SD 0.657 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -1.01 -0.92    

SD 1.072 1.016    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.09)     

Ls Meanb -0.98 -0.94 -0.04 (-0.17, 0.10) 0.593  

SEb 0.048 0.047    

95% CIb -1.07, -0.89 -1.04, -0.85    

Ls Meanc -1.00 -0.96 -0.04 (-0.16, 0.08) 0.522  

SEc 0.044 0.043    

95% CIc -1.08, -0.91 -1.04, -0.87    

 

  Day 29 Actual n 238 241    

Mean 0.26 0.31    

SD 0.579 0.610    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 191 199    

Mean -1.10 -1.06    

SD 1.066 1.055    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -1.06 -1.05 -0.02 (-0.15, 0.12) 0.787  

SEb 0.049 0.048    

95% CIb -1.16, -0.97 -1.14, -0.95    

Ls Meanc -1.11 -1.07 -0.04 (-0.15, 0.08) 0.516  

SEc 0.041 0.040    

95% CIc -1.19, -1.03 -1.15, -0.99    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.05)     

Ls Meanb -0.77 -0.79 0.02 (-0.02, 0.05) 0.423  

 

  Baseline Actual n 297 315  0.418d  

Mean 1.11 1.10    

SD 0.987 0.970    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 350 368    

Mean 0.60 0.63    

SD 0.811 0.826    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 270 291    

Mean -0.48 -0.50    

SD 0.993 1.012    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.11)     

Ls Meanb -0.48 -0.48 0.01 (-0.10, 0.11) 0.922  

SEb 0.037 0.036    

95% CIb -0.55, -0.41 -0.56, -0.41    

Ls Meanc -0.49 -0.49 0.00 (-0.12, 0.13) 0.953  

SEc 0.046 0.044    

95% CIc -0.58, -0.40 -0.58, -0.40    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.46 0.49    

SD 0.802 0.725    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 252 253    

Mean -0.62 -0.62    

SD 1.055 1.023    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.08)     

Ls Meanb -0.64 -0.62 -0.02 (-0.13, 0.08) 0.659  

SEb 0.038 0.037    

95% CIb -0.72, -0.57 -0.69, -0.55    

Ls Meanc -0.62 -0.63 0.02 (-0.11, 0.14) 0.789  

SEc 0.044 0.044    

95% CIc -0.70, -0.53 -0.72, -0.55    

 

  Day 15 Actual n 293 297    

Mean 0.24 0.24    

SD 0.593 0.556    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.88 -0.85    

SD 1.025 0.999    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.87 -0.88 0.01 (-0.10, 0.12) 0.858  

SEb 0.040 0.039    

95% CIb -0.95, -0.79 -0.96, -0.80    

Ls Meanc -0.86 -0.84 -0.02 (-0.12, 0.07) 0.624  

SEc 0.035 0.034    

95% CIc -0.93, -0.80 -0.91, -0.77    

 

  Day 29 Actual n 238 241    

Mean 0.11 0.16    

SD 0.378 0.466    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 191 199    

Mean -1.01 -0.96    

SD 1.034 0.937    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.99 -0.94 -0.05 (-0.16, 0.06) 0.400  

SEb 0.041 0.040    

95% CIb -1.07, -0.91 -1.02, -0.86    

Ls Meanc -1.02 -0.95 -0.07 (-0.15, 0.01) 0.082  

SEc 0.029 0.028    

95% CIc -1.07, -0.96 -1.00, -0.89    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.10, -0.01)     

Ls Meanb -0.88 -0.83 -0.05 (-0.10, -0.01) 0.009  

 

  Baseline Actual n 297 315  0.060d  

Mean 1.16 1.15    

SD 1.030 0.986    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.62 0.66    

SD 0.867 0.881    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 270 291    

Mean -0.54 -0.48    

SD 1.037 0.987    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.03)     

Ls Meanb -0.53 -0.46 -0.08 (-0.18, 0.03) 0.142  

SEb 0.037 0.036    

95% CIb -0.61, -0.46 -0.53, -0.39    

Ls Meanc -0.55 -0.48 -0.07 (-0.20, 0.06) 0.278  

SEc 0.048 0.047    

95% CIc -0.65, -0.46 -0.57, -0.39    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.39 0.44    

SD 0.742 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 252 253    

Mean -0.74 -0.70    

SD 1.002 1.087    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.03)     

Ls Meanb -0.76 -0.69 -0.08 (-0.18, 0.03) 0.147  

SEb 0.038 0.038    

95% CIb -0.84, -0.69 -0.76, -0.61    

Ls Meanc -0.75 -0.70 -0.05 (-0.18, 0.08) 0.424  

SEc 0.046 0.046    

95% CIc -0.84, -0.66 -0.79, -0.61    

 

  Day 15 Actual n 293 297    

Mean 0.17 0.21    

SD 0.524 0.540    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.99 -0.92    

SD 1.060 1.010    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.07)     

Ls Meanb -0.98 -0.95 -0.04 (-0.15, 0.07) 0.531  

SEb 0.040 0.040    

95% CIb -1.06, -0.90 -1.02, -0.87    

Ls Meanc -0.98 -0.93 -0.05 (-0.14, 0.05) 0.331  

SEc 0.034 0.034    

95% CIc -1.04, -0.91 -1.00, -0.86    

 

  Day 29 Actual n 238 241    

Mean 0.10 0.17    

SD 0.376 0.474    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 191 199    

Mean -1.07 -0.95    

SD 1.069 1.060    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.24, -0.01)     

Ls Meanb -1.05 -0.92 -0.13 (-0.24, -0.01) 0.026  

SEb 0.041 0.040    

95% CIb -1.13, -0.97 -1.00, -0.84    

Ls Meanc -1.07 -0.97 -0.10 (-0.19, -0.02) 0.018  

SEc 0.031 0.031    

95% CIc -1.13, -1.01 -1.03, -0.91    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.32 -0.31 -0.01 (-0.04, 0.01) 0.308  

 

  Baseline Actual n 297 315  0.864d  

Mean 0.44 0.41    

SD 0.778 0.700    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.32 0.28    

SD 0.707 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 270 291    

Mean -0.07 -0.12    

SD 0.824 0.672    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (0.02, 0.19)     

Ls Meanb -0.05 -0.13 0.08 (0.01, 0.14) 0.016  

SEb 0.024 0.023    

95% CIb -0.10, -0.01 -0.18, -0.09    

Ls Meanc -0.07 -0.13 0.06 (-0.04, 0.16) 0.248  

SEc 0.038 0.036    

95% CIc -0.14, 0.01 -0.20, -0.05    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.17 0.24    

SD 0.513 0.605    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 252 253    

Mean -0.21 -0.19    

SD 0.789 0.749    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.14, 0.04)     

Ls Meanb -0.21 -0.18 -0.04 (-0.10, 0.03) 0.255  

SEb 0.024 0.024    

95% CIb -0.26, -0.17 -0.22, -0.13    

Ls Meanc -0.22 -0.19 -0.03 (-0.13, 0.06) 0.516  

SEc 0.034 0.034    

95% CIc -0.29, -0.16 -0.26, -0.12    

 

  Day 15 Actual n 293 297    

Mean 0.05 0.05    

SD 0.317 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.37 -0.36    

SD 0.797 0.686    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.11)     

Ls Meanb -0.36 -0.37 0.01 (-0.06, 0.08) 0.740  

SEb 0.025 0.025    

95% CIb -0.41, -0.31 -0.42, -0.33    

Ls Meanc -0.36 -0.38 0.02 (-0.04, 0.07) 0.543  

SEc 0.020 0.020    

95% CIc -0.40, -0.32 -0.41, -0.34    

 

  Day 29 Actual n 238 241    

Mean 0.01 0.03    

SD 0.112 0.231    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 191 199    

Mean -0.43 -0.40    

SD 0.824 0.717    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.08)     

Ls Meanb -0.40 -0.39 -0.01 (-0.08, 0.06) 0.789  

SEb 0.026 0.026    

95% CIb -0.45, -0.35 -0.44, -0.34    

Ls Meanc -0.43 -0.41 -0.02 (-0.06, 0.02) 0.318  

SEc 0.014 0.014    

95% CIc -0.46, -0.40 -0.44, -0.38    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.41 -0.45 0.04 (-0.01, 0.09) 0.130  

 

  Baseline Actual n 297 315  0.050d  

Mean 0.69 0.70    

SD 1.009 1.013    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.59 0.65    

SD 0.900 0.942    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 270 291    

Mean -0.10 -0.07    

SD 1.035 1.074    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.07)     

Ls Meanb -0.11 -0.07 -0.04 (-0.15, 0.07) 0.476  

SEb 0.039 0.038    

95% CIb -0.19, -0.03 -0.15, 0.00    

Ls Meanc -0.12 -0.08 -0.04 (-0.18, 0.10) 0.592  

SEc 0.051 0.049    

95% CIc -0.22, -0.02 -0.18, 0.01    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.47 0.50    

SD 0.837 0.852    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 252 253    

Mean -0.23 -0.20    

SD 1.161 1.166    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.23 -0.22 -0.01 (-0.12, 0.10) 0.821  

SEb 0.040 0.039    

95% CIb -0.31, -0.15 -0.30, -0.14    

Ls Meanc -0.25 -0.23 -0.02 (-0.16, 0.12) 0.759  

SEc 0.051 0.051    

95% CIc -0.35, -0.15 -0.33, -0.13    

 

  Day 15 Actual n 293 297    

Mean 0.23 0.19    

SD 0.618 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.45 -0.52    

SD 1.076 1.126    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.49 -0.53 0.05 (-0.07, 0.16) 0.429  

SEb 0.041 0.041    

95% CIb -0.57, -0.40 -0.61, -0.45    

Ls Meanc -0.47 -0.53 0.06 (-0.05, 0.16) 0.293  

SEc 0.038 0.038    

95% CIc -0.55, -0.40 -0.60, -0.45    

 

  Day 29 Actual n 238 241    

Mean 0.16 0.06    

SD 0.554 0.289    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 191 199    

Mean -0.51 -0.61    

SD 0.994 1.062    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.04, 0.26)     

Ls Meanb -0.51 -0.66 0.15 (0.04, 0.27) 0.009  

SEb 0.042 0.041    

95% CIb -0.59, -0.43 -0.74, -0.58    

Ls Meanc -0.53 -0.61 0.09 (0.00, 0.17) 0.041  

SEc 0.030 0.030    

95% CIc -0.59, -0.47 -0.67, -0.55    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.38 -0.42 0.04 (-0.01, 0.09) 0.099  

 

  Baseline Actual n 297 315  0.849d  

Mean 0.62 0.64    

SD 0.955 0.965    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.49 0.54    

SD 0.828 0.869    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 270 291    

Mean -0.11 -0.12    

SD 0.892 0.986    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.12 -0.11 0.00 (-0.10, 0.09) 0.938  

SEb 0.036 0.035    

95% CIb -0.19, -0.05 -0.18, -0.04    

Ls Meanc -0.14 -0.12 -0.02 (-0.14, 0.11) 0.801  

SEc 0.046 0.044    

95% CIc -0.23, -0.05 -0.21, -0.03    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.42 0.44    

SD 0.811 0.817    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 252 253    

Mean -0.19 -0.21    

SD 1.078 1.117    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.20 -0.21 0.01 (-0.09, 0.11) 0.843  

SEb 0.037 0.036    

95% CIb -0.27, -0.13 -0.28, -0.14    

Ls Meanc -0.22 -0.23 0.00 (-0.13, 0.14) 0.967  

SEc 0.049 0.049    

95% CIc -0.32, -0.13 -0.32, -0.13    

 

  Day 15 Actual n 293 297    

Mean 0.19 0.15    

SD 0.567 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.42 -0.49    

SD 1.022 1.074    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.18)     

Ls Meanb -0.43 -0.50 0.07 (-0.04, 0.17) 0.198  

SEb 0.038 0.038    

95% CIb -0.51, -0.36 -0.58, -0.43    

Ls Meanc -0.44 -0.51 0.07 (-0.03, 0.16) 0.161  

SEc 0.035 0.034    

95% CIc -0.51, -0.37 -0.57, -0.44    

 

  Day 29 Actual n 238 241    

Mean 0.12 0.04    

SD 0.444 0.238    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 191 199    

Mean -0.49 -0.58    

SD 0.973 0.996    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.00, 0.22)     

Ls Meanb -0.49 -0.59 0.10 (0.00, 0.21) 0.058  

SEb 0.039 0.038    

95% CIb -0.56, -0.41 -0.67, -0.52    

Ls Meanc -0.50 -0.58 0.08 (0.01, 0.15) 0.029  

SEc 0.026 0.026    

95% CIc -0.55, -0.45 -0.63, -0.53    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.04)     

Ls Meanb -0.45 -0.46 0.00 (-0.03, 0.03) 0.823  

 

  Baseline Actual n 296 315  0.002d  

Mean 0.64 0.63    

SD 0.786 0.757    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.44 0.38    

SD 0.686 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 269 291    

Mean -0.17 -0.29    

SD 0.818 0.728    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.03, 0.22)     

Ls Meanb -0.19 -0.28 0.09 (0.02, 0.17) 0.012  

SEb 0.027 0.026    

95% CIb -0.24, -0.13 -0.33, -0.23    

Ls Meanc -0.18 -0.28 0.10 (0.00, 0.20) 0.046  

SEc 0.036 0.035    

95% CIc -0.25, -0.11 -0.35, -0.21    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.30 0.29    

SD 0.567 0.578    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 251 253    

Mean -0.34 -0.34    

SD 0.801 0.747    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.36 -0.36 0.00 (-0.08, 0.07) 0.940  

SEb 0.027 0.027    

95% CIb -0.42, -0.31 -0.41, -0.31    

Ls Meanc -0.33 -0.35 0.02 (-0.08, 0.11) 0.698  

SEc 0.034 0.034    

95% CIc -0.40, -0.27 -0.42, -0.28    

 

  Day 15 Actual n 293 297    

Mean 0.15 0.13    

SD 0.411 0.385    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 227    

Mean -0.49 -0.52    

SD 0.761 0.737    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.49 -0.50 0.01 (-0.07, 0.09) 0.796  

SEb 0.029 0.028    

95% CIb -0.55, -0.43 -0.56, -0.45    

Ls Meanc -0.49 -0.52 0.03 (-0.04, 0.10) 0.451  

SEc 0.026 0.026    

95% CIc -0.54, -0.44 -0.57, -0.47    

 

  Day 29 Actual n 238 241    

Mean 0.08 0.10    

SD 0.333 0.356    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 190 199    

Mean -0.46 -0.53    

SD 0.739 0.737    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.10)     

Ls Meanb -0.54 -0.53 -0.01 (-0.09, 0.07) 0.868  

SEb 0.030 0.029    

95% CIb -0.59, -0.48 -0.59, -0.47    

Ls Meanc -0.50 -0.49 -0.01 (-0.07, 0.05) 0.666  

SEc 0.022 0.021    

95% CIc -0.55, -0.46 -0.53, -0.45    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.26 -0.28 0.02 (-0.01, 0.06) 0.205  

 

  Baseline Actual n 297 315  <.001d  

Mean 0.47 0.45    

SD 0.826 0.806    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.36 0.32    

SD 0.720 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 270 291    

Mean -0.10 -0.10    

SD 0.762 0.746    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.09 -0.11 0.02 (-0.06, 0.11) 0.581  

SEb 0.030 0.029    

95% CIb -0.15, -0.03 -0.17, -0.05    

Ls Meanc -0.09 -0.10 0.01 (-0.09, 0.11) 0.876  

SEc 0.038 0.037    

95% CIc -0.17, -0.02 -0.17, -0.03    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.22 0.30    

SD 0.600 0.678    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 252 253    

Mean -0.23 -0.17    

SD 0.835 0.866    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.19, 0.01)     

Ls Meanb -0.21 -0.14 -0.07 (-0.16, 0.01) 0.090  

SEb 0.031 0.031    

95% CIb -0.27, -0.15 -0.20, -0.08    

Ls Meanc -0.23 -0.18 -0.06 (-0.16, 0.05) 0.312  

SEc 0.039 0.039    

95% CIc -0.31, -0.15 -0.25, -0.10    

 

  Day 15 Actual n 293 297    

Mean 0.15 0.07    

SD 0.492 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.25 -0.34    

SD 0.818 0.779    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.12 (0.01, 0.23)     

Ls Meanb -0.27 -0.37 0.10 (0.01, 0.19) 0.036  

SEb 0.032 0.032    

95% CIb -0.34, -0.21 -0.43, -0.30    

Ls Meanc -0.25 -0.35 0.10 (0.02, 0.17) 0.016  

SEc 0.028 0.028    

95% CIc -0.31, -0.20 -0.40, -0.29    

 

  Day 29 Actual n 238 241    

Mean 0.08 0.08    

SD 0.333 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 191 199    

Mean -0.35 -0.36    

SD 0.844 0.822    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.16)     

Ls Meanb -0.33 -0.37 0.04 (-0.05, 0.13) 0.432  

SEb 0.033 0.033    

95% CIb -0.40, -0.27 -0.43, -0.31    

Ls Meanc -0.34 -0.36 0.02 (-0.04, 0.09) 0.483  

SEc 0.024 0.023    

95% CIc -0.39, -0.29 -0.41, -0.32    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.06)     

Ls Meanb -0.46 -0.48 0.02 (-0.01, 0.05) 0.173  

 

  Baseline Actual n 296 315  0.643d  

Mean 0.61 0.64    

SD 0.799 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 350 368    

Mean 0.39 0.33    

SD 0.696 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 269 291    

Mean -0.18 -0.34    

SD 0.806 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.01, 0.20)     

Ls Meanb -0.21 -0.30 0.09 (0.01, 0.16) 0.024  

SEb 0.028 0.027    

95% CIb -0.27, -0.16 -0.35, -0.25    

Ls Meanc -0.21 -0.31 0.10 (0.00, 0.20) 0.050  

SEc 0.038 0.036    

95% CIc -0.28, -0.14 -0.38, -0.24    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.26 0.20    

SD 0.621 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 251 253    

Mean -0.35 -0.45    

SD 0.833 0.906    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.39 -0.42 0.03 (-0.04, 0.11) 0.404  

SEb 0.028 0.028    

95% CIb -0.45, -0.34 -0.48, -0.37    

Ls Meanc -0.38 -0.43 0.05 (-0.04, 0.15) 0.290  

SEc 0.035 0.034    

95% CIc -0.44, -0.31 -0.50, -0.36    

 

  Day 15 Actual n 293 297    

Mean 0.12 0.09    

SD 0.422 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 220 227    

Mean -0.45 -0.57    

SD 0.856 0.856    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.50 -0.53 0.03 (-0.05, 0.11) 0.458  

SEb 0.030 0.030    

95% CIb -0.56, -0.44 -0.59, -0.47    

Ls Meanc -0.50 -0.53 0.03 (-0.04, 0.10) 0.384  

SEc 0.026 0.026    

95% CIc -0.55, -0.45 -0.58, -0.48    

 

  Day 29 Actual n 238 241    

Mean 0.05 0.10    

SD 0.307 0.356    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 190 199    

Mean -0.54 -0.53    

SD 0.852 0.809    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.05)     

Ls Meanb -0.56 -0.52 -0.05 (-0.13, 0.04) 0.273  

SEb 0.031 0.030    

95% CIb -0.62, -0.50 -0.57, -0.46    

Ls Meanc -0.55 -0.52 -0.04 (-0.10, 0.03) 0.292  

SEc 0.024 0.024    

95% CIc -0.60, -0.51 -0.57, -0.47    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.02)     

Ls Meanb -0.09 -0.09 0.00 (-0.01, 0.01) 0.587  

 

  Baseline Actual n 297 315  0.441d  

Mean 0.15 0.09    

SD 0.552 0.377    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 350 368    

Mean 0.06 0.04    

SD 0.307 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 270 291    

Mean -0.08 -0.03    

SD 0.511 0.370    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.04, 0.10)     

Ls Meanb -0.05 -0.06 0.01 (-0.02, 0.05) 0.385  

SEb 0.012 0.011    

95% CIb -0.07, -0.02 -0.08, -0.04    

Ls Meanc -0.05 -0.06 0.01 (-0.04, 0.05) 0.778  

SEc 0.017 0.017    

95% CIc -0.09, -0.02 -0.09, -0.03    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 321 329    

Mean 0.03 0.03    

SD 0.241 0.226    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 252 253    

Mean -0.10 -0.04    

SD 0.564 0.430    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.06 -0.07 0.00 (-0.03, 0.03) 0.918  

SEb 0.012 0.012    

95% CIb -0.09, -0.04 -0.09, -0.04    

Ls Meanc -0.06 -0.06 0.00 (-0.04, 0.05) 0.944  

SEc 0.017 0.017    

95% CIc -0.10, -0.03 -0.10, -0.03    

 

  Day 15 Actual n 293 297    

Mean 0.01 0.01    

SD 0.143 0.116    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 221 227    

Mean -0.14 -0.06    

SD 0.585 0.299    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.09)     

Ls Meanb -0.10 -0.10 0.01 (-0.03, 0.04) 0.715  

SEb 0.013 0.012    

95% CIb -0.12, -0.07 -0.13, -0.08    

Ls Meanc -0.09 -0.11 0.01 (-0.01, 0.03) 0.211  

SEc 0.008 0.008    

95% CIc -0.11, -0.08 -0.12, -0.09    

 

  Day 29 Actual n 238 241    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 191 199    

Mean -0.17 -0.07    

SD 0.621 0.319    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.06)     

Ls Meanb -0.12 -0.11 -0.01 (-0.04, 0.03) 0.722  

SEb 0.013 0.013    

95% CIb -0.14, -0.09 -0.13, -0.08    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Age ≥ 75 Body Aches Overall  Effect Size (95% 

CI)a 

0.40 (0.09, 0.71)     

Ls Meanb -0.33 -0.67 0.34 (0.05, 0.64) 0.024  

 

  Baseline Actual n 12 10    

Mean 0.58 0.70    

SD 0.900 0.823    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 2.00    

 

  Day 3 Actual n 13 7    

Mean 0.46 0.14    

SD 0.776 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean -0.11 -0.86    

SD 0.333 0.690    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.74 (0.15, 1.33)     

Ls Meanb -0.12 -0.76 0.64 (0.13, 1.16) 0.015  

SEb 0.169 0.200    

95% CIb -0.45, 0.21 -1.15, -0.37    

Ls Meanc -0.20 -0.83 0.63 (0.17, 1.09) 0.011  

SEc 0.141 0.160    

95% CIc -0.50, 0.11 -1.17, -0.48    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.58 0.25    

SD 0.996 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 10 4    

Mean 0.10 -1.00    

SD 0.568 0.816    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

1.13 (0.47, 1.78)     

Ls Meanb 0.07 -0.91 0.98 (0.41, 1.54) 0.001  

SEb 0.169 0.234    

95% CIb -0.26, 0.40 -1.37, -0.45    

Ls Meanc 0.02 -0.93 0.95 (0.05, 1.85) 0.040  

SEc 0.218 0.344    

95% CIc -0.46, 0.51 -1.69, -0.16    

 

  Day 15 Actual n 12 3    

Mean 0.25 0.33    

SD 0.622 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 51 of 1392 

Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.33 -0.67    

SD 0.707 0.577    

Min -2.00 -1.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.32 (-0.43, 1.07)     

Ls Meanb -0.45 -0.73 0.28 (-0.37, 0.93) 0.400  

SEb 0.185 0.277    

95% CIb -0.82, -0.09 -1.27, -0.18    

Ls Meanc -0.61 -0.79 0.18 (-0.47, 0.82) 0.544  

SEc 0.177 0.267    

95% CIc -1.02, -0.20 -1.40, -0.17    

 

  Day 29 Actual n 12 4    

Mean 0.33 0.25    

SD 0.651 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 4    

Mean -0.33 -0.75    

SD 0.707 0.957    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.40, 0.89)     

Ls Meanb -0.40 -0.61 0.21 (-0.35, 0.77) 0.463  

SEb 0.169 0.230    

95% CIb -0.73, -0.07 -1.06, -0.16    

Ls Meanc -0.39 -0.59 0.21 (-0.57, 0.98) 0.562  

SEc 0.182 0.283    

95% CIc -0.80, 0.03 -1.23, 0.05    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.20 (-0.15, 0.56)     

Ls Meanb -0.42 -0.57 0.15 (-0.13, 0.44) 0.278  

 

  Baseline Actual n 12 10    

Mean 0.67 0.50    

SD 0.778 0.707    

Min 0.00 0.00    

Median 0.50 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 13 7    

Mean 0.46 0.14    

SD 0.776 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean -0.22 -0.57    

SD 0.441 0.976    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.57 (-0.20, 1.35)     

Ls Meanb -0.12 -0.55 0.43 (-0.16, 1.01) 0.150  

SEb 0.193 0.225    

95% CIb -0.50, 0.26 -0.99, -0.10    

Ls Meanc -0.23 -0.65 0.42 (-0.27, 1.11) 0.213  

SEc 0.215 0.238    

95% CIc -0.70, 0.24 -1.17, -0.13    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.58 0.00    

SD 0.900 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 10 4    

Mean -0.10 -0.25    

SD 1.197 0.500    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.84 (-0.03, 1.71)     

Ls Meanb -0.07 -0.70 0.63 (-0.02, 1.28) 0.058  

SEb 0.190 0.271    

95% CIb -0.45, 0.30 -1.23, -0.17    

Ls Meanc 0.04 -0.62 0.66 (-0.61, 1.93) 0.272  

SEc 0.304 0.472    

95% CIc -0.63, 0.72 -1.67, 0.43    

 

  Day 15 Actual n 12 3    

Mean 0.25 0.00    

SD 0.622 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.56 -0.33    

SD 0.882 0.577    

Min -2.00 -1.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.29 (-0.71, 1.29)     

Ls Meanb -0.44 -0.66 0.22 (-0.53, 0.97) 0.571  

SEb 0.207 0.321    

95% CIb -0.85, -0.04 -1.29, -0.03    

Ls Meanc -0.50 -0.70 0.20 (-0.89, 1.29) 0.684  

SEc 0.256 0.422    

95% CIc -1.09, 0.09 -1.67, 0.27    

 

  Day 29 Actual n 12 4    

Mean 0.17 0.00    

SD 0.577 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 9 4    

Mean -0.56 -0.25    

SD 1.014 0.500    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.61, 1.13)     

Ls Meanb -0.54 -0.73 0.19 (-0.46, 0.85) 0.563  

SEb 0.193 0.270    

95% CIb -0.92, -0.16 -1.27, -0.20    

Ls Meanc -0.41 -0.55 0.14 (-0.74, 1.02) 0.731  

SEc 0.205 0.320    

95% CIc -0.87, 0.06 -1.27, 0.18    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.32 (0.10, 0.54)     

Ls Meanb -0.45 -0.68 0.24 (0.06, 0.42) 0.012  

 

  Baseline Actual n 12 10    

Mean 0.58 0.40    

SD 0.900 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 13 7    

Mean 0.46 0.14    

SD 0.776 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean -0.22 -0.43    

SD 0.441 0.535    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.47 (-0.15, 1.09)     

Ls Meanb -0.20 -0.56 0.35 (-0.11, 0.82) 0.136  

SEb 0.156 0.179    

95% CIb -0.51, 0.10 -0.91, -0.20    

Ls Meanc -0.20 -0.46 0.27 (-0.24, 0.77) 0.274  

SEc 0.157 0.173    

95% CIc -0.54, 0.14 -0.84, -0.09    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.42 0.25    

SD 0.669 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 10 4    

Mean -0.20 -0.75    

SD 0.632 0.500    

Min -1.00 -1.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.52 (-0.18, 1.23)     

Ls Meanb -0.24 -0.63 0.39 (-0.14, 0.92) 0.148  

SEb 0.151 0.225    

95% CIb -0.53, 0.06 -1.07, -0.19    

Ls Meanc -0.23 -0.65 0.42 (-0.29, 1.14) 0.219  

SEc 0.177 0.265    

95% CIc -0.63, 0.16 -1.25, -0.06    

 

  Day 15 Actual n 12 3    

Mean 0.33 0.00    

SD 0.651 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.44 -0.67    

SD 1.236 0.577    

Min -2.00 -1.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.43 (-0.37, 1.24)     

Ls Meanb -0.39 -0.71 0.33 (-0.28, 0.93) 0.291  

SEb 0.161 0.264    

95% CIb -0.71, -0.07 -1.23, -0.20    

Ls Meanc -0.11 -0.58 0.47 (-0.17, 1.12) 0.130  

SEc 0.160 0.245    

95% CIc -0.48, 0.26 -1.14, -0.01    

 

  Day 29 Actual n 12 4    

Mean 0.17 0.00    

SD 0.389 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 9 4    

Mean -0.56 -0.75    

SD 1.014 0.500    

Min -2.00 -1.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.31 (-0.40, 1.03)     

Ls Meanb -0.60 -0.83 0.24 (-0.30, 0.77) 0.389  

SEb 0.156 0.225    

95% CIb -0.90, -0.29 -1.28, -0.39    

Ls Meanc -0.52 -0.87 0.35 (-0.13, 0.83) 0.132  

SEc 0.113 0.176    

95% CIc -0.78, -0.27 -1.27, -0.48    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.27 (-0.15, 0.69)     

Ls Meanb -0.36 -0.60 0.24 (-0.17, 0.65) 0.232  

 

  Baseline Actual n 12 10    

Mean 1.25 1.00    

SD 0.866 0.943    

Min 0.00 0.00    

Median 1.50 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 7    

Mean 1.38 0.71    

SD 0.768 0.756    

Min 0.00 0.00    

Median 2.00 1.00    

Max 2.00 2.00    

 

   Change n 9 7    

Mean 0.11 -0.29    

SD 0.333 1.254    

Min 0.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.76 (-0.03, 1.55)     

Ls Meanb 0.29 -0.39 0.68 (-0.03, 1.40) 0.061  

SEb 0.234 0.277    

95% CIb -0.17, 0.75 -0.94, 0.16    

Ls Meanc 0.16 -0.39 0.55 (-0.27, 1.38) 0.169  

SEc 0.256 0.279    

95% CIc -0.39, 0.72 -1.00, 0.22    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 1.08 0.25    

SD 1.165 0.500    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 1.00    

 

   Change n 10 4    

Mean 0.00 -0.75    

SD 0.816 1.500    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.90 (0.02, 1.77)     

Ls Meanb 0.18 -0.63 0.81 (0.02, 1.60) 0.045  

SEb 0.235 0.324    

95% CIb -0.28, 0.64 -1.27, 0.01    

Ls Meanc 0.11 -0.86 0.98 (-0.35, 2.30) 0.131  

SEc 0.329 0.489    

95% CIc -0.62, 0.85 -1.95, 0.23    

 

  Day 15 Actual n 12 3    

Mean 0.58 0.00    

SD 0.900 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.78 -0.67    

SD 1.202 0.577    

Min -2.00 -1.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.40 (-0.61, 1.40)     

Ls Meanb -0.52 -0.88 0.36 (-0.55, 1.27) 0.439  

SEb 0.259 0.384    

95% CIb -1.03, -0.01 -1.64, -0.13    

Ls Meanc -0.24 -1.07 0.83 (-0.53, 2.20) 0.196  

SEc 0.308 0.495    

95% CIc -0.95, 0.47 -2.21, 0.07    

 

  Day 29 Actual n 12 4    

Mean 0.33 0.00    

SD 0.651 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 9 4    

Mean -1.11 -1.25    

SD 1.054 1.258    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.97, 0.76)     

Ls Meanb -1.04 -0.94 -0.10 (-0.88, 0.69) 0.810  

SEb 0.235 0.320    

95% CIb -1.50, -0.58 -1.57, -0.31    

Ls Meanc -1.02 -1.54 0.52 (-0.31, 1.35) 0.189  

SEc 0.195 0.304    

95% CIc -1.46, -0.58 -2.22, -0.85    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.46 -0.40 -0.06 (-0.14, 0.03) 0.165  

 

  Baseline Actual n 12 10    

Mean 0.58 0.20    

SD 0.900 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 13 7    

Mean 0.31 0.14    

SD 0.630 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean -0.22 -0.14    

SD 0.667 0.690    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.24 (-0.11, 0.59)     

Ls Meanb -0.17 -0.35 0.17 (-0.08, 0.43) 0.183  

SEb 0.086 0.098    

95% CIb -0.34, 0.00 -0.54, -0.15    

Ls Meanc -0.10 -0.20 0.10 (-0.48, 0.68) 0.722  

SEc 0.179 0.200    

95% CIc -0.49, 0.29 -0.64, 0.24    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.08 0.50    

SD 0.289 0.577    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 10 4    

Mean -0.40 0.25    

SD 0.843 0.500    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.59 (-0.99, -0.18)     

Ls Meanb -0.41 0.02 -0.42 (-0.72, -0.13) 0.005  

SEb 0.082 0.126    

95% CIb -0.57, -0.24 -0.23, 0.27    

Ls Meanc -0.28 0.10 -0.39 (-0.92, 0.14) 0.133  

SEc 0.131 0.197    

95% CIc -0.58, 0.01 -0.34, 0.54    

 

  Day 15 Actual n 12 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.56 -0.33    

SD 0.882 0.577    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.44, 0.48)     

Ls Meanb -0.50 -0.52 0.02 (-0.32, 0.35) 0.926  

SEb 0.087 0.147    

95% CIb -0.67, -0.33 -0.81, -0.23    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    

 

  Day 29 Actual n 12 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 9 4    

Mean -0.78 0.00    

SD 0.972 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.57, 0.26)     

Ls Meanb -0.56 -0.45 -0.11 (-0.41, 0.19) 0.471  

SEb 0.086 0.127    

95% CIb -0.73, -0.39 -0.70, -0.20    

Ls Meanc -0.54 -0.54 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.54, -0.54 -0.54, -0.54    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.36 (-2.41, 3.13)     

Ls Meanb 0.40 0.32 0.08 (-0.56, 0.72) 0.802  

 

  Baseline Actual n 12 10    

Mean 0.08 0.00    

SD 0.289 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

  Day 3 Actual n 13 7    

Mean 0.62 0.14    

SD 1.044 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 9 7    

Mean 0.44 0.14    

SD 0.882 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

1.70 (-2.27, 5.67)     

Ls Meanb 0.38 0.02 0.36 (-0.49, 1.22) 0.401  

SEb 0.276 0.335    

95% CIb -0.16, 0.93 -0.64, 0.68    

Ls Meanc 0.47 0.11 0.36 (-0.50, 1.21) 0.379  

SEc 0.262 0.293    

95% CIc -0.10, 1.04 -0.52, 0.75    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.50 0.00    

SD 1.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 10 4    

Mean 0.50 0.00    

SD 1.179 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

1.45 (-2.77, 5.66)     

Ls Meanb 0.48 0.17 0.31 (-0.60, 1.22) 0.501  

SEb 0.279 0.367    

95% CIb -0.07, 1.03 -0.55, 0.89    

Ls Meanc 0.67 -0.10 0.78 (-0.48, 2.04) 0.200  

SEc 0.313 0.471    

95% CIc -0.02, 1.37 -1.15, 0.95    

 

  Day 15 Actual n 12 3    

Mean 0.42 1.00    

SD 0.996 1.000    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean 0.44 1.00    

SD 1.236 1.000    

Min -1.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (-4.60, 4.91)     

Ls Meanb 0.50 0.47 0.03 (-0.99, 1.06) 0.949  

SEb 0.308 0.419    

95% CIb -0.11, 1.11 -0.36, 1.29    

Ls Meanc 0.71 1.02 -0.31 (-2.10, 1.48) 0.702  

SEc 0.437 0.684    

95% CIc -0.30, 1.72 -0.56, 2.59    

 

  Day 29 Actual n 12 4    

Mean 0.33 0.00    

SD 0.778 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 9 4    

Mean 0.33 0.00    

SD 1.000 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

1.00 (-3.15, 5.15)     

Ls Meanb 0.25 0.03 0.21 (-0.68, 1.11) 0.636  

SEb 0.276 0.359    

95% CIb -0.30, 0.79 -0.68, 0.74    

Ls Meanc 0.38 -0.12 0.50 (-0.66, 1.66) 0.357  

SEc 0.274 0.427    

95% CIc -0.24, 1.01 -1.08, 0.85    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.51, 0.46)     

Ls Meanb -0.27 -0.24 -0.02 (-0.51, 0.47) 0.923  

 

  Baseline Actual n 12 10    

Mean 1.58 1.30    

SD 0.900 0.949    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 7    

Mean 1.31 1.14    

SD 0.947 0.690    

Min 0.00 0.00    

Median 2.00 1.00    

Max 2.00 2.00    

 

   Change n 9 7    

Mean -0.22 -0.29    

SD 0.972 0.951    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.34 (-0.60, 1.28)     

Ls Meanb -0.07 -0.38 0.31 (-0.56, 1.19) 0.482  

SEb 0.286 0.339    

95% CIb -0.63, 0.49 -1.05, 0.28    

Ls Meanc -0.11 -0.53 0.42 (-0.41, 1.25) 0.290  

SEc 0.251 0.278    

95% CIc -0.66, 0.43 -1.14, 0.07    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 1.50 1.25    

SD 1.000 0.500    

Min 0.00 1.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

   Change n 10 4    

Mean 0.10 -0.50    

SD 0.876 1.000    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.91, 1.16)     

Ls Meanb 0.19 0.08 0.11 (-0.85, 1.07) 0.819  

SEb 0.286 0.395    

95% CIb -0.37, 0.75 -0.70, 0.85    

Ls Meanc 0.14 -0.47 0.61 (-0.38, 1.60) 0.198  

SEc 0.248 0.367    

95% CIc -0.41, 0.69 -1.29, 0.34    

 

  Day 15 Actual n 12 3    

Mean 1.08 0.33    

SD 1.165 0.577    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.33 -1.33    

SD 1.414 1.155    

Min -2.00 -2.00    

Median 0.00 -2.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

1.00 (-0.19, 2.19)     

Ls Meanb -0.25 -1.17 0.92 (-0.18, 2.02) 0.100  

SEb 0.313 0.465    

95% CIb -0.86, 0.37 -2.09, -0.25    

Ls Meanc -0.22 -1.16 0.94 (-0.93, 2.81) 0.280  

SEc 0.464 0.706    

95% CIc -1.29, 0.85 -2.78, 0.47    

 

  Day 29 Actual n 12 4    

Mean 0.67 0.25    

SD 0.778 0.500    

Min 0.00 0.00    

Median 0.50 0.00    

Max 2.00 1.00    

 

   Change n 9 4    

Mean -0.56 -1.25    

SD 1.130 1.500    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.54 (-0.49, 1.57)     

Ls Meanb -0.63 -1.12 0.50 (-0.46, 1.45) 0.307  

SEb 0.286 0.390    

95% CIb -1.19, -0.07 -1.89, -0.36    

Ls Meanc -0.60 -1.15 0.55 (-0.65, 1.74) 0.327  

SEc 0.281 0.438    

95% CIc -1.24, 0.03 -2.14, -0.16    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.11 (-0.41, 0.20)     

Ls Meanb -0.36 -0.27 -0.09 (-0.38, 0.20) 0.511  

 

  Baseline Actual n 12 10    

Mean 0.67 0.60    

SD 0.888 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 13 7    

Mean 0.62 0.29    

SD 0.768 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean 0.22 -0.43    

SD 0.441 0.787    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.64 (0.05, 1.23)     

Ls Meanb 0.19 -0.36 0.55 (0.04, 1.07) 0.035  

SEb 0.169 0.200    

95% CIb -0.14, 0.52 -0.75, 0.03    

Ls Meanc 0.17 -0.44 0.60 (0.09, 1.12) 0.026  

SEc 0.162 0.178    

95% CIc -0.18, 0.52 -0.82, -0.05    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.50 0.25    

SD 0.674 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 10 4    

Mean 0.00 -0.75    

SD 0.667 1.500    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.63 (-0.02, 1.28)     

Ls Meanb -0.06 -0.60 0.55 (-0.02, 1.11) 0.059  

SEb 0.169 0.233    

95% CIb -0.39, 0.27 -1.06, -0.15    

Ls Meanc -0.12 -0.54 0.41 (-0.50, 1.32) 0.337  

SEc 0.225 0.340    

95% CIc -0.63, 0.38 -1.29, 0.22    

 

  Day 15 Actual n 12 3    

Mean 0.17 0.33    

SD 0.389 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.44 -0.33    

SD 0.882 0.577    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.43 (-1.17, 0.32)     

Ls Meanb -0.50 -0.13 -0.37 (-1.02, 0.28) 0.263  

SEb 0.185 0.275    

95% CIb -0.87, -0.14 -0.67, 0.41    

Ls Meanc -0.31 -0.25 -0.06 (-0.68, 0.56) 0.833  

SEc 0.155 0.237    

95% CIc -0.67, 0.04 -0.80, 0.29    

 

  Day 29 Actual n 12 4    

Mean 0.08 0.00    

SD 0.289 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 9 4    

Mean -0.56 -1.00    

SD 0.882 1.155    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.70, 0.59)     

Ls Meanb -0.59 -0.54 -0.05 (-0.61, 0.51) 0.869  

SEb 0.169 0.229    

95% CIb -0.92, -0.25 -0.99, -0.09    

Ls Meanc -0.66 -0.74 0.08 (-0.35, 0.50) 0.692  

SEc 0.100 0.155    

95% CIc -0.89, -0.44 -1.09, -0.39    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.06 (-0.33, 0.44)     

Ls Meanb -0.58 -0.63 0.05 (-0.31, 0.41) 0.780  

 

  Baseline Actual n 12 10    

Mean 0.92 0.70    

SD 0.900 0.823    

Min 0.00 0.00    

Median 1.00 0.50    

Max 2.00 2.00    

 

  Day 3 Actual n 13 7    

Mean 0.69 0.29    

SD 0.855 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean -0.11 -0.71    

SD 0.333 0.488    

Min -1.00 -1.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.77 (0.07, 1.47)     

Ls Meanb -0.02 -0.68 0.67 (0.06, 1.28) 0.032  

SEb 0.200 0.238    

95% CIb -0.41, 0.38 -1.15, -0.22    

Ls Meanc -0.15 -0.73 0.58 (0.21, 0.95) 0.005  

SEc 0.117 0.128    

95% CIc -0.41, 0.10 -1.01, -0.45    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.75 0.25    

SD 1.055 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 10 4    

Mean 0.00 -1.00    

SD 0.471 0.816    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.97 (0.20, 1.74)     

Ls Meanb 0.08 -0.77 0.84 (0.17, 1.51) 0.014  

SEb 0.201 0.275    

95% CIb -0.32, 0.47 -1.31, -0.22    

Ls Meanc -0.05 -0.97 0.92 (0.11, 1.72) 0.029  

SEc 0.201 0.302    

95% CIc -0.50, 0.39 -1.64, -0.30    

 

  Day 15 Actual n 12 3    

Mean 0.17 0.33    

SD 0.577 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.78 -1.00    

SD 0.972 0.000    

Min -2.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.99, 0.77)     

Ls Meanb -0.83 -0.74 -0.10 (-0.86, 0.67) 0.807  

SEb 0.222 0.323    

95% CIb -1.27, -0.40 -1.37, -0.10    

Ls Meanc -0.94 -0.93 -0.01 (-0.99, 0.97) 0.978  

SEc 0.249 0.388    

95% CIc -1.52, -0.37 -1.83, -0.04    

 

  Day 29 Actual n 12 4    

Mean 0.25 0.25    

SD 0.622 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 4    

Mean -0.78 -1.00    

SD 0.972 0.816    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.75, 0.77)     

Ls Meanb -0.82 -0.82 0.01 (-0.66, 0.67) 0.980  

SEb 0.201 0.271    

95% CIb -1.21, -0.42 -1.36, -0.29    

Ls Meanc -0.82 -0.88 0.06 (-0.89, 1.01) 0.887  

SEc 0.224 0.349    

95% CIc -1.33, -0.31 -1.67, -0.09    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.03 (-0.12, 0.19)     

Ls Meanb -0.22 -0.24 0.02 (-0.08, 0.12) 0.684  

 

  Baseline Actual n 12 10    

Mean 0.33 0.10    

SD 0.778 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 13 7    

Mean 0.23 0.00    

SD 0.439 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 9 7    

Mean -0.22 0.00    

SD 0.833 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.29 (-0.18, 0.76)     

Ls Meanb -0.09 -0.27 0.18 (-0.11, 0.47) 0.222  

SEb 0.097 0.111    

95% CIb -0.28, 0.10 -0.49, -0.06    

Ls Meanc -0.05 -0.20 0.15 (-0.24, 0.54) 0.419  

SEc 0.119 0.131    

95% CIc -0.31, 0.21 -0.49, 0.08    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.25 0.00    

SD 0.452 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 10 4    

Mean -0.10 0.00    

SD 0.568 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.19, 0.89)     

Ls Meanb -0.02 -0.23 0.21 (-0.12, 0.55) 0.207  

SEb 0.093 0.142    

95% CIb -0.20, 0.16 -0.51, 0.04    

Ls Meanc 0.02 -0.17 0.19 (-0.18, 0.56) 0.282  

SEc 0.090 0.135    

95% CIc -0.18, 0.22 -0.47, 0.13    

 

  Day 15 Actual n 12 3    

Mean 0.08 0.00    

SD 0.289 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.33 0.00    

SD 0.707 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.50, 0.72)     

Ls Meanb -0.20 -0.27 0.07 (-0.31, 0.44) 0.730  

SEb 0.099 0.165    

95% CIb -0.40, -0.01 -0.59, 0.06    

Ls Meanc -0.32 -0.28 -0.05 (-0.40, 0.30) 0.766  

SEc 0.086 0.130    

95% CIc -0.52, -0.13 -0.58, 0.02    

 

  Day 29 Actual n 12 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 9 4    

Mean -0.44 0.00    

SD 0.882 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.64, 0.46)     

Ls Meanb -0.34 -0.29 -0.06 (-0.40, 0.28) 0.741  

SEb 0.097 0.142    

95% CIb -0.53, -0.15 -0.57, -0.01    

Ls Meanc -0.31 -0.31 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.31, -0.31 -0.31, -0.31    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.03 (-0.22, 0.15)     

Ls Meanb -0.34 -0.30 -0.03 (-0.22, 0.15) 0.722  

 

  Baseline Actual n 12 10    

Mean 0.67 0.70    

SD 1.073 0.675    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 7    

Mean 0.38 0.57    

SD 0.650 0.787    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 9 7    

Mean -0.22 -0.14    

SD 1.093 0.900    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.61, 0.31)     

Ls Meanb -0.07 0.07 -0.14 (-0.56, 0.28) 0.515  

SEb 0.141 0.164    

95% CIb -0.35, 0.21 -0.25, 0.40    

Ls Meanc -0.23 -0.12 -0.11 (-0.95, 0.74) 0.784  

SEc 0.265 0.291    

95% CIc -0.80, 0.35 -0.75, 0.52    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.17 0.25    

SD 0.577 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 10 4    

Mean -0.40 -0.50    

SD 1.350 0.577    

Min -3.00 -1.00    

Median 0.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.58, 0.46)     

Ls Meanb -0.29 -0.24 -0.05 (-0.53, 0.43) 0.827  

SEb 0.138 0.202    

95% CIb -0.56, -0.02 -0.63, 0.16    

Ls Meanc -0.31 -0.37 0.06 (-0.65, 0.77) 0.843  

SEc 0.178 0.265    

95% CIc -0.70, 0.09 -0.96, 0.22    

 

  Day 15 Actual n 12 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.33 -0.33    

SD 0.707 0.577    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.54, 0.65)     

Ls Meanb -0.41 -0.46 0.05 (-0.50, 0.60) 0.856  

SEb 0.149 0.237    

95% CIb -0.70, -0.11 -0.92, 0.01    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    

 

  Day 29 Actual n 12 4    

Mean 0.00 0.25    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 9 4    

Mean -0.33 -0.25    

SD 0.707 0.500    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.49, 0.56)     

Ls Meanb -0.44 -0.47 0.03 (-0.45, 0.51) 0.902  

SEb 0.141 0.200    

95% CIb -0.71, -0.16 -0.86, -0.07    

Ls Meanc -0.38 -0.16 -0.22 (-0.61, 0.17) 0.238  

SEc 0.093 0.145    

95% CIc -0.59, -0.17 -0.48, 0.17    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.14 (-0.47, 0.20)     

Ls Meanb -0.41 -0.28 -0.13 (-0.46, 0.21) 0.433  

 

  Baseline Actual n 12 10    

Mean 0.67 0.70    

SD 1.073 0.675    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 7    

Mean 0.54 0.43    

SD 0.776 0.535    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean -0.22 -0.29    

SD 1.093 0.951    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.26 (-0.37, 0.89)     

Ls Meanb -0.02 -0.26 0.24 (-0.35, 0.82) 0.423  

SEb 0.191 0.226    

95% CIb -0.40, 0.35 -0.71, 0.19    

Ls Meanc -0.26 -0.39 0.13 (-0.65, 0.91) 0.723  

SEc 0.243 0.266    

95% CIc -0.79, 0.27 -0.97, 0.19    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.42 0.50    

SD 0.793 0.577    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

 

   Change n 10 4    

Mean -0.30 -0.25    

SD 1.337 0.500    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.84, 0.55)     

Ls Meanb -0.20 -0.07 -0.13 (-0.77, 0.51) 0.682  

SEb 0.192 0.264    

95% CIb -0.58, 0.18 -0.59, 0.45    

Ls Meanc -0.26 -0.28 0.02 (-1.13, 1.17) 0.971  

SEc 0.287 0.427    

95% CIc -0.90, 0.38 -1.23, 0.67    

 

  Day 15 Actual n 12 3    

Mean 0.08 0.33    

SD 0.289 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.56 0.00    

SD 0.882 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.31 (-1.11, 0.48)     

Ls Meanb -0.58 -0.29 -0.29 (-1.02, 0.45) 0.441  

SEb 0.210 0.310    

95% CIb -0.99, -0.16 -0.90, 0.32    

Ls Meanc -0.42 -0.09 -0.32 (-0.66, 0.01) 0.057  

SEc 0.082 0.128    

95% CIc -0.61, -0.23 -0.39, 0.20    

 

  Day 29 Actual n 12 4    

Mean 0.00 0.50    

SD 0.000 1.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 9 4    

Mean -0.33 0.00    

SD 0.707 0.816    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.56 (-1.25, 0.13)     

Ls Meanb -0.63 -0.12 -0.51 (-1.15, 0.12) 0.113  

SEb 0.191 0.259    

95% CIb -1.01, -0.25 -0.63, 0.39    

Ls Meanc -0.36 0.03 -0.39 (-1.17, 0.39) 0.290  

SEc 0.182 0.286    

95% CIc -0.77, 0.05 -0.62, 0.68    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.34 (0.03, 0.65)     

Ls Meanb -0.19 -0.41 0.22 (0.00, 0.44) 0.049  

 

  Baseline Actual n 12 10    

Mean 0.33 0.30    

SD 0.651 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 13 7    

Mean 0.31 0.14    

SD 0.630 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean 0.00 -0.29    

SD 0.000 0.756    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.39 (-0.31, 1.08)     

Ls Meanb -0.09 -0.35 0.26 (-0.20, 0.71) 0.276  

SEb 0.152 0.178    

95% CIb -0.39, 0.21 -0.70, 0.00    

Ls Meanc -0.05 -0.28 0.23 (-0.22, 0.67) 0.289  

SEc 0.139 0.153    

95% CIc -0.36, 0.25 -0.62, 0.05    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.42 0.50    

SD 0.515 0.577    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 10 4    

Mean 0.00 -0.25    

SD 0.471 0.500    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.66, 0.88)     

Ls Meanb -0.11 -0.18 0.07 (-0.44, 0.59) 0.783  

SEb 0.150 0.214    

95% CIb -0.40, 0.19 -0.60, 0.24    

Ls Meanc -0.01 -0.13 0.13 (-0.33, 0.59) 0.548  

SEc 0.114 0.172    

95% CIc -0.26, 0.25 -0.52, 0.25    

 

  Day 15 Actual n 12 3    

Mean 0.33 0.00    

SD 0.492 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean 0.00 -0.67    

SD 0.500 1.155    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.72 (-0.17, 1.61)     

Ls Meanb -0.05 -0.53 0.48 (-0.11, 1.07) 0.112  

SEb 0.163 0.253    

95% CIb -0.37, 0.27 -1.03, -0.03    

Ls Meanc 0.05 -0.49 0.54 (-0.09, 1.16) 0.082  

SEc 0.155 0.240    

95% CIc -0.30, 0.41 -1.04, 0.07    

 

  Day 29 Actual n 12 4    

Mean 0.17 0.00    

SD 0.389 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 9 4    

Mean -0.22 -0.50    

SD 0.833 1.000    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.59, 0.96)     

Ls Meanb -0.34 -0.46 0.12 (-0.39, 0.64) 0.633  

SEb 0.152 0.212    

95% CIb -0.64, -0.04 -0.88, -0.04    

Ls Meanc -0.24 -0.47 0.24 (-0.35, 0.82) 0.390  

SEc 0.139 0.216    

95% CIc -0.55, 0.08 -0.96, 0.02    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.18 (-0.97, 0.62)     

Ls Meanb 0.10 0.21 -0.11 (-0.65, 0.43) 0.666  

 

  Baseline Actual n 12 10    

Mean 0.50 0.10    

SD 0.798 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 13 7    

Mean 0.62 0.29    

SD 1.044 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 9 7    

Mean -0.11 0.14    

SD 0.333 0.690    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.18 (-1.51, 1.14)     

Ls Meanb -0.08 0.04 -0.12 (-0.95, 0.72) 0.786  

SEb 0.270 0.329    

95% CIb -0.61, 0.45 -0.61, 0.68    

Ls Meanc -0.08 0.06 -0.14 (-0.77, 0.49) 0.636  

SEc 0.186 0.213    

95% CIc -0.48, 0.33 -0.40, 0.53    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.83 0.00    

SD 1.115 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 10 4    

Mean 0.40 -0.25    

SD 0.699 0.500    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.40 (-1.04, 1.83)     

Ls Meanb 0.43 0.18 0.25 (-0.66, 1.15) 0.590  

SEb 0.272 0.372    

95% CIb -0.11, 0.96 -0.55, 0.91    

Ls Meanc 0.55 -0.22 0.77 (-0.02, 1.55) 0.056  

SEc 0.194 0.295    

95% CIc 0.11, 0.98 -0.88, 0.44    

 

  Day 15 Actual n 12 3    

Mean 0.67 1.33    

SD 1.073 1.528    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean 0.11 1.33    

SD 1.054 1.528    

Min -2.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.64 (-2.28, 1.00)     

Ls Meanb 0.21 0.61 -0.40 (-1.44, 0.63) 0.446  

SEb 0.300 0.434    

95% CIb -0.38, 0.80 -0.24, 1.47    

Ls Meanc 0.32 1.31 -0.99 (-3.05, 1.07) 0.299  

SEc 0.477 0.775    

95% CIc -0.78, 1.42 -0.47, 3.10    

 

  Day 29 Actual n 12 4    

Mean 0.33 0.00    

SD 0.778 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 9 4    

Mean -0.11 0.00    

SD 0.782 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.29 (-1.13, 1.71)     

Ls Meanb -0.07 -0.25 0.18 (-0.71, 1.08) 0.688  

SEb 0.271 0.366    

95% CIb -0.60, 0.47 -0.97, 0.47    

Ls Meanc -0.04 -0.21 0.18 (-0.75, 1.11) 0.678  

SEc 0.215 0.337    

95% CIc -0.52, 0.45 -0.98, 0.55    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.11 (-0.32, 0.09)     

Ls Meanb -0.36 -0.30 -0.06 (-0.19, 0.06) 0.296  

 

  Baseline Actual n 12 10    

Mean 0.33 0.20    

SD 0.651 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 13 7    

Mean 0.31 0.14    

SD 0.630 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 7    

Mean 0.00 -0.14    

SD 0.866 0.378    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.49 (-0.09, 1.06)     

Ls Meanb 0.02 -0.25 0.27 (-0.05, 0.60) 0.097  

SEb 0.108 0.124    

95% CIb -0.19, 0.23 -0.50, -0.01    

Ls Meanc 0.01 -0.22 0.23 (-0.43, 0.89) 0.465  

SEc 0.206 0.228    

95% CIc -0.43, 0.46 -0.71, 0.28    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.25 0.25    

SD 0.622 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 10 4    

Mean -0.10 0.00    

SD 0.316 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.51, 0.80)     

Ls Meanb -0.14 -0.22 0.08 (-0.29, 0.45) 0.669  

SEb 0.104 0.155    

95% CIb -0.35, 0.06 -0.53, 0.08    

Ls Meanc -0.14 -0.01 -0.13 (-0.48, 0.23) 0.441  

SEc 0.088 0.132    

95% CIc -0.34, 0.06 -0.30, 0.28    

 

  Day 15 Actual n 12 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.44 -0.33    

SD 0.726 0.577    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.34 (-1.09, 0.41)     

Ls Meanb -0.46 -0.27 -0.19 (-0.61, 0.23) 0.373  

SEb 0.112 0.182    

95% CIb -0.68, -0.24 -0.63, 0.09    

Ls Meanc -0.42 -0.42 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.42, -0.42 -0.42, -0.42    

 

  Day 29 Actual n 12 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 9 4    

Mean -0.44 0.00    

SD 0.726 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.32 (-0.98, 0.35)     

Ls Meanb -0.49 -0.31 -0.18 (-0.55, 0.20) 0.352  

SEb 0.108 0.156    

95% CIb -0.70, -0.28 -0.62, -0.01    

Ls Meanc -0.31 -0.31 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.31, -0.31 -0.31, -0.31    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.21 -0.22 0.01 (-0.02, 0.04) 0.398  

 

  Baseline Actual n 12 10    

Mean 0.25 0.00    

SD 0.622 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 13 7    

Mean 0.08 0.00    

SD 0.277 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 9 7    

Mean -0.22 0.00    

SD 0.667 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.22 (0.00, 0.44)     

Ls Meanb -0.12 -0.22 0.10 (0.00, 0.20) 0.052  

SEb 0.035 0.039    

95% CIb -0.19, -0.05 -0.30, -0.15    

Ls Meanc -0.07 -0.14 0.07 (-0.20, 0.34) 0.571  

SEc 0.082 0.092    

95% CIc -0.25, 0.11 -0.34, 0.06    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 4    

Mean -0.30 0.00    

SD 0.675 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.27, 0.25)     

Ls Meanb -0.23 -0.22 -0.01 (-0.13, 0.11) 0.919  

SEb 0.033 0.052    

95% CIb -0.30, -0.17 -0.33, -0.12    

Ls Meanc -0.21 -0.21 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.21, -0.21 -0.21, -0.21    

 

  Day 15 Actual n 12 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.2 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 3    

Mean -0.33 0.00    

SD 0.707 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.31, 0.27)     

Ls Meanb -0.23 -0.22 -0.01 (-0.14, 0.13) 0.899  

SEb 0.035 0.060    

95% CIb -0.30, -0.16 -0.34, -0.10    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    

 

  Day 29 Actual n 12 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 9 4    

Mean -0.33 0.00    

SD 0.707 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.27, 0.26)     

Ls Meanb -0.23 -0.23 0.00 (-0.13, 0.12) 0.949  

SEb 0.035 0.052    

95% CIb -0.30, -0.17 -0.33, -0.13    

Ls Meanc -0.23 -0.23 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.23, -0.23 -0.23, -0.23    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Age < 80 Body Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.81 -0.79 -0.02 (-0.06, 0.02) 0.409  

 

  Baseline Actual n 303 320  0.477d  

Mean 1.15 1.03    

SD 1.056 0.950    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.65 0.66    

SD 0.901 0.872    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 275 294    

Mean -0.49 -0.34    

SD 1.048 0.967    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.02)     

Ls Meanb -0.46 -0.37 -0.08 (-0.19, 0.02) 0.112  

SEb 0.038 0.037    

95% CIb -0.53, -0.38 -0.45, -0.30    

Ls Meanc -0.47 -0.37 -0.10 (-0.23, 0.03) 0.146  

SEc 0.049 0.047    

95% CIc -0.56, -0.37 -0.46, -0.28    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 329    

Mean 0.43 0.43    

SD 0.772 0.797    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 257 253    

Mean -0.70 -0.58    

SD 1.076 1.022    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.05)     

Ls Meanb -0.68 -0.62 -0.06 (-0.16, 0.05) 0.279  

SEb 0.038 0.038    

95% CIb -0.76, -0.61 -0.70, -0.55    

Ls Meanc -0.67 -0.63 -0.04 (-0.17, 0.09) 0.519  

SEc 0.047 0.047    

95% CIc -0.76, -0.58 -0.72, -0.53    

 

  Day 15 Actual n 299 298    

Mean 0.21 0.16    

SD 0.571 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.93 -0.85    

SD 1.129 0.942    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.90 -0.92 0.03 (-0.08, 0.14) 0.621  

SEb 0.040 0.040    

95% CIb -0.97, -0.82 -1.00, -0.85    

Ls Meanc -0.88 -0.91 0.03 (-0.06, 0.13) 0.491  

SEc 0.035 0.035    

95% CIc -0.95, -0.81 -0.98, -0.84    

 

  Day 29 Actual n 244 243    

Mean 0.14 0.13    

SD 0.465 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 196 201    

Mean -1.02 -0.93    

SD 1.098 0.993    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.09)     

Ls Meanb -0.95 -0.92 -0.03 (-0.14, 0.09) 0.648  

SEb 0.041 0.041    

95% CIb -1.03, -0.87 -1.00, -0.84    

Ls Meanc -0.98 -0.97 0.00 (-0.09, 0.08) 0.930  

SEc 0.032 0.031    

95% CIc -1.04, -0.92 -1.04, -0.91    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.67 -0.67 -0.01 (-0.03, 0.01) 0.540  

 

  Baseline Actual n 303 320  0.888d  

Mean 0.81 0.76    

SD 0.972 0.899    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 356 371    

Mean 0.35 0.33    

SD 0.701 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 274 294    

Mean -0.43 -0.42    

SD 0.989 0.838    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.02, 0.12)     

Ls Meanb -0.39 -0.43 0.05 (-0.02, 0.11) 0.151  

SEb 0.024 0.023    

95% CIb -0.43, -0.34 -0.48, -0.39    

Ls Meanc -0.41 -0.44 0.02 (-0.08, 0.13) 0.644  

SEc 0.039 0.038    

95% CIc -0.49, -0.34 -0.51, -0.37    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.11 0.21    

SD 0.417 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 254    

Mean -0.65 -0.54    

SD 0.949 0.947    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.19, -0.04)     

Ls Meanb -0.66 -0.55 -0.11 (-0.17, -0.04) 0.003  

SEb 0.025 0.025    

95% CIb -0.71, -0.61 -0.60, -0.51    

Ls Meanc -0.65 -0.55 -0.10 (-0.18, -0.02) 0.017  

SEc 0.030 0.030    

95% CIc -0.71, -0.59 -0.61, -0.49    

 

  Day 15 Actual n 299 298    

Mean 0.04 0.04    

SD 0.242 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.73 -0.70    

SD 0.995 0.905    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.73 -0.73 0.00 (-0.07, 0.07) 0.983  

SEb 0.026 0.026    

95% CIb -0.78, -0.67 -0.78, -0.67    

Ls Meanc -0.72 -0.71 -0.01 (-0.06, 0.04) 0.722  

SEc 0.018 0.018    

95% CIc -0.75, -0.68 -0.74, -0.67    

 

  Day 29 Actual n 244 243    

Mean 0.02 0.02    

SD 0.201 0.180    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 196 201    

Mean -0.83 -0.74    

SD 1.028 0.919    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.05, 0.11)     

Ls Meanb -0.74 -0.76 0.03 (-0.05, 0.10) 0.500  

SEb 0.027 0.027    

95% CIb -0.79, -0.68 -0.81, -0.71    

Ls Meanc -0.78 -0.78 0.00 (-0.04, 0.04) 0.999  

SEc 0.014 0.014    

95% CIc -0.81, -0.76 -0.81, -0.76    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.49 -0.51 0.02 (-0.01, 0.05) 0.249  

 

  Baseline Actual n 303 320  0.261d  

Mean 0.77 0.73    

SD 0.871 0.858    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.54 0.51    

SD 0.751 0.747    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 294    

Mean -0.20 -0.26    

SD 0.840 0.792    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.18)     

Ls Meanb -0.19 -0.26 0.07 (-0.01, 0.16) 0.082  

SEb 0.031 0.030    

95% CIb -0.25, -0.13 -0.32, -0.21    

Ls Meanc -0.20 -0.27 0.07 (-0.04, 0.17) 0.229  

SEc 0.039 0.038    

95% CIc -0.28, -0.13 -0.34, -0.19    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.40 0.39    

SD 0.666 0.676    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 254    

Mean -0.29 -0.35    

SD 0.894 0.838    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.16)     

Ls Meanb -0.32 -0.37 0.05 (-0.04, 0.14) 0.258  

SEb 0.031 0.031    

95% CIb -0.38, -0.26 -0.43, -0.31    

Ls Meanc -0.29 -0.36 0.07 (-0.04, 0.18) 0.219  

SEc 0.039 0.039    

95% CIc -0.37, -0.22 -0.44, -0.28    

 

  Day 15 Actual n 299 298    

Mean 0.16 0.14    

SD 0.445 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.55 -0.57    

SD 0.816 0.834    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.56 -0.59 0.03 (-0.06, 0.12) 0.517  

SEb 0.033 0.033    

95% CIb -0.62, -0.49 -0.65, -0.52    

Ls Meanc -0.54 -0.59 0.04 (-0.03, 0.12) 0.246  

SEc 0.027 0.027    

95% CIc -0.60, -0.49 -0.64, -0.54    

 

  Day 29 Actual n 244 243    

Mean 0.07 0.09    

SD 0.286 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 196 201    

Mean -0.60 -0.61    

SD 0.863 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.61 -0.64 0.03 (-0.06, 0.13) 0.477  

SEb 0.034 0.033    

95% CIb -0.68, -0.54 -0.71, -0.58    

Ls Meanc -0.60 -0.61 0.01 (-0.05, 0.07) 0.821  

SEc 0.022 0.022    

95% CIc -0.64, -0.56 -0.65, -0.56    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.07 (-0.12, -0.01)     

Ls Meanb -0.62 -0.57 -0.05 (-0.10, -0.01) 0.028  

 

  Baseline Actual n 303 320  0.274d  

Mean 1.16 1.10    

SD 0.850 0.776    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 1.02 1.05    

SD 0.824 0.840    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 275 294    

Mean -0.11 -0.05    

SD 0.761 0.831    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.10 -0.06 -0.04 (-0.15, 0.07) 0.483  

SEb 0.039 0.038    

95% CIb -0.17, -0.02 -0.13, 0.02    

Ls Meanc -0.10 -0.05 -0.05 (-0.17, 0.07) 0.404  

SEc 0.043 0.042    

95% CIc -0.19, -0.02 -0.14, 0.03    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.84 0.91    

SD 0.844 0.875    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 257 254    

Mean -0.31 -0.19    

SD 0.882 0.907    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.18 (-0.32, -0.05)     

Ls Meanb -0.31 -0.16 -0.15 (-0.26, -0.04) 0.007  

SEb 0.040 0.040    

95% CIb -0.39, -0.23 -0.24, -0.08    

Ls Meanc -0.30 -0.20 -0.10 (-0.24, 0.03) 0.140  

SEc 0.049 0.049    

95% CIc -0.39, -0.20 -0.29, -0.10    

 

  Day 15 Actual n 299 298    

Mean 0.40 0.40    

SD 0.665 0.629    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.72 -0.70    

SD 0.961 0.850    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.09)     

Ls Meanb -0.74 -0.70 -0.05 (-0.16, 0.07) 0.434  

SEb 0.042 0.042    

95% CIb -0.82, -0.66 -0.78, -0.61    

Ls Meanc -0.70 -0.69 -0.01 (-0.13, 0.10) 0.829  

SEc 0.042 0.041    

95% CIc -0.78, -0.62 -0.77, -0.61    

 

  Day 29 Actual n 244 243    

Mean 0.23 0.19    

SD 0.528 0.433    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 196 201    

Mean -0.92 -0.90    

SD 0.936 0.843    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.18)     

Ls Meanb -0.88 -0.91 0.03 (-0.09, 0.15) 0.614  

SEb 0.042 0.042    

95% CIb -0.96, -0.80 -0.99, -0.83    

Ls Meanc -0.88 -0.94 0.07 (-0.03, 0.16) 0.172  

SEc 0.035 0.034    

95% CIc -0.94, -0.81 -1.01, -0.87    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.28 -0.29 0.00 (-0.02, 0.02) 0.807  

 

  Baseline Actual n 303 320  0.277d  

Mean 0.44 0.39    

SD 0.773 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 356 371    

Mean 0.29 0.29    

SD 0.633 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 274 294    

Mean -0.11 -0.10    

SD 0.786 0.782    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.05, 0.12)     

Ls Meanb -0.08 -0.10 0.03 (-0.04, 0.09) 0.438  

SEb 0.024 0.023    

95% CIb -0.12, -0.03 -0.15, -0.06    

Ls Meanc -0.10 -0.11 0.01 (-0.09, 0.10) 0.866  

SEc 0.035 0.034    

95% CIc -0.17, -0.03 -0.18, -0.04    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.22 0.19    

SD 0.558 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 254    

Mean -0.20 -0.21    

SD 0.798 0.717    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.04, 0.14)     

Ls Meanb -0.18 -0.22 0.04 (-0.03, 0.10) 0.281  

SEb 0.024 0.024    

95% CIb -0.23, -0.13 -0.27, -0.17    

Ls Meanc -0.19 -0.23 0.04 (-0.04, 0.13) 0.344  

SEc 0.031 0.031    

95% CIc -0.25, -0.13 -0.29, -0.17    

 

  Day 15 Actual n 299 298    

Mean 0.08 0.07    

SD 0.348 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.33 -0.29    

SD 0.777 0.730    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.31 -0.31 0.00 (-0.07, 0.07) 0.933  

SEb 0.026 0.025    

95% CIb -0.36, -0.26 -0.36, -0.26    

Ls Meanc -0.30 -0.32 0.02 (-0.04, 0.08) 0.555  

SEc 0.022 0.022    

95% CIc -0.35, -0.26 -0.36, -0.28    

 

  Day 29 Actual n 244 243    

Mean 0.02 0.01    

SD 0.191 0.111    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 196 201    

Mean -0.34 -0.35    

SD 0.671 0.677    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.35 -0.35 0.01 (-0.07, 0.08) 0.876  

SEb 0.027 0.026    

95% CIb -0.40, -0.29 -0.40, -0.30    

Ls Meanc -0.33 -0.35 0.02 (-0.02, 0.05) 0.340  

SEc 0.012 0.011    

95% CIc -0.36, -0.31 -0.37, -0.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.14 -0.16 0.02 (-0.01, 0.06) 0.216  

 

  Baseline Actual n 303 320  0.326d  

Mean 0.35 0.34    

SD 0.752 0.729    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.31 0.30    

SD 0.660 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 275 294    

Mean 0.01 -0.03    

SD 0.755 0.741    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.17)     

Ls Meanb 0.01 -0.03 0.04 (-0.04, 0.12) 0.336  

SEb 0.030 0.029    

95% CIb -0.05, 0.07 -0.09, 0.02    

Ls Meanc 0.01 -0.03 0.04 (-0.06, 0.14) 0.464  

SEc 0.038 0.036    

95% CIc -0.06, 0.08 -0.10, 0.04    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.25 0.29    

SD 0.609 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 257 254    

Mean -0.10 -0.03    

SD 0.809 0.911    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.11 (-0.23, 0.00)     

Ls Meanb -0.08 0.00 -0.08 (-0.17, 0.00) 0.054  

SEb 0.031 0.031    

95% CIb -0.14, -0.02 -0.06, 0.06    

Ls Meanc -0.09 -0.04 -0.05 (-0.17, 0.06) 0.340  

SEc 0.040 0.041    

95% CIc -0.17, -0.01 -0.12, 0.04    

 

  Day 15 Actual n 299 298    

Mean 0.14 0.12    

SD 0.492 0.438    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.12 -0.22    

SD 0.742 0.706    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.14 -0.22 0.08 (-0.01, 0.17) 0.092  

SEb 0.032 0.032    

95% CIb -0.21, -0.08 -0.28, -0.16    

Ls Meanc -0.13 -0.21 0.08 (-0.01, 0.16) 0.069  

SEc 0.030 0.030    

95% CIc -0.19, -0.07 -0.27, -0.15    

 

  Day 29 Actual n 244 243    

Mean 0.07 0.05    

SD 0.338 0.275    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 196 201    

Mean -0.23 -0.29    

SD 0.806 0.754    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.22 -0.27 0.05 (-0.04, 0.14) 0.276  

SEb 0.033 0.033    

95% CIb -0.28, -0.15 -0.33, -0.21    

Ls Meanc -0.24 -0.28 0.03 (-0.03, 0.10) 0.294  

SEc 0.023 0.023    

95% CIc -0.29, -0.20 -0.32, -0.23    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.80 -0.77 -0.03 (-0.08, 0.02) 0.269  

 

  Baseline Actual n 303 320  0.007d  

Mean 1.39 1.36    

SD 1.033 1.023    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 357 371    

Mean 1.02 1.09    

SD 0.984 0.985    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 275 294    

Mean -0.31 -0.20    

SD 0.971 0.983    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.30 -0.24 -0.06 (-0.18, 0.06) 0.338  

SEb 0.045 0.044    

95% CIb -0.39, -0.21 -0.32, -0.15    

Ls Meanc -0.30 -0.23 -0.08 (-0.22, 0.06) 0.266  

SEc 0.051 0.049    

95% CIc -0.40, -0.20 -0.32, -0.13    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.82 0.85    

SD 0.935 0.954    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 257 254    

Mean -0.51 -0.46    

SD 1.012 1.043    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -0.52 -0.48 -0.04 (-0.17, 0.08) 0.505  

SEb 0.046 0.045    

95% CIb -0.61, -0.43 -0.56, -0.39    

Ls Meanc -0.50 -0.49 -0.01 (-0.15, 0.14) 0.916  

SEc 0.053 0.053    

95% CIc -0.61, -0.40 -0.60, -0.39    

 

  Day 15 Actual n 299 298    

Mean 0.38 0.39    

SD 0.682 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -1.00 -0.92    

SD 1.093 1.017    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.96 -0.94 -0.02 (-0.15, 0.11) 0.776  

SEb 0.048 0.048    

95% CIb -1.06, -0.87 -1.04, -0.85    

Ls Meanc -0.98 -0.96 -0.01 (-0.14, 0.11) 0.822  

SEc 0.044 0.044    

95% CIc -1.06, -0.89 -1.05, -0.88    

 

  Day 29 Actual n 244 243    

Mean 0.27 0.30    

SD 0.597 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 196 201    

Mean -1.09 -1.06    

SD 1.075 1.061    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -1.05 -1.05 0.00 (-0.13, 0.14) 0.976  

SEb 0.049 0.048    

95% CIb -1.14, -0.95 -1.14, -0.96    

Ls Meanc -1.09 -1.08 -0.01 (-0.12, 0.10) 0.848  

SEc 0.041 0.041    

95% CIc -1.17, -1.01 -1.16, -1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.77 -0.79 0.02 (-0.02, 0.06) 0.268  

 

  Baseline Actual n 303 320  0.080d  

Mean 1.12 1.09    

SD 0.983 0.972    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 357 371    

Mean 0.61 0.62    

SD 0.812 0.824    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 294    

Mean -0.47 -0.50    

SD 0.990 1.011    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.47 -0.49 0.02 (-0.08, 0.12) 0.646  

SEb 0.037 0.036    

95% CIb -0.54, -0.39 -0.56, -0.42    

Ls Meanc -0.47 -0.49 0.02 (-0.10, 0.15) 0.725  

SEc 0.046 0.044    

95% CIc -0.56, -0.38 -0.58, -0.41    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.47 0.48    

SD 0.802 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 254    

Mean -0.61 -0.63    

SD 1.051 1.024    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.63 -0.62 -0.01 (-0.11, 0.09) 0.849  

SEb 0.037 0.037    

95% CIb -0.71, -0.56 -0.69, -0.55    

Ls Meanc -0.61 -0.64 0.03 (-0.09, 0.15) 0.639  

SEc 0.044 0.044    

95% CIc -0.69, -0.52 -0.72, -0.55    

 

  Day 15 Actual n 299 298    

Mean 0.24 0.23    

SD 0.591 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.88 -0.84    

SD 1.024 0.998    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.87 -0.88 0.01 (-0.10, 0.12) 0.805  

SEb 0.039 0.039    

95% CIb -0.94, -0.79 -0.96, -0.80    

Ls Meanc -0.86 -0.84 -0.02 (-0.11, 0.08) 0.686  

SEc 0.035 0.034    

95% CIc -0.93, -0.79 -0.91, -0.77    

 

  Day 29 Actual n 244 243    

Mean 0.11 0.16    

SD 0.378 0.464    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 196 201    

Mean -1.01 -0.96    

SD 1.030 0.937    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.07)     

Ls Meanb -0.99 -0.94 -0.04 (-0.16, 0.07) 0.438  

SEb 0.041 0.040    

95% CIb -1.07, -0.91 -1.02, -0.87    

Ls Meanc -1.02 -0.95 -0.07 (-0.14, 0.01) 0.097  

SEc 0.028 0.028    

95% CIc -1.07, -0.96 -1.01, -0.90    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.09, -0.01)     

Ls Meanb -0.88 -0.83 -0.05 (-0.09, 0.00) 0.028  

 

  Baseline Actual n 303 320  0.362d  

Mean 1.17 1.14    

SD 1.025 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.63 0.65    

SD 0.869 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 294    

Mean -0.53 -0.49    

SD 1.030 0.984    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.05)     

Ls Meanb -0.52 -0.47 -0.05 (-0.16, 0.05) 0.302  

SEb 0.037 0.036    

95% CIb -0.59, -0.45 -0.54, -0.40    

Ls Meanc -0.54 -0.49 -0.05 (-0.18, 0.08) 0.408  

SEc 0.048 0.046    

95% CIc -0.64, -0.45 -0.58, -0.40    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.41 0.44    

SD 0.762 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 257 254    

Mean -0.73 -0.70    

SD 1.002 1.088    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.06)     

Ls Meanb -0.74 -0.69 -0.05 (-0.15, 0.06) 0.381  

SEb 0.038 0.038    

95% CIb -0.82, -0.67 -0.77, -0.62    

Ls Meanc -0.73 -0.71 -0.03 (-0.15, 0.10) 0.698  

SEc 0.046 0.046    

95% CIc -0.82, -0.64 -0.80, -0.62    

 

  Day 15 Actual n 299 298    

Mean 0.18 0.20    

SD 0.530 0.540    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -1.00 -0.92    

SD 1.056 1.008    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.99 -0.95 -0.03 (-0.14, 0.08) 0.547  

SEb 0.040 0.040    

95% CIb -1.06, -0.91 -1.03, -0.87    

Ls Meanc -0.98 -0.94 -0.04 (-0.14, 0.05) 0.378  

SEc 0.034 0.034    

95% CIc -1.05, -0.91 -1.00, -0.87    

 

  Day 29 Actual n 244 243    

Mean 0.11 0.17    

SD 0.396 0.473    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 196 201    

Mean -1.08 -0.96    

SD 1.067 1.060    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.23, -0.01)     

Ls Meanb -1.05 -0.93 -0.12 (-0.23, -0.01) 0.039  

SEb 0.041 0.040    

95% CIb -1.13, -0.97 -1.01, -0.85    

Ls Meanc -1.06 -0.98 -0.09 (-0.18, 0.00) 0.043  

SEc 0.032 0.031    

95% CIc -1.13, -1.00 -1.04, -0.91    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.32 -0.31 -0.01 (-0.04, 0.01) 0.294  

 

  Baseline Actual n 303 320  0.777d  

Mean 0.45 0.40    

SD 0.782 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.32 0.27    

SD 0.703 0.628    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 294    

Mean -0.08 -0.12    

SD 0.826 0.668    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (0.02, 0.19)     

Ls Meanb -0.06 -0.14 0.08 (0.01, 0.14) 0.018  

SEb 0.023 0.023    

95% CIb -0.11, -0.02 -0.18, -0.09    

Ls Meanc -0.07 -0.13 0.06 (-0.05, 0.16) 0.277  

SEc 0.037 0.036    

95% CIc -0.14, 0.00 -0.20, -0.06    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.18 0.24    

SD 0.515 0.604    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 254    

Mean -0.21 -0.19    

SD 0.789 0.748    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.04)     

Ls Meanb -0.21 -0.18 -0.03 (-0.10, 0.03) 0.328  

SEb 0.024 0.024    

95% CIb -0.26, -0.17 -0.23, -0.13    

Ls Meanc -0.22 -0.19 -0.02 (-0.12, 0.07) 0.604  

SEc 0.034 0.034    

95% CIc -0.29, -0.15 -0.26, -0.13    

 

  Day 15 Actual n 299 298    

Mean 0.05 0.05    

SD 0.319 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.38 -0.36    

SD 0.797 0.685    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.36 -0.38 0.01 (-0.06, 0.08) 0.690  

SEb 0.025 0.025    

95% CIb -0.41, -0.31 -0.43, -0.33    

Ls Meanc -0.36 -0.38 0.02 (-0.03, 0.07) 0.485  

SEc 0.020 0.020    

95% CIc -0.40, -0.32 -0.42, -0.34    

 

  Day 29 Actual n 244 243    

Mean 0.01 0.03    

SD 0.110 0.230    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 196 201    

Mean -0.44 -0.40    

SD 0.830 0.715    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.08)     

Ls Meanb -0.40 -0.39 -0.01 (-0.08, 0.06) 0.753  

SEb 0.026 0.026    

95% CIb -0.45, -0.35 -0.44, -0.34    

Ls Meanc -0.43 -0.41 -0.02 (-0.06, 0.02) 0.294  

SEc 0.014 0.014    

95% CIc -0.46, -0.40 -0.44, -0.38    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.41 -0.45 0.04 (-0.01, 0.09) 0.121  

 

  Baseline Actual n 303 320  0.268d  

Mean 0.68 0.70    

SD 1.003 1.009    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.59 0.65    

SD 0.894 0.942    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 294    

Mean -0.09 -0.07    

SD 1.028 1.076    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.06)     

Ls Meanb -0.11 -0.06 -0.04 (-0.15, 0.06) 0.413  

SEb 0.039 0.038    

95% CIb -0.18, -0.03 -0.14, 0.01    

Ls Meanc -0.12 -0.08 -0.04 (-0.18, 0.10) 0.568  

SEc 0.050 0.049    

95% CIc -0.22, -0.02 -0.18, 0.01    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.47 0.50    

SD 0.835 0.851    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 254    

Mean -0.21 -0.20    

SD 1.158 1.165    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.10)     

Ls Meanb -0.23 -0.22 -0.01 (-0.12, 0.10) 0.887  

SEb 0.039 0.039    

95% CIb -0.30, -0.15 -0.29, -0.14    

Ls Meanc -0.24 -0.23 -0.02 (-0.16, 0.12) 0.787  

SEc 0.050 0.051    

95% CIc -0.34, -0.15 -0.33, -0.13    

 

  Day 15 Actual n 299 298    

Mean 0.22 0.18    

SD 0.613 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.44 -0.51    

SD 1.066 1.124    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.48 -0.53 0.05 (-0.07, 0.16) 0.429  

SEb 0.041 0.041    

95% CIb -0.56, -0.40 -0.61, -0.45    

Ls Meanc -0.47 -0.52 0.05 (-0.05, 0.16) 0.315  

SEc 0.038 0.037    

95% CIc -0.54, -0.39 -0.59, -0.45    

 

  Day 29 Actual n 244 243    

Mean 0.16 0.06    

SD 0.547 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 196 201    

Mean -0.50 -0.61    

SD 0.984 1.058    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.04, 0.27)     

Ls Meanb -0.51 -0.66 0.16 (0.04, 0.27) 0.007  

SEb 0.041 0.041    

95% CIb -0.59, -0.42 -0.74, -0.58    

Ls Meanc -0.52 -0.60 0.08 (0.00, 0.17) 0.043  

SEc 0.030 0.029    

95% CIc -0.58, -0.46 -0.66, -0.55    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.38 -0.43 0.04 (-0.01, 0.09) 0.082  

 

  Baseline Actual n 303 320  0.090d  

Mean 0.61 0.65    

SD 0.952 0.962    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.49 0.54    

SD 0.827 0.867    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 294    

Mean -0.10 -0.13    

SD 0.886 0.989    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.11)     

Ls Meanb -0.11 -0.12 0.00 (-0.09, 0.10) 0.946  

SEb 0.036 0.035    

95% CIb -0.18, -0.04 -0.19, -0.05    

Ls Meanc -0.13 -0.13 -0.01 (-0.13, 0.12) 0.923  

SEc 0.046 0.044    

95% CIc -0.22, -0.04 -0.21, -0.04    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.43 0.44    

SD 0.814 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 257 254    

Mean -0.18 -0.22    

SD 1.076 1.116    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.19 -0.21 0.02 (-0.08, 0.12) 0.688  

SEb 0.036 0.036    

95% CIb -0.26, -0.12 -0.28, -0.14    

Ls Meanc -0.21 -0.23 0.01 (-0.12, 0.15) 0.857  

SEc 0.048 0.049    

95% CIc -0.31, -0.12 -0.32, -0.13    

 

  Day 15 Actual n 299 298    

Mean 0.19 0.15    

SD 0.562 0.455    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.42 -0.49    

SD 1.018 1.072    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.18)     

Ls Meanb -0.44 -0.50 0.07 (-0.04, 0.17) 0.212  

SEb 0.038 0.038    

95% CIb -0.51, -0.36 -0.58, -0.43    

Ls Meanc -0.44 -0.50 0.06 (-0.03, 0.16) 0.179  

SEc 0.034 0.034    

95% CIc -0.51, -0.37 -0.57, -0.44    

 

  Day 29 Actual n 244 243    

Mean 0.11 0.04    

SD 0.439 0.237    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 196 201    

Mean -0.48 -0.58    

SD 0.969 0.993    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (0.00, 0.21)     

Ls Meanb -0.49 -0.59 0.10 (0.00, 0.21) 0.061  

SEb 0.038 0.038    

95% CIb -0.57, -0.42 -0.67, -0.52    

Ls Meanc -0.50 -0.58 0.08 (0.01, 0.15) 0.032  

SEc 0.026 0.025    

95% CIc -0.55, -0.45 -0.63, -0.53    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.44 -0.45 0.01 (-0.02, 0.04) 0.626  

 

  Baseline Actual n 302 320  0.065d  

Mean 0.63 0.62    

SD 0.783 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.43 0.37    

SD 0.682 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 274 294    

Mean -0.16 -0.29    

SD 0.811 0.725    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.03, 0.22)     

Ls Meanb -0.18 -0.28 0.09 (0.02, 0.17) 0.012  

SEb 0.027 0.026    

95% CIb -0.24, -0.13 -0.33, -0.23    

Ls Meanc -0.18 -0.28 0.10 (0.00, 0.20) 0.044  

SEc 0.036 0.035    

95% CIc -0.25, -0.11 -0.34, -0.21    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.30 0.29    

SD 0.565 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 256 254    

Mean -0.33 -0.33    

SD 0.798 0.745    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.35 -0.36 0.00 (-0.07, 0.08) 0.963  

SEb 0.027 0.027    

95% CIb -0.41, -0.30 -0.41, -0.30    

Ls Meanc -0.32 -0.35 0.02 (-0.07, 0.12) 0.627  

SEc 0.034 0.034    

95% CIc -0.39, -0.26 -0.41, -0.28    

 

  Day 15 Actual n 299 298    

Mean 0.15 0.13    

SD 0.413 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 225 228    

Mean -0.47 -0.52    

SD 0.762 0.736    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.48 -0.50 0.02 (-0.06, 0.10) 0.657  

SEb 0.029 0.028    

95% CIb -0.54, -0.42 -0.55, -0.44    

Ls Meanc -0.48 -0.51 0.03 (-0.04, 0.11) 0.338  

SEc 0.026 0.026    

95% CIc -0.53, -0.43 -0.56, -0.46    

 

  Day 29 Actual n 244 243    

Mean 0.09 0.10    

SD 0.335 0.355    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 195 201    

Mean -0.45 -0.53    

SD 0.740 0.735    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.53 -0.52 0.00 (-0.08, 0.08) 0.958  

SEb 0.029 0.029    

95% CIb -0.58, -0.47 -0.58, -0.47    

Ls Meanc -0.49 -0.48 -0.01 (-0.07, 0.05) 0.767  

SEc 0.022 0.021    

95% CIc -0.54, -0.45 -0.53, -0.44    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.08)     

Ls Meanb -0.25 -0.28 0.03 (-0.01, 0.07) 0.093  

 

  Baseline Actual n 303 320  0.741d  

Mean 0.48 0.44    

SD 0.825 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.36 0.32    

SD 0.720 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 275 294    

Mean -0.10 -0.09    

SD 0.757 0.745    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.13)     

Ls Meanb -0.09 -0.11 0.02 (-0.06, 0.11) 0.580  

SEb 0.031 0.030    

95% CIb -0.15, -0.02 -0.17, -0.05    

Ls Meanc -0.09 -0.10 0.01 (-0.09, 0.11) 0.886  

SEc 0.038 0.036    

95% CIc -0.17, -0.02 -0.17, -0.03    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.24 0.30    

SD 0.631 0.677    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 257 254    

Mean -0.21 -0.17    

SD 0.846 0.864    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.04)     

Ls Meanb -0.19 -0.13 -0.06 (-0.15, 0.03) 0.195  

SEb 0.032 0.032    

95% CIb -0.25, -0.13 -0.20, -0.07    

Ls Meanc -0.21 -0.18 -0.03 (-0.14, 0.08) 0.584  

SEc 0.040 0.040    

95% CIc -0.29, -0.13 -0.26, -0.10    

 

  Day 15 Actual n 299 298    

Mean 0.17 0.08    

SD 0.536 0.380    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.23 -0.33    

SD 0.827 0.808    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.24)     

Ls Meanb -0.25 -0.36 0.10 (0.01, 0.20) 0.027  

SEb 0.033 0.033    

95% CIb -0.32, -0.19 -0.42, -0.29    

Ls Meanc -0.23 -0.34 0.11 (0.02, 0.19) 0.014  

SEc 0.032 0.031    

95% CIc -0.29, -0.17 -0.40, -0.28    

 

  Day 29 Actual n 244 243    

Mean 0.10 0.08    

SD 0.372 0.325    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 196 201    

Mean -0.33 -0.35    

SD 0.840 0.818    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.18)     

Ls Meanb -0.32 -0.37 0.05 (-0.04, 0.14) 0.293  

SEb 0.034 0.034    

95% CIb -0.39, -0.25 -0.44, -0.30    

Ls Meanc -0.32 -0.36 0.04 (-0.03, 0.11) 0.239  

SEc 0.025 0.025    

95% CIc -0.37, -0.27 -0.41, -0.32    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.06)     

Ls Meanb -0.46 -0.48 0.02 (-0.01, 0.05) 0.172  

 

  Baseline Actual n 302 320  0.656d  

Mean 0.61 0.63    

SD 0.794 0.831    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 357 371    

Mean 0.39 0.33    

SD 0.696 0.649    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 274 294    

Mean -0.18 -0.34    

SD 0.811 0.817    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.02, 0.21)     

Ls Meanb -0.21 -0.30 0.09 (0.02, 0.17) 0.014  

SEb 0.027 0.027    

95% CIb -0.26, -0.15 -0.35, -0.25    

Ls Meanc -0.20 -0.31 0.11 (0.01, 0.21) 0.036  

SEc 0.037 0.036    

95% CIc -0.28, -0.13 -0.38, -0.24    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.26 0.20    

SD 0.618 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 256 254    

Mean -0.35 -0.45    

SD 0.827 0.904    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.39 -0.42 0.03 (-0.04, 0.11) 0.389  

SEb 0.028 0.028    

95% CIb -0.45, -0.34 -0.48, -0.37    

Ls Meanc -0.37 -0.43 0.05 (-0.04, 0.15) 0.282  

SEc 0.034 0.034    

95% CIc -0.44, -0.31 -0.49, -0.36    

 

  Day 15 Actual n 299 298    

Mean 0.11 0.09    

SD 0.418 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 225 228    

Mean -0.45 -0.57    

SD 0.850 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.50 -0.53 0.03 (-0.05, 0.11) 0.467  

SEb 0.029 0.029    

95% CIb -0.56, -0.44 -0.59, -0.47    

Ls Meanc -0.50 -0.53 0.03 (-0.04, 0.10) 0.409  

SEc 0.026 0.025    

95% CIc -0.55, -0.45 -0.58, -0.48    

 

  Day 29 Actual n 244 243    

Mean 0.05 0.10    

SD 0.303 0.355    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 195 201    

Mean -0.53 -0.53    

SD 0.845 0.807    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.56 -0.51 -0.05 (-0.13, 0.03) 0.254  

SEb 0.030 0.030    

95% CIb -0.62, -0.50 -0.57, -0.46    

Ls Meanc -0.55 -0.51 -0.04 (-0.10, 0.03) 0.274  

SEc 0.024 0.023    

95% CIc -0.60, -0.50 -0.56, -0.47    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.10 -0.09 0.00 (-0.01, 0.01) 0.528  

 

  Baseline Actual n 303 320  0.883d  

Mean 0.16 0.08    

SD 0.559 0.374    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 357 371    

Mean 0.06 0.04    

SD 0.308 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 275 294    

Mean -0.09 -0.03    

SD 0.519 0.368    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.03, 0.10)     

Ls Meanb -0.05 -0.06 0.02 (-0.02, 0.05) 0.306  

SEb 0.011 0.011    

95% CIb -0.07, -0.03 -0.09, -0.04    

Ls Meanc -0.06 -0.06 0.01 (-0.04, 0.05) 0.751  

SEc 0.017 0.017    

95% CIc -0.09, -0.02 -0.10, -0.03    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 327 330    

Mean 0.03 0.03    

SD 0.239 0.226    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 257 254    

Mean -0.11 -0.04    

SD 0.573 0.430    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.07 -0.07 0.00 (-0.03, 0.03) 0.983  

SEb 0.012 0.012    

95% CIb -0.09, -0.05 -0.09, -0.05    

Ls Meanc -0.07 -0.07 0.00 (-0.04, 0.05) 0.970  

SEc 0.016 0.016    

95% CIc -0.10, -0.04 -0.10, -0.04    

 

  Day 15 Actual n 299 298    

Mean 0.01 0.01    

SD 0.141 0.116    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 226 228    

Mean -0.15 -0.06    

SD 0.595 0.299    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.10 -0.11 0.01 (-0.03, 0.04) 0.749  

SEb 0.012 0.012    

95% CIb -0.13, -0.08 -0.13, -0.08    

Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.03) 0.226  

SEc 0.008 0.008    

95% CIc -0.11, -0.08 -0.13, -0.10    

 

  Day 29 Actual n 244 243    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 196 201    

Mean -0.18 -0.06    

SD 0.630 0.317    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.06)     

Ls Meanb -0.12 -0.11 -0.01 (-0.04, 0.03) 0.673  

SEb 0.013 0.013    

95% CIb -0.15, -0.10 -0.14, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Age ≥ 80 Body Aches Overall  Effect Size (95% 

CI)a 

0.11 (-0.11, 0.34)     

Ls Meanb -0.10 -0.17 0.07 (-0.10, 0.24) 0.364  

 

  Baseline Actual n 6 5    

Mean 0.00 0.60    

SD 0.000 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 0.00 0.25    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 4 4    

Mean 0.00 -0.50    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.52, 0.63)     

Ls Meanb -0.17 -0.21 0.03 (-0.31, 0.38) 0.850  

SEb 0.119 0.127    

95% CIb -0.41, 0.06 -0.46, 0.04    

Ls Meanc -0.19 -0.21 0.02 (-0.46, 0.51) 0.895  

SEc 0.106 0.134    

95% CIc -0.48, 0.11 -0.59, 0.16    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 3    

Mean 0.00 -0.67    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.43, 0.77)     

Ls Meanb -0.14 -0.25 0.10 (-0.26, 0.46) 0.579  

SEb 0.109 0.147    

95% CIb -0.36, 0.07 -0.54, 0.04    

Ls Meanc -0.17 -0.27 0.10 (-0.45, 0.66) 0.634  

SEc 0.099 0.163    

95% CIc -0.44, 0.11 -0.72, 0.18    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean 0.00 -0.50    

SD 0.000 0.707    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.44, 0.92)     

Ls Meanb -0.07 -0.22 0.14 (-0.27, 0.55) 0.488  

SEb 0.125 0.169    

95% CIb -0.32, 0.17 -0.55, 0.12    

Ls Meanc NE NE 0.00 (NE, NE) NE  

SEc NE NE    

95% CIc NE, NE NE, NE    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 4 2    

Mean 0.00 -0.50    

SD 0.000 0.707    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.82, 0.53)     

Ls Meanb -0.18 -0.09 -0.09 (-0.49, 0.32) 0.679  

SEb 0.119 0.166    

95% CIb -0.41, 0.06 -0.42, 0.24    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.22, 0.14)     

Ls Meanb -0.32 -0.29 -0.03 (-0.18, 0.13) 0.671  

 

  Baseline Actual n 6 5    

Mean 0.50 0.20    

SD 0.837 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.33 0.25    

SD 0.816 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 4 4    

Mean -0.25 0.00    

SD 0.500 0.816    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.28 (-0.38, 0.93)     

Ls Meanb 0.06 -0.13 0.19 (-0.27, 0.65) 0.411  

SEb 0.164 0.164    

95% CIb -0.26, 0.38 -0.45, 0.19    

Ls Meanc -0.03 0.15 -0.18 (-1.54, 1.19) 0.738  

SEc 0.348 0.381    

95% CIc -1.00, 0.94 -0.91, 1.21    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 3    

Mean -0.60 0.00    

SD 0.894 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.77, 0.59)     

Ls Meanb -0.42 -0.36 -0.06 (-0.54, 0.41) 0.789  

SEb 0.147 0.189    

95% CIb -0.71, -0.13 -0.73, 0.02    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 0.00    

SD 0.957 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.88, 0.73)     

Ls Meanb -0.42 -0.37 -0.05 (-0.61, 0.51) 0.860  

SEb 0.167 0.229    

95% CIb -0.75, -0.09 -0.82, 0.08    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.75 0.00    

SD 0.957 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.10 (-0.90, 0.70)     

Ls Meanb -0.48 -0.41 -0.07 (-0.63, 0.49) 0.803  

SEb 0.164 0.229    

95% CIb -0.80, -0.15 -0.86, 0.05    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.20 (-0.18, 0.58)     

Ls Meanb -0.65 -0.80 0.14 (-0.20, 0.49) 0.344  

 

  Baseline Actual n 6 5    

Mean 0.50 0.60    

SD 0.837 0.548    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.50 0.25    

SD 0.837 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 4 4    

Mean -0.25 -0.50    

SD 0.500 0.577    

Min -1.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.51 (-0.31, 1.32)     

Ls Meanb -0.20 -0.57 0.37 (-0.23, 0.96) 0.227  

SEb 0.209 0.226    

95% CIb -0.61, 0.21 -1.01, -0.12    

Ls Meanc -0.31 -0.56 0.25 (-0.95, 1.45) 0.595  

SEc 0.332 0.332    

95% CIc -1.23, 0.61 -1.48, 0.36    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.33 0.33    

SD 0.816 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 5 3    

Mean -0.20 -0.67    

SD 0.447 0.577    

Min -1.00 -1.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.32 (-0.54, 1.19)     

Ls Meanb -0.34 -0.57 0.23 (-0.40, 0.86) 0.465  

SEb 0.205 0.251    

95% CIb -0.74, 0.07 -1.07, -0.08    

Ls Meanc -0.27 -0.65 0.38 (-0.90, 1.67) 0.452  

SEc 0.315 0.355    

95% CIc -1.14, 0.61 -1.64, 0.33    

 

  Day 15 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 -1.00    

SD 0.957 0.000    

Min -2.00 -1.00    

Median -0.50 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

0.11 (-0.86, 1.08)     

Ls Meanb -0.84 -0.92 0.08 (-0.63, 0.79) 0.825  

SEb 0.236 0.278    

95% CIb -1.31, -0.38 -1.47, -0.37    

Ls Meanc -0.83 -0.83 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.83, -0.83 -0.83, -0.83    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.75 -1.00    

SD 0.957 0.000    

Min -2.00 -1.00    

Median -0.50 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

0.12 (-0.78, 1.03)     

Ls Meanb -0.89 -0.98 0.09 (-0.57, 0.75) 0.790  

SEb 0.209 0.265    

95% CIb -1.31, -0.48 -1.50, -0.46    

Ls Meanc -0.83 -0.83 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.83, -0.83 -0.83, -0.83    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.32 (-0.74, 0.11)     

Ls Meanb -0.54 -0.31 -0.22 (-0.60, 0.15) 0.198  

 

  Baseline Actual n 6 5    

Mean 0.67 0.40    

SD 0.816 0.548    

Min 0.00 0.00    

Median 0.50 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 1.00 0.50    

SD 0.894 0.577    

Min 0.00 0.00    

Median 1.00 0.50    

Max 2.00 1.00    

 

   Change n 4 4    

Mean 0.00 0.25    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.77, 0.88)     

Ls Meanb 0.12 0.08 0.04 (-0.55, 0.63) 0.899  

SEb 0.202 0.227    

95% CIb -0.28, 0.52 -0.37, 0.53    

Ls Meanc -0.02 0.19 -0.21 (-1.09, 0.66) 0.533  

SEc 0.231 0.231    

95% CIc -0.67, 0.62 -0.45, 0.83    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.33 0.33    

SD 0.816 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 5 3    

Mean -0.40 0.00    

SD 0.548 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-1.05, 0.69)     

Ls Meanb -0.32 -0.20 -0.13 (-0.75, 0.50) 0.688  

SEb 0.200 0.250    

95% CIb -0.72, 0.07 -0.69, 0.30    

Ls Meanc -0.30 0.01 -0.32 (-1.42, 0.79) 0.473  

SEc 0.265 0.316    

95% CIc -1.04, 0.43 -0.86, 0.89    

 

  Day 15 Actual n 6 2    

Mean 0.33 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 -0.50    

SD 0.500 0.707    

Min -1.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.24 (-1.23, 0.75)     

Ls Meanb -0.65 -0.48 -0.17 (-0.88, 0.54) 0.635  

SEb 0.235 0.275    

95% CIb -1.12, -0.19 -1.03, 0.06    

Ls Meanc -0.92 -0.67 -0.25 (-2.26, 1.76) 0.646  

SEc 0.349 0.264    

95% CIc -2.42, 0.58 -1.80, 0.47    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 4 2    

Mean -1.00 -0.50    

SD 0.816 0.707    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.70 (-1.60, 0.21)     

Ls Meanb -0.97 -0.48 -0.49 (-1.14, 0.15) 0.134  

SEb 0.202 0.262    

95% CIb -1.37, -0.58 -1.00, 0.04    

Ls Meanc -0.83 -0.83 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.83, -0.83 -0.83, -0.83    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.05)     

Ls Meanb -0.41 -0.35 -0.06 (-0.18, 0.06) 0.271  

 

  Baseline Actual n 6 5    

Mean 0.33 0.20    

SD 0.816 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.50 0.00    

SD 0.837 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 4 4    

Mean 0.00 -0.25    

SD 0.000 0.500    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.73 (0.26, 1.20)     

Ls Meanb 0.08 -0.41 0.49 (0.17, 0.81) 0.003  

SEb 0.115 0.117    

95% CIb -0.15, 0.31 -0.64, -0.18    

Ls Meanc 0.04 -0.25 0.30 (-0.47, 1.07) 0.345  

SEc 0.208 0.214    

95% CIc -0.54, 0.62 -0.85, 0.34    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 3    

Mean -0.40 0.00    

SD 0.894 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.50 (-0.99, -0.02)     

Ls Meanb -0.43 -0.09 -0.34 (-0.68, -0.01) 0.045  

SEb 0.105 0.134    

95% CIb -0.64, -0.22 -0.35, 0.18    

Ls Meanc -0.43 -0.06 -0.36 (-1.10, 0.38) 0.244  

SEc 0.186 0.215    

95% CIc -0.94, 0.09 -0.66, 0.54    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.66, 0.48)     

Ls Meanb -0.46 -0.39 -0.06 (-0.45, 0.33) 0.754  

SEb 0.120 0.159    

95% CIb -0.69, -0.22 -0.71, -0.08    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.17 (-0.73, 0.40)     

Ls Meanb -0.51 -0.39 -0.11 (-0.50, 0.27) 0.562  

SEb 0.115 0.158    

95% CIb -0.73, -0.28 -0.70, -0.08    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.24 (-0.65, 0.16)     

Ls Meanb -0.10 -0.03 -0.07 (-0.23, 0.08) 0.282  

 

  Baseline Actual n 6 5    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

  Day 3 Actual n 6 4    

Mean 0.67 0.00    

SD 1.211 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 4 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.82 (-0.09, 1.73)     

Ls Meanb 0.15 -0.10 0.25 (-0.03, 0.53) 0.080  

SEb 0.097 0.106    

95% CIb -0.04, 0.34 -0.31, 0.11    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 3    

Mean -0.20 0.00    

SD 0.447 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-1.00, 0.92)     

Ls Meanb -0.12 -0.10 -0.01 (-0.31, 0.28) 0.930  

SEb 0.094 0.118    

95% CIb -0.30, 0.07 -0.34, 0.13    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.25 0.50    

SD 0.500 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.17 (-2.25, -0.08)     

Ls Meanb -0.12 0.24 -0.36 (-0.69, -0.02) 0.037  

SEb 0.109 0.131    

95% CIb -0.33, 0.10 -0.02, 0.50    

Ls Meanc 0.33 0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.33, 0.33 0.33, 0.33    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.25 0.00    

SD 0.500 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.35 (-1.37, 0.66)     

Ls Meanb -0.21 -0.10 -0.11 (-0.42, 0.20) 0.498  

SEb 0.097 0.126    

95% CIb -0.40, -0.02 -0.35, 0.15    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.13 (-0.51, 0.26)     

Ls Meanb -0.48 -0.36 -0.12 (-0.58, 0.34) 0.545  

 

  Baseline Actual n 6 5    

Mean 1.50 1.20    

SD 1.225 0.447    

Min 0.00 1.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 1.33 1.25    

SD 1.033 0.500    

Min 0.00 1.00    

Median 2.00 1.00    

Max 2.00 2.00    

 

   Change n 4 4    

Mean -0.75 0.00    

SD 0.957 0.816    

Min -2.00 -1.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.23 (-1.15, 0.70)     

Ls Meanb -0.30 -0.09 -0.22 (-1.11, 0.68) 0.631  

SEb 0.312 0.334    

95% CIb -0.92, 0.31 -0.75, 0.57    

Ls Meanc -0.28 -0.41 0.13 (-2.86, 3.11) 0.913  

SEc 0.710 0.624    

95% CIc -2.25, 1.69 -2.14, 1.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 1.17 1.33    

SD 0.983 0.577    

Min 0.00 1.00    

Median 1.50 1.00    

Max 2.00 2.00    

 

   Change n 5 3    

Mean -0.40 0.00    

SD 0.548 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.21 (-1.18, 0.76)     

Ls Meanb -0.17 0.03 -0.20 (-1.14, 0.74) 0.678  

SEb 0.301 0.374    

95% CIb -0.76, 0.43 -0.71, 0.77    

Ls Meanc -0.45 -0.11 -0.34 (-1.26, 0.59) 0.366  

SEc 0.229 0.257    

95% CIc -1.08, 0.19 -0.82, 0.60    

 

  Day 15 Actual n 6 2    

Mean 1.00 0.50    

SD 1.095 0.707    

Min 0.00 0.00    

Median 1.00 0.50    

Max 2.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.50 -1.00    

SD 1.000 1.414    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.60 (-0.49, 1.70)     

Ls Meanb -0.41 -0.99 0.58 (-0.48, 1.64) 0.282  

SEb 0.346 0.419    

95% CIb -1.10, 0.27 -1.82, -0.16    

Ls Meanc 0.33 -1.00 1.33 (-4.40, 7.07) 0.423  

SEc 1.054 0.816    

95% CIc -4.20, 4.87 -4.51, 2.51    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.50    

SD 0.516 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 4 2    

Mean -0.75 -1.00    

SD 0.957 1.414    

Min -2.00 -2.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-1.21, 0.85)     

Ls Meanb -0.88 -0.71 -0.17 (-1.17, 0.82) 0.732  

SEb 0.310 0.403    

95% CIb -1.50, -0.27 -1.51, 0.09    

Ls Meanc -0.73 -0.77 0.04 (-3.00, 3.08) 0.963  

SEc 0.428 0.510    

95% CIc -2.57, 1.11 -2.96, 1.43    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.78 (-1.66, 0.10)     

Ls Meanb -0.31 0.13 -0.44 (-1.05, 0.18) 0.132  

 

  Baseline Actual n 6 5    

Mean 0.00 0.80    

SD 0.000 0.837    

Min 0.00 0.00    

Median 0.00 1.00    

Max 0.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 0.17 0.50    

SD 0.408 0.577    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 4 4    

Mean 0.25 -0.25    

SD 0.500 0.500    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-1.48, 1.41)     

Ls Meanb -0.04 -0.02 -0.02 (-0.83, 0.79) 0.961  

SEb 0.247 0.323    

95% CIb -0.53, 0.45 -0.66, 0.62    

Ls Meanc 0.04 -0.27 0.32 (-0.76, 1.40) 0.461  

SEc 0.237 0.300    

95% CIc -0.62, 0.70 -1.11, 0.56    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.17 0.33    

SD 0.408 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 5 3    

Mean 0.20 -0.33    

SD 0.447 1.528    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.38 (-1.09, 1.84)     

Ls Meanb -0.12 -0.33 0.21 (-0.61, 1.03) 0.613  

SEb 0.248 0.337    

95% CIb -0.61, 0.37 -1.00, 0.33    

Ls Meanc -0.16 0.09 -0.25 (-1.59, 1.09) 0.633  

SEc 0.286 0.424    

95% CIc -0.95, 0.64 -1.08, 1.27    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean 0.00 -0.50    

SD 0.000 0.707    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-1.42 (-2.97, 0.13)     

Ls Meanb -0.43 0.36 -0.79 (-1.66, 0.08) 0.075  

SEb 0.290 0.357    

95% CIb -1.00, 0.14 -0.35, 1.07    

Ls Meanc NE NE 0.00 (NE, NE) NE  

SEc NE NE    

95% CIc NE, NE NE, NE    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean 0.00 -1.00    

SD 0.000 1.414    

Min 0.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.23 (-1.75, 1.29)     

Ls Meanb -0.40 -0.27 -0.13 (-0.98, 0.73) 0.768  

SEb 0.247 0.347    

95% CIb -0.89, 0.09 -0.96, 0.42    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.20 (-0.51, 0.11)     

Ls Meanb -0.15 -0.02 -0.13 (-0.39, 0.13) 0.254  

 

  Baseline Actual n 6 5    

Mean 0.17 0.60    

SD 0.408 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 0.17 0.25    

SD 0.408 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 4 4    

Mean 0.00 -0.50    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.79, 0.49)     

Ls Meanb -0.25 -0.15 -0.10 (-0.54, 0.34) 0.650  

SEb 0.145 0.164    

95% CIb -0.54, 0.03 -0.48, 0.17    

Ls Meanc -0.19 -0.21 0.02 (-0.46, 0.51) 0.895  

SEc 0.106 0.134    

95% CIc -0.48, 0.11 -0.59, 0.16    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 74 of 1392 

Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 3    

Mean 0.00 -0.67    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.70, 0.67)     

Ls Meanb -0.20 -0.19 -0.01 (-0.47, 0.45) 0.968  

SEb 0.138 0.187    

95% CIb -0.47, 0.07 -0.56, 0.18    

Ls Meanc -0.17 -0.27 0.10 (-0.45, 0.66) 0.634  

SEc 0.099 0.163    

95% CIc -0.44, 0.11 -0.72, 0.18    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean 0.00 -1.00    

SD 0.000 0.000    

Min 0.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

0.11 (-0.65, 0.86)     

Ls Meanb -0.11 -0.18 0.07 (-0.44, 0.58) 0.781  

SEb 0.159 0.211    

95% CIb -0.42, 0.21 -0.60, 0.24    

Ls Meanc 0.00 NE NE (NE, NE) NE  

SEc 0.000 NE    

95% CIc 0.00, 0.00 NE, NE    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 4 2    

Mean -0.25 -1.00    

SD 0.500 0.000    

Min -1.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

-0.41 (-1.13, 0.31)     

Ls Meanb -0.29 -0.02 -0.27 (-0.76, 0.21) 0.269  

SEb 0.144 0.202    

95% CIb -0.58, -0.01 -0.42, 0.38    

Ls Meanc NE NE NE (NE, NE) NE  

SEc NE NE    

95% CIc NE, NE NE, NE    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.24, 0.24)     

Ls Meanb 0.01 0.01 0.00 (-0.09, 0.09) 0.997  

 

  Baseline Actual n 6 5    

Mean 0.00 0.20    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 4 4    

Mean 0.25 0.00    

SD 0.500 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.85 (0.11, 1.60)     

Ls Meanb 0.25 -0.01 0.25 (0.03, 0.48) 0.026  

SEb 0.080 0.082    

95% CIb 0.09, 0.40 -0.17, 0.15    

Ls Meanc 0.21 -0.04 0.25 (-0.43, 0.93) 0.391  

SEc 0.203 0.203    

95% CIc -0.31, 0.73 -0.56, 0.48    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.74, 0.81)     

Ls Meanb -0.01 -0.02 0.01 (-0.22, 0.24) 0.935  

SEb 0.074 0.094    

95% CIb -0.16, 0.13 -0.21, 0.16    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.95, 0.86)     

Ls Meanb -0.02 -0.01 -0.01 (-0.28, 0.26) 0.922  

SEb 0.084 0.109    

95% CIb -0.19, 0.15 -0.22, 0.21    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-1.05, 0.70)     

Ls Meanb -0.06 -0.01 -0.05 (-0.32, 0.21) 0.693  

SEb 0.080 0.108    

95% CIb -0.22, 0.10 -0.22, 0.21    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.01 (-0.20, 0.23)     

Ls Meanb -0.51 -0.52 0.01 (-0.25, 0.28) 0.909  

 

  Baseline Actual n 6 5    

Mean 1.33 0.60    

SD 1.211 0.548    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.67 0.50    

SD 0.816 0.577    

Min 0.00 0.00    

Median 0.50 0.50    

Max 2.00 1.00    

 

   Change n 4 4    

Mean -0.75 0.00    

SD 1.500 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.45, 0.73)     

Ls Meanb -0.04 -0.18 0.14 (-0.44, 0.72) 0.637  

SEb 0.209 0.209    

95% CIb -0.45, 0.37 -0.59, 0.23    

Ls Meanc -0.75 -0.45 -0.30 (-2.34, 1.74) 0.704  

SEc 0.581 0.450    

95% CIc -2.36, 0.86 -1.70, 0.80    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 3    

Mean -1.20 -0.33    

SD 1.304 0.577    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.38 (-0.99, 0.24)     

Ls Meanb -0.72 -0.35 -0.37 (-0.97, 0.24) 0.231  

SEb 0.195 0.238    

95% CIb -1.10, -0.33 -0.82, 0.12    

Ls Meanc -0.77 -0.60 -0.17 (-0.76, 0.42) 0.477  

SEc 0.155 0.155    

95% CIc -1.20, -0.34 -1.03, -0.17    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 81 of 1392 

Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 -0.50    

SD 0.957 0.707    

Min -2.00 -1.00    

Median -0.50 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.58, 0.81)     

Ls Meanb -0.61 -0.72 0.11 (-0.57, 0.79) 0.751  

SEb 0.219 0.272    

95% CIb -1.05, -0.18 -1.26, -0.19    

Ls Meanc -0.67 -0.67 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.67, -0.67 -0.67, -0.67    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 4 2    

Mean -0.75 0.00    

SD 0.957 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.39 (-1.06, 0.28)     

Ls Meanb -0.67 -0.29 -0.38 (-1.04, 0.28) 0.255  

SEb 0.203 0.266    

95% CIb -1.07, -0.27 -0.81, 0.24    

Ls Meanc -0.46 -0.21 -0.25 (-1.95, 1.45) 0.592  

SEc 0.259 0.259    

95% CIc -1.57, 0.65 -1.32, 0.90    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.25 (-0.63, 0.12)     

Ls Meanb -0.38 -0.13 -0.26 (-0.73, 0.22) 0.236  

 

  Baseline Actual n 6 5    

Mean 1.00 0.60    

SD 1.265 0.548    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.67 0.75    

SD 0.816 0.500    

Min 0.00 0.00    

Median 0.50 1.00    

Max 2.00 1.00    

 

   Change n 4 4    

Mean -0.75 0.25    

SD 1.500 0.500    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.93, 0.63)     

Ls Meanb -0.04 0.12 -0.15 (-0.95, 0.64) 0.706  

SEb 0.279 0.298    

95% CIb -0.59, 0.51 -0.47, 0.70    

Ls Meanc -0.75 -0.25 -0.50 (-2.46, 1.46) 0.519  

SEc 0.559 0.433    

95% CIc -2.30, 0.80 -1.45, 0.95    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.17 0.67    

SD 0.408 0.577    

Min 0.00 0.00    

Median 0.00 1.00    

Max 1.00 1.00    

 

   Change n 5 3    

Mean -1.00 0.00    

SD 1.414 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.68 (-1.50, 0.15)     

Ls Meanb -0.51 0.18 -0.68 (-1.52, 0.15) 0.109  

SEb 0.277 0.330    

95% CIb -1.06, 0.04 -0.48, 0.83    

Ls Meanc -0.81 -0.31 -0.50 (-1.86, 0.86) 0.365  

SEc 0.357 0.357    

95% CIc -1.80, 0.18 -1.30, 0.68    

 

  Day 15 Actual n 6 2    

Mean 0.17 0.50    

SD 0.408 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.75 0.00    

SD 0.957 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.36 (-1.28, 0.55)     

Ls Meanb -0.53 -0.16 -0.37 (-1.30, 0.57) 0.440  

SEb 0.315 0.365    

95% CIb -1.15, 0.09 -0.89, 0.56    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    

 

  Day 29 Actual n 6 2    

Mean 0.00 1.00    

SD 0.000 1.414    

Min 0.00 0.00    

Median 0.00 1.00    

Max 0.00 2.00    

 

   Change n 4 2    

Mean -0.25 0.50    

SD 0.500 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.93 (-1.78, -0.09)     

Ls Meanb -0.61 0.33 -0.94 (-1.80, -0.08) 0.033  

SEb 0.271 0.347    

95% CIb -1.15, -0.07 -0.36, 1.02    

Ls Meanc -0.11 0.56 -0.67 (-2.93, 1.60) 0.333  

SEc 0.317 0.418    

95% CIc -1.47, 1.25 -1.24, 2.35    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.11 (-0.22, 0.43)     

Ls Meanb -0.65 -0.74 0.09 (-0.26, 0.44) 0.545  

 

  Baseline Actual n 6 5    

Mean 0.50 0.60    

SD 0.837 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 6 4    

Mean 0.50 0.25    

SD 0.837 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 4 4    

Mean 0.00 -0.50    

SD 0.000 1.000    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.63 (-0.13, 1.39)     

Ls Meanb -0.14 -0.68 0.54 (-0.11, 1.20) 0.105  

SEb 0.229 0.247    

95% CIb -0.59, 0.32 -1.17, -0.19    

Ls Meanc -0.25 -0.67 0.42 (-0.54, 1.38) 0.292  

SEc 0.260 0.266    

95% CIc -0.97, 0.47 -1.41, 0.07    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.50 0.67    

SD 0.548 0.577    

Min 0.00 0.00    

Median 0.50 1.00    

Max 1.00 1.00    

 

   Change n 5 3    

Mean -0.20 -0.33    

SD 0.447 0.577    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.96, 0.64)     

Ls Meanb -0.48 -0.34 -0.14 (-0.83, 0.55) 0.692  

SEb 0.222 0.277    

95% CIb -0.92, -0.04 -0.88, 0.21    

Ls Meanc -0.33 -0.25 -0.07 (-0.65, 0.51) 0.749  

SEc 0.141 0.167    

95% CIc -0.72, 0.07 -0.72, 0.21    

 

  Day 15 Actual n 6 2    

Mean 0.33 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.25 -1.00    

SD 0.500 1.414    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.31 (-0.59, 1.20)     

Ls Meanb -0.57 -0.84 0.26 (-0.52, 1.05) 0.507  

SEb 0.258 0.310    

95% CIb -1.08, -0.06 -1.45, -0.22    

Ls Meanc -0.83 -0.92 0.09 (-1.47, 1.66) 0.826  

SEc 0.310 0.215    

95% CIc -2.17, 0.50 -1.85, 0.00    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 4 2    

Mean -0.50 -1.00    

SD 1.000 1.414    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.77, 0.92)     

Ls Meanb -0.78 -0.85 0.07 (-0.67, 0.80) 0.854  

SEb 0.229 0.297    

95% CIb -1.23, -0.33 -1.43, -0.26    

Ls Meanc -0.63 -0.84 0.21 (-2.04, 2.47) 0.724  

SEc 0.320 0.415    

95% CIc -2.01, 0.74 -2.63, 0.94    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.05 (-0.41, 0.31)     

Ls Meanb -0.27 -0.24 -0.03 (-0.34, 0.27) 0.790  

 

  Baseline Actual n 6 5    

Mean 0.33 0.20    

SD 0.816 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.83 0.25    

SD 1.329 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 4 4    

Mean 0.00 0.00    

SD 0.000 0.816    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.38 (-0.45, 1.21)     

Ls Meanb 0.17 -0.09 0.26 (-0.31, 0.82) 0.376  

SEb 0.198 0.215    

95% CIb -0.22, 0.56 -0.51, 0.34    

Ls Meanc 0.17 0.13 0.04 (-1.08, 1.16) 0.931  

SEc 0.303 0.312    

95% CIc -0.67, 1.01 -0.74, 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 5 3    

Mean 0.00 -0.33    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.48 (-0.40, 1.35)     

Ls Meanb 0.04 -0.28 0.32 (-0.28, 0.92) 0.288  

SEb 0.193 0.240    

95% CIb -0.34, 0.42 -0.75, 0.19    

Ls Meanc 0.05 -0.31 0.36 (-0.38, 1.10) 0.244  

SEc 0.186 0.215    

95% CIc -0.47, 0.57 -0.91, 0.28    

 

  Day 15 Actual n 6 2    

Mean 0.17 0.50    

SD 0.408 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.50 0.50    

SD 1.000 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.53 (-1.52, 0.46)     

Ls Meanb -0.38 -0.02 -0.36 (-1.04, 0.32) 0.293  

SEb 0.223 0.267    

95% CIb -0.82, 0.06 -0.55, 0.50    

Ls Meanc 0.17 0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.17, 0.17 0.17, 0.17    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-1.02, 0.83)     

Ls Meanb -0.54 -0.48 -0.06 (-0.69, 0.57) 0.845  

SEb 0.197 0.256    

95% CIb -0.93, -0.15 -0.98, 0.03    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.24 (-0.49, 0.01)     

Ls Meanb -0.40 -0.23 -0.16 (-0.37, 0.05) 0.106  

 

  Baseline Actual n 6 5    

Mean 0.33 0.20    

SD 0.816 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 6 4    

Mean 0.17 0.25    

SD 0.408 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 4 4    

Mean -0.25 0.00    

SD 0.500 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.70, 0.63)     

Ls Meanb -0.17 -0.15 -0.02 (-0.48, 0.43) 0.915  

SEb 0.160 0.169    

95% CIb -0.49, 0.14 -0.48, 0.19    

Ls Meanc -0.21 -0.06 -0.15 (-0.53, 0.24) 0.345  

SEc 0.104 0.107    

95% CIc -0.50, 0.08 -0.36, 0.24    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 6 3    

Mean 0.33 0.33    

SD 0.816 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 5 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.62, 0.78)     

Ls Meanb -0.05 -0.10 0.05 (-0.42, 0.53) 0.827  

SEb 0.152 0.192    

95% CIb -0.35, 0.26 -0.48, 0.28    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.59 (-1.39, 0.21)     

Ls Meanb -0.51 -0.11 -0.40 (-0.95, 0.15) 0.150  

SEb 0.175 0.217    

95% CIb -0.86, -0.17 -0.54, 0.32    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean -0.50 0.00    

SD 1.000 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.30 (-1.06, 0.46)     

Ls Meanb -0.50 -0.29 -0.21 (-0.73, 0.32) 0.438  

SEb 0.160 0.212    

95% CIb -0.81, -0.18 -0.71, 0.13    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Baseline Actual n 6 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

  Day 3 Actual n 6 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 4    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb NE NE NE (NE, NE) NE  

SEb NE NE    

95% CIb NE, NE NE, NE    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 6 Actual n 6 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 5 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb NE NE NE (NE, NE) NE  

SEb NE NE    

95% CIb NE, NE NE, NE    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 15 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb NE NE NE (NE, NE) NE  

SEb NE NE    

95% CIb NE, NE NE, NE    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.3 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 4 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb NE NE NE (NE, NE) NE  

SEb NE NE    

95% CIb NE, NE NE, NE    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Female Body Aches Overall  Effect Size (95% 

CI)a 

0.00 (-0.06, 0.05)     

Ls Meanb -0.81 -0.81 0.00 (-0.06, 0.06) 0.933  

 

  Baseline Actual n 169 169  0.001d  

Mean 1.18 1.05    

SD 1.043 1.022    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.70 0.72    

SD 0.934 0.913    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 147 153    

Mean -0.52 -0.30    

SD 1.113 1.014    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.27, 0.01)     

Ls Meanb -0.49 -0.36 -0.13 (-0.28, 0.01) 0.070  

SEb 0.055 0.055    

95% CIb -0.60, -0.39 -0.47, -0.25    

Ls Meanc -0.58 -0.42 -0.16 (-0.35, 0.03) 0.098  

SEc 0.086 0.086    

95% CIc -0.75, -0.41 -0.59, -0.25    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.51 0.45    

SD 0.811 0.826    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.70 -0.57    

SD 1.061 1.058    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.68 -0.65 -0.03 (-0.18, 0.12) 0.698  

SEb 0.056 0.057    

95% CIb -0.79, -0.57 -0.76, -0.54    

Ls Meanc -0.75 -0.72 -0.02 (-0.20, 0.16) 0.791  

SEc 0.078 0.080    

95% CIc -0.90, -0.59 -0.88, -0.57    

 

  Day 15 Actual n 162 149    

Mean 0.23 0.17    

SD 0.574 0.503    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.87 -0.84    

SD 1.110 0.939    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.19)     

Ls Meanb -0.91 -0.96 0.04 (-0.12, 0.20) 0.606  

SEb 0.059 0.059    

95% CIb -1.03, -0.80 -1.07, -0.84    

Ls Meanc -0.87 -0.90 0.04 (-0.09, 0.16) 0.585  

SEc 0.056 0.057    

95% CIc -0.98, -0.75 -1.01, -0.79    

 

  Day 29 Actual n 140 130    

Mean 0.19 0.17    

SD 0.544 0.515    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 112 107    

Mean -1.02 -0.92    

SD 1.123 1.047    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.15)     

Ls Meanb -0.94 -0.94 -0.01 (-0.16, 0.15) 0.945  

SEb 0.059 0.060    

95% CIb -1.06, -0.83 -1.05, -0.82    

Ls Meanc -1.00 -1.00 0.00 (-0.13, 0.13) 0.990  

SEc 0.059 0.060    

95% CIc -1.11, -0.88 -1.12, -0.88    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.00)     

Ls Meanb -0.70 -0.68 -0.03 (-0.06, 0.00) 0.071  

 

  Baseline Actual n 169 169  0.214d  

Mean 0.89 0.69    

SD 0.985 0.888    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 191 185    

Mean 0.36 0.34    

SD 0.710 0.656    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 146 153    

Mean -0.51 -0.33    

SD 0.963 0.795    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.40 -0.45 0.05 (-0.05, 0.14) 0.321  

SEb 0.035 0.034    

95% CIb -0.47, -0.33 -0.52, -0.38    

Ls Meanc -0.47 -0.44 -0.02 (-0.17, 0.12) 0.764  

SEc 0.066 0.066    

95% CIc -0.60, -0.34 -0.57, -0.32    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.12 0.22    

SD 0.420 0.567    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.78 -0.44    

SD 0.986 0.922    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.24, -0.03)     

Ls Meanb -0.68 -0.56 -0.12 (-0.22, -0.03) 0.011  

SEb 0.035 0.036    

95% CIb -0.75, -0.61 -0.63, -0.49    

Ls Meanc -0.73 -0.59 -0.14 (-0.26, -0.02) 0.020  

SEc 0.051 0.052    

95% CIc -0.83, -0.63 -0.70, -0.49    

 

  Day 15 Actual n 162 149    

Mean 0.03 0.05    

SD 0.173 0.324    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.81 -0.58    

SD 0.986 0.870    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.08)     

Ls Meanb -0.75 -0.73 -0.02 (-0.13, 0.08) 0.641  

SEb 0.038 0.038    

95% CIb -0.82, -0.68 -0.80, -0.65    

Ls Meanc -0.72 -0.69 -0.03 (-0.10, 0.04) 0.401  

SEc 0.031 0.031    

95% CIc -0.78, -0.66 -0.75, -0.63    

 

  Day 29 Actual n 140 130    

Mean 0.02 0.05    

SD 0.188 0.245    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 107    

Mean -0.95 -0.61    

SD 1.038 0.898    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.79 -0.76 -0.03 (-0.13, 0.08) 0.610  

SEb 0.038 0.039    

95% CIb -0.87, -0.72 -0.84, -0.69    

Ls Meanc -0.81 -0.78 -0.03 (-0.09, 0.03) 0.342  

SEc 0.026 0.027    

95% CIc -0.86, -0.76 -0.83, -0.73    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.06 (0.00, 0.11)     

Ls Meanb -0.53 -0.58 0.05 (0.00, 0.09) 0.036  

 

  Baseline Actual n 169 169  0.086d  

Mean 0.82 0.75    

SD 0.868 0.817    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.60 0.50    

SD 0.752 0.738    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.21 -0.30    

SD 0.862 0.779    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.17 (0.04, 0.31)     

Ls Meanb -0.21 -0.35 0.15 (0.03, 0.26) 0.012  

SEb 0.043 0.043    

95% CIb -0.29, -0.12 -0.44, -0.27    

Ls Meanc -0.28 -0.41 0.13 (-0.01, 0.27) 0.074  

SEc 0.065 0.064    

95% CIc -0.40, -0.15 -0.53, -0.28    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.47 0.37    

SD 0.698 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 141 134    

Mean -0.30 -0.41    

SD 0.932 0.806    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.02, 0.30)     

Ls Meanb -0.33 -0.46 0.13 (0.02, 0.25) 0.026  

SEb 0.044 0.045    

95% CIb -0.41, -0.24 -0.55, -0.37    

Ls Meanc -0.32 -0.49 0.17 (0.02, 0.32) 0.023  

SEc 0.063 0.065    

95% CIc -0.45, -0.20 -0.62, -0.36    

 

  Day 15 Actual n 162 149    

Mean 0.19 0.14    

SD 0.480 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.55 -0.57    

SD 0.795 0.813    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.24)     

Ls Meanb -0.57 -0.65 0.07 (-0.05, 0.20) 0.240  

SEb 0.046 0.047    

95% CIb -0.66, -0.48 -0.74, -0.56    

Ls Meanc -0.57 -0.62 0.05 (-0.05, 0.16) 0.310  

SEc 0.045 0.046    

95% CIc -0.66, -0.48 -0.71, -0.53    

 

  Day 29 Actual n 140 130    

Mean 0.06 0.11    

SD 0.274 0.399    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 107    

Mean -0.67 -0.63    

SD 0.884 0.830    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.69 -0.71 0.02 (-0.11, 0.14) 0.776  

SEb 0.047 0.047    

95% CIb -0.78, -0.60 -0.80, -0.61    

Ls Meanc -0.64 -0.62 -0.02 (-0.10, 0.07) 0.712  

SEc 0.037 0.037    

95% CIc -0.71, -0.57 -0.70, -0.55    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.07)     

Ls Meanb -0.65 -0.64 -0.01 (-0.08, 0.06) 0.734  

 

  Baseline Actual n 169 169  0.006d  

Mean 1.24 1.06    

SD 0.835 0.777    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 1.06 1.02    

SD 0.823 0.834    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.20 -0.05    

SD 0.764 0.841    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.21, 0.16)     

Ls Meanb -0.17 -0.16 -0.02 (-0.17, 0.13) 0.808  

SEb 0.056 0.057    

95% CIb -0.28, -0.06 -0.27, -0.04    

Ls Meanc -0.28 -0.21 -0.07 (-0.23, 0.09) 0.405  

SEc 0.072 0.072    

95% CIc -0.42, -0.13 -0.35, -0.07    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.90 0.81    

SD 0.864 0.766    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.34 -0.21    

SD 0.885 0.776    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.24, 0.13)     

Ls Meanb -0.32 -0.28 -0.04 (-0.20, 0.11) 0.570  

SEb 0.057 0.058    

95% CIb -0.44, -0.21 -0.39, -0.17    

Ls Meanc -0.37 -0.34 -0.03 (-0.20, 0.15) 0.766  

SEc 0.074 0.077    

95% CIc -0.51, -0.22 -0.49, -0.19    

 

  Day 15 Actual n 162 149    

Mean 0.44 0.39    

SD 0.696 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.73 -0.67    

SD 0.966 0.847    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.19, 0.20)     

Ls Meanb -0.77 -0.78 0.01 (-0.15, 0.17) 0.939  

SEb 0.060 0.061    

95% CIb -0.89, -0.65 -0.90, -0.66    

Ls Meanc -0.72 -0.71 0.00 (-0.16, 0.15) 0.977  

SEc 0.069 0.070    

95% CIc -0.85, -0.58 -0.85, -0.58    

 

  Day 29 Actual n 140 130    

Mean 0.29 0.19    

SD 0.594 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 107    

Mean -0.90 -0.88    

SD 0.958 0.844    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.06, 0.33)     

Ls Meanb -0.87 -0.98 0.11 (-0.05, 0.27) 0.178  

SEb 0.060 0.061    

95% CIb -0.99, -0.76 -1.10, -0.86    

Ls Meanc -0.86 -0.98 0.12 (-0.02, 0.27) 0.084  

SEc 0.062 0.063    

95% CIc -0.98, -0.73 -1.11, -0.86    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.31 -0.32 0.01 (-0.02, 0.03) 0.544  

 

  Baseline Actual n 169 169  0.149d  

Mean 0.41 0.40    

SD 0.736 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 191 185    

Mean 0.25 0.29    

SD 0.580 0.660    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 146 153    

Mean -0.15 -0.12    

SD 0.746 0.802    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.10)     

Ls Meanb -0.15 -0.14 -0.01 (-0.09, 0.07) 0.824  

SEb 0.031 0.030    

95% CIb -0.21, -0.09 -0.20, -0.08    

Ls Meanc -0.22 -0.19 -0.03 (-0.15, 0.10) 0.684  

SEc 0.057 0.057    

95% CIc -0.33, -0.10 -0.30, -0.08    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.21 0.16    

SD 0.517 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.20 -0.25    

SD 0.795 0.709    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.02, 0.26)     

Ls Meanb -0.19 -0.29 0.10 (0.02, 0.19) 0.019  

SEb 0.031 0.032    

95% CIb -0.25, -0.13 -0.36, -0.23    

Ls Meanc -0.24 -0.32 0.08 (-0.02, 0.19) 0.127  

SEc 0.047 0.048    

95% CIc -0.33, -0.14 -0.42, -0.22    

 

  Day 15 Actual n 162 149    

Mean 0.07 0.06    

SD 0.306 0.290    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.27 -0.27    

SD 0.742 0.705    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.12)     

Ls Meanb -0.34 -0.33 0.00 (-0.09, 0.09) 0.971  

SEb 0.033 0.033    

95% CIb -0.40, -0.27 -0.40, -0.27    

Ls Meanc -0.30 -0.31 0.01 (-0.07, 0.09) 0.790  

SEc 0.033 0.034    

95% CIc -0.37, -0.24 -0.38, -0.25    

 

  Day 29 Actual n 140 130    

Mean 0.01 0.01    

SD 0.169 0.088    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 112 107    

Mean -0.36 -0.39    

SD 0.683 0.697    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.12)     

Ls Meanb -0.39 -0.38 0.00 (-0.10, 0.09) 0.932  

SEb 0.034 0.035    

95% CIb -0.46, -0.32 -0.45, -0.32    

Ls Meanc -0.37 -0.39 0.02 (-0.02, 0.05) 0.359  

SEc 0.016 0.016    

95% CIc -0.40, -0.34 -0.42, -0.35    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.04, 0.10)     

Ls Meanb -0.16 -0.18 0.02 (-0.03, 0.07) 0.378  

 

  Baseline Actual n 169 169  0.001d  

Mean 0.39 0.32    

SD 0.795 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.35 0.30    

SD 0.685 0.686    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 147 153    

Mean -0.01 -0.01    

SD 0.736 0.774    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.10, 0.21)     

Ls Meanb -0.04 -0.08 0.04 (-0.07, 0.16) 0.491  

SEb 0.044 0.044    

95% CIb -0.13, 0.04 -0.17, 0.00    

Ls Meanc -0.04 -0.08 0.04 (-0.10, 0.18) 0.590  

SEc 0.064 0.064    

95% CIc -0.17, 0.09 -0.20, 0.05    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.34 0.30    

SD 0.713 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.05 0.01    

SD 0.814 0.867    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.12)     

Ls Meanb -0.07 -0.04 -0.03 (-0.15, 0.09) 0.608  

SEb 0.044 0.045    

95% CIb -0.15, 0.02 -0.13, 0.05    

Ls Meanc -0.11 -0.10 -0.01 (-0.16, 0.15) 0.924  

SEc 0.067 0.069    

95% CIc -0.24, 0.02 -0.24, 0.03    

 

  Day 15 Actual n 162 149    

Mean 0.15 0.15    

SD 0.506 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.07 -0.19    

SD 0.655 0.708    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.27)     

Ls Meanb -0.16 -0.24 0.08 (-0.05, 0.20) 0.232  

SEb 0.047 0.047    

95% CIb -0.26, -0.07 -0.33, -0.15    

Ls Meanc -0.13 -0.21 0.08 (-0.04, 0.20) 0.173  

SEc 0.052 0.052    

95% CIc -0.24, -0.03 -0.32, -0.11    

 

  Day 29 Actual n 140 130    

Mean 0.08 0.05    

SD 0.361 0.245    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 107    

Mean -0.29 -0.24    

SD 0.853 0.656    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.10, 0.23)     

Ls Meanb -0.25 -0.30 0.05 (-0.08, 0.17) 0.452  

SEb 0.047 0.048    

95% CIb -0.34, -0.16 -0.39, -0.21    

Ls Meanc -0.27 -0.30 0.03 (-0.06, 0.11) 0.530  

SEc 0.038 0.039    

95% CIc -0.34, -0.19 -0.37, -0.22    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.03 (-0.04, 0.10)     

Ls Meanb -0.88 -0.91 0.03 (-0.04, 0.10) 0.427  

 

  Baseline Actual n 169 169  <.001d  

Mean 1.50 1.43    

SD 0.989 1.028    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 1.14 1.11    

SD 0.974 0.989    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.34 -0.23    

SD 0.856 0.935    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.13)     

Ls Meanb -0.44 -0.40 -0.03 (-0.20, 0.13) 0.691  

SEb 0.064 0.064    

95% CIb -0.56, -0.31 -0.53, -0.28    

Ls Meanc -0.42 -0.36 -0.06 (-0.24, 0.12) 0.495  

SEc 0.080 0.080    

95% CIc -0.58, -0.27 -0.52, -0.21    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.97 0.87    

SD 0.950 0.957    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.48 -0.49    

SD 0.983 0.971    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.08, 0.26)     

Ls Meanb -0.56 -0.65 0.09 (-0.08, 0.26) 0.306  

SEb 0.065 0.066    

95% CIb -0.69, -0.43 -0.78, -0.52    

Ls Meanc -0.58 -0.68 0.10 (-0.09, 0.29) 0.306  

SEc 0.083 0.085    

95% CIc -0.74, -0.42 -0.85, -0.51    

 

  Day 15 Actual n 162 149    

Mean 0.48 0.46    

SD 0.724 0.758    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.96 -0.92    

SD 1.012 1.001    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.20)     

Ls Meanb -1.05 -1.07 0.02 (-0.17, 0.20) 0.862  

SEb 0.068 0.069    

95% CIb -1.18, -0.92 -1.20, -0.93    

Ls Meanc -1.03 -1.05 0.02 (-0.15, 0.19) 0.826  

SEc 0.076 0.076    

95% CIc -1.18, -0.88 -1.20, -0.90    

 

  Day 29 Actual n 140 130    

Mean 0.34 0.31    

SD 0.630 0.595    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 107    

Mean -1.12 -1.12    

SD 1.038 1.043    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.07, 0.29)     

Ls Meanb -1.16 -1.27 0.11 (-0.07, 0.29) 0.243  

SEb 0.068 0.069    

95% CIb -1.30, -1.03 -1.41, -1.14    

Ls Meanc -1.20 -1.25 0.05 (-0.10, 0.20) 0.506  

SEc 0.067 0.068    

95% CIc -1.33, -1.06 -1.38, -1.11    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.84 -0.89 0.05 (0.00, 0.11) 0.060  

 

  Baseline Actual n 169 169  <.001d  

Mean 1.19 1.24    

SD 1.029 1.008    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 192 185    

Mean 0.67 0.60    

SD 0.820 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.48 -0.69    

SD 1.049 1.003    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.01, 0.28)     

Ls Meanb -0.54 -0.68 0.14 (-0.01, 0.28) 0.065  

SEb 0.055 0.055    

95% CIb -0.65, -0.44 -0.79, -0.57    

Ls Meanc -0.60 -0.74 0.14 (-0.03, 0.31) 0.096  

SEc 0.076 0.075    

95% CIc -0.75, -0.45 -0.89, -0.60    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.58 0.51    

SD 0.841 0.715    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.61 -0.74    

SD 1.100 1.040    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.24)     

Ls Meanb -0.64 -0.74 0.10 (-0.05, 0.25) 0.198  

SEb 0.056 0.057    

95% CIb -0.75, -0.53 -0.85, -0.63    

Ls Meanc -0.66 -0.78 0.12 (-0.05, 0.29) 0.164  

SEc 0.074 0.076    

95% CIc -0.80, -0.51 -0.93, -0.63    

 

  Day 15 Actual n 162 149    

Mean 0.28 0.28    

SD 0.654 0.602    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.85 -0.92    

SD 1.085 1.033    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.11, 0.21)     

Ls Meanb -0.92 -0.97 0.05 (-0.11, 0.21) 0.531  

SEb 0.059 0.059    

95% CIb -1.04, -0.81 -1.09, -0.86    

Ls Meanc -0.90 -0.90 0.00 (-0.15, 0.14) 0.990  

SEc 0.064 0.064    

95% CIc -1.03, -0.78 -1.03, -0.78    

 

  Day 29 Actual n 140 130    

Mean 0.14 0.22    

SD 0.425 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 112 107    

Mean -1.08 -1.08    

SD 1.108 0.953    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.11)     

Ls Meanb -1.09 -1.05 -0.05 (-0.21, 0.12) 0.583  

SEb 0.059 0.061    

95% CIb -1.21, -0.98 -1.17, -0.93    

Ls Meanc -1.16 -1.05 -0.11 (-0.24, 0.01) 0.078  

SEc 0.055 0.055    

95% CIc -1.27, -1.05 -1.15, -0.94    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.02)     

Ls Meanb -0.95 -0.92 -0.03 (-0.09, 0.03) 0.278  

 

  Baseline Actual n 169 169  0.354d  

Mean 1.24 1.22    

SD 1.009 1.034    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.65 0.69    

SD 0.880 0.919    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.62 -0.54    

SD 1.042 1.007    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.62 -0.54 -0.08 (-0.23, 0.06) 0.246  

SEb 0.053 0.053    

95% CIb -0.73, -0.52 -0.65, -0.44    

Ls Meanc -0.70 -0.60 -0.11 (-0.29, 0.08) 0.253  

SEc 0.083 0.083    

95% CIc -0.87, -0.54 -0.76, -0.43    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.47 0.48    

SD 0.797 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.79 -0.75    

SD 0.997 1.155    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -0.79 -0.77 -0.02 (-0.17, 0.13) 0.789  

SEb 0.054 0.055    

95% CIb -0.90, -0.69 -0.88, -0.67    

Ls Meanc -0.83 -0.79 -0.03 (-0.21, 0.15) 0.722  

SEc 0.079 0.081    

95% CIc -0.98, -0.67 -0.95, -0.64    

 

  Day 15 Actual n 162 149    

Mean 0.19 0.22    

SD 0.541 0.556    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -1.00 -0.99    

SD 1.049 1.016    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.13)     

Ls Meanb -1.06 -1.04 -0.02 (-0.18, 0.13) 0.772  

SEb 0.057 0.058    

95% CIb -1.17, -0.95 -1.15, -0.92    

Ls Meanc -1.03 -0.98 -0.05 (-0.17, 0.07) 0.424  

SEc 0.055 0.055    

95% CIc -1.14, -0.92 -1.09, -0.87    

 

  Day 29 Actual n 140 130    

Mean 0.14 0.20    

SD 0.458 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 107    

Mean -1.13 -1.03    

SD 1.070 1.111    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.27, 0.03)     

Ls Meanb -1.13 -1.01 -0.12 (-0.27, 0.03) 0.129  

SEb 0.057 0.058    

95% CIb -1.25, -1.02 -1.13, -0.90    

Ls Meanc -1.15 -1.05 -0.10 (-0.23, 0.02) 0.109  

SEc 0.056 0.056    

95% CIc -1.26, -1.04 -1.16, -0.94    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.41 -0.41 0.01 (-0.03, 0.04) 0.768  

 

  Baseline Actual n 169 169  0.004d  

Mean 0.51 0.54    

SD 0.795 0.794    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.35 0.30    

SD 0.730 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.12 -0.22    

SD 0.798 0.718    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.15 -0.23 0.08 (-0.02, 0.18) 0.100  

SEb 0.036 0.036    

95% CIb -0.22, -0.08 -0.30, -0.16    

Ls Meanc -0.18 -0.25 0.07 (-0.07, 0.21) 0.314  

SEc 0.065 0.064    

95% CIc -0.31, -0.05 -0.38, -0.13    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.22 0.29    

SD 0.534 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.25 -0.28    

SD 0.785 0.844    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.11)     

Ls Meanb -0.27 -0.26 -0.01 (-0.11, 0.09) 0.801  

SEb 0.037 0.038    

95% CIb -0.35, -0.20 -0.33, -0.19    

Ls Meanc -0.37 -0.36 -0.02 (-0.15, 0.12) 0.787  

SEc 0.058 0.060    

95% CIc -0.49, -0.26 -0.47, -0.24    

 

  Day 15 Actual n 162 149    

Mean 0.06 0.07    

SD 0.329 0.361    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.36 -0.52    

SD 0.717 0.784    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.20)     

Ls Meanb -0.44 -0.50 0.06 (-0.05, 0.16) 0.291  

SEb 0.039 0.039    

95% CIb -0.52, -0.36 -0.57, -0.42    

Ls Meanc -0.44 -0.49 0.05 (-0.03, 0.14) 0.237  

SEc 0.037 0.037    

95% CIc -0.51, -0.36 -0.56, -0.41    

 

  Day 29 Actual n 140 130    

Mean 0.01 0.05    

SD 0.119 0.313    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 112 107    

Mean -0.47 -0.50    

SD 0.816 0.805    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.08)     

Ls Meanb -0.53 -0.49 -0.04 (-0.15, 0.06) 0.434  

SEb 0.039 0.040    

95% CIb -0.61, -0.45 -0.57, -0.41    

Ls Meanc -0.52 -0.48 -0.04 (-0.11, 0.03) 0.238  

SEc 0.030 0.030    

95% CIc -0.58, -0.47 -0.54, -0.42    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.16)     

Ls Meanb -0.44 -0.52 0.09 (0.02, 0.16) 0.017  

 

  Baseline Actual n 169 169  <.001d  

Mean 0.77 0.72    

SD 1.024 0.970    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.69 0.63    

SD 0.947 0.913    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.03 -0.10    

SD 1.050 1.083    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.25)     

Ls Meanb -0.07 -0.17 0.10 (-0.05, 0.25) 0.196  

SEb 0.057 0.057    

95% CIb -0.18, 0.04 -0.28, -0.05    

Ls Meanc -0.15 -0.26 0.11 (-0.08, 0.30) 0.245  

SEc 0.086 0.085    

95% CIc -0.32, 0.02 -0.43, -0.09    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.54 0.52    

SD 0.896 0.856    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.18 -0.22    

SD 1.167 1.153    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.23)     

Ls Meanb -0.22 -0.29 0.08 (-0.07, 0.23) 0.317  

SEb 0.057 0.058    

95% CIb -0.33, -0.10 -0.41, -0.18    

Ls Meanc -0.25 -0.33 0.08 (-0.12, 0.28) 0.416  

SEc 0.086 0.088    

95% CIc -0.42, -0.08 -0.51, -0.16    

 

  Day 15 Actual n 162 149    

Mean 0.25 0.19    

SD 0.621 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.48 -0.52    

SD 1.096 1.130    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.23)     

Ls Meanb -0.51 -0.58 0.07 (-0.09, 0.23) 0.369  

SEb 0.060 0.061    

95% CIb -0.63, -0.39 -0.70, -0.46    

Ls Meanc -0.49 -0.61 0.11 (-0.03, 0.26) 0.131  

SEc 0.066 0.066    

95% CIc -0.62, -0.36 -0.74, -0.48    

 

  Day 29 Actual n 140 130    

Mean 0.17 0.06    

SD 0.536 0.241    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 112 107    

Mean -0.64 -0.60    

SD 1.003 1.017    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.02, 0.29)     

Ls Meanb -0.60 -0.74 0.13 (-0.02, 0.29) 0.098  

SEb 0.060 0.061    

95% CIb -0.72, -0.49 -0.85, -0.62    

Ls Meanc -0.60 -0.69 0.09 (-0.02, 0.19) 0.107  

SEc 0.046 0.046    

95% CIc -0.69, -0.51 -0.78, -0.59    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.09 (0.01, 0.16)     

Ls Meanb -0.37 -0.45 0.08 (0.01, 0.15) 0.021  

 

  Baseline Actual n 169 169  <.001d  

Mean 0.70 0.62    

SD 0.999 0.880    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.57 0.50    

SD 0.895 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.07 -0.12    

SD 0.919 0.982    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.15 (0.00, 0.30)     

Ls Meanb -0.04 -0.18 0.14 (0.00, 0.28) 0.044  

SEb 0.053 0.053    

95% CIb -0.14, 0.07 -0.28, -0.07    

Ls Meanc -0.12 -0.23 0.11 (-0.06, 0.29) 0.207  

SEc 0.080 0.079    

95% CIc -0.28, 0.04 -0.39, -0.08    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.52 0.44    

SD 0.878 0.794    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.16 -0.17    

SD 1.100 1.059    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.17 (0.02, 0.32)     

Ls Meanb -0.11 -0.27 0.16 (0.01, 0.30) 0.031  

SEb 0.054 0.055    

95% CIb -0.22, 0.00 -0.37, -0.16    

Ls Meanc -0.19 -0.31 0.12 (-0.07, 0.31) 0.218  

SEc 0.082 0.084    

95% CIc -0.35, -0.03 -0.47, -0.14    

 

  Day 15 Actual n 162 149    

Mean 0.22 0.15    

SD 0.590 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.42 -0.43    

SD 1.078 0.971    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.24)     

Ls Meanb -0.42 -0.50 0.08 (-0.07, 0.23) 0.287  

SEb 0.056 0.057    

95% CIb -0.53, -0.31 -0.61, -0.39    

Ls Meanc -0.37 -0.51 0.13 (0.00, 0.27) 0.053  

SEc 0.060 0.060    

95% CIc -0.49, -0.25 -0.62, -0.39    

 

  Day 29 Actual n 140 130    

Mean 0.11 0.05    

SD 0.417 0.259    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 107    

Mean -0.59 -0.50    

SD 1.018 0.884    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.20)     

Ls Meanb -0.56 -0.60 0.04 (-0.11, 0.19) 0.574  

SEb 0.056 0.057    

95% CIb -0.67, -0.45 -0.71, -0.49    

Ls Meanc -0.52 -0.58 0.06 (-0.04, 0.15) 0.225  

SEc 0.042 0.043    

95% CIc -0.61, -0.44 -0.67, -0.50    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.47 -0.49 0.01 (-0.02, 0.05) 0.473  

 

  Baseline Actual n 168 169  0.601d  

Mean 0.61 0.68    

SD 0.758 0.767    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.44 0.38    

SD 0.691 0.598    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 146 153    

Mean -0.16 -0.34    

SD 0.797 0.788    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.01, 0.25)     

Ls Meanb -0.22 -0.31 0.09 (-0.01, 0.19) 0.071  

SEb 0.037 0.037    

95% CIb -0.30, -0.15 -0.39, -0.24    

Ls Meanc -0.26 -0.36 0.10 (-0.04, 0.24) 0.145  

SEc 0.062 0.061    

95% CIc -0.38, -0.14 -0.48, -0.24    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 38 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.33 0.32    

SD 0.588 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 140 134    

Mean -0.26 -0.36    

SD 0.790 0.740    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.35 -0.38 0.03 (-0.07, 0.13) 0.563  

SEb 0.038 0.039    

95% CIb -0.42, -0.27 -0.45, -0.30    

Ls Meanc -0.32 -0.38 0.06 (-0.07, 0.19) 0.358  

SEc 0.057 0.059    

95% CIc -0.43, -0.21 -0.50, -0.27    

 

  Day 15 Actual n 162 149    

Mean 0.14 0.12    

SD 0.361 0.366    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 122    

Mean -0.42 -0.57    

SD 0.729 0.716    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.51 -0.55 0.05 (-0.06, 0.15) 0.400  

SEb 0.040 0.041    

95% CIb -0.58, -0.43 -0.63, -0.47    

Ls Meanc -0.53 -0.55 0.03 (-0.07, 0.12) 0.584  

SEc 0.040 0.040    

95% CIc -0.61, -0.45 -0.63, -0.47    

 

  Day 29 Actual n 140 130    

Mean 0.06 0.12    

SD 0.233 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 111 107    

Mean -0.43 -0.55    

SD 0.696 0.717    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.12)     

Ls Meanb -0.58 -0.56 -0.02 (-0.13, 0.09) 0.768  

SEb 0.041 0.041    

95% CIb -0.66, -0.50 -0.64, -0.48    

Ls Meanc -0.50 -0.47 -0.03 (-0.10, 0.05) 0.475  

SEc 0.033 0.033    

95% CIc -0.56, -0.43 -0.53, -0.40    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.05 (-0.01, 0.12)     

Ls Meanb -0.31 -0.35 0.04 (-0.01, 0.10) 0.109  

 

  Baseline Actual n 169 169  0.004d  

Mean 0.50 0.51    

SD 0.839 0.825    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.44 0.32    

SD 0.770 0.684    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.09 -0.15    

SD 0.784 0.801    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.22)     

Ls Meanb -0.13 -0.19 0.06 (-0.06, 0.19) 0.325  

SEb 0.047 0.047    

95% CIb -0.22, -0.04 -0.29, -0.10    

Ls Meanc -0.16 -0.22 0.06 (-0.08, 0.21) 0.396  

SEc 0.066 0.065    

95% CIc -0.29, -0.03 -0.35, -0.10    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.31 0.28    

SD 0.681 0.643    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 134    

Mean -0.17 -0.24    

SD 0.774 0.894    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.14, 0.17)     

Ls Meanb -0.23 -0.24 0.01 (-0.11, 0.14) 0.843  

SEb 0.048 0.048    

95% CIb -0.32, -0.13 -0.33, -0.14    

Ls Meanc -0.24 -0.29 0.05 (-0.10, 0.20) 0.517  

SEc 0.065 0.066    

95% CIc -0.37, -0.11 -0.42, -0.16    

 

  Day 15 Actual n 162 149    

Mean 0.14 0.11    

SD 0.497 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.23 -0.39    

SD 0.793 0.887    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.26)     

Ls Meanb -0.34 -0.43 0.08 (-0.05, 0.22) 0.216  

SEb 0.050 0.051    

95% CIb -0.44, -0.25 -0.53, -0.33    

Ls Meanc -0.33 -0.40 0.07 (-0.04, 0.18) 0.229  

SEc 0.051 0.050    

95% CIc -0.43, -0.23 -0.50, -0.30    

 

  Day 29 Actual n 140 130    

Mean 0.12 0.08    

SD 0.406 0.353    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 112 107    

Mean -0.31 -0.38    

SD 0.828 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.26)     

Ls Meanb -0.38 -0.46 0.08 (-0.05, 0.22) 0.226  

SEb 0.050 0.051    

95% CIb -0.47, -0.28 -0.56, -0.36    

Ls Meanc -0.36 -0.41 0.05 (-0.05, 0.15) 0.332  

SEc 0.046 0.046    

95% CIc -0.45, -0.27 -0.50, -0.32    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.55 -0.57 0.02 (-0.02, 0.06) 0.370  

 

  Baseline Actual n 168 169  <.001d  

Mean 0.70 0.67    

SD 0.832 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 192 185    

Mean 0.46 0.33    

SD 0.730 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 146 153    

Mean -0.16 -0.39    

SD 0.819 0.844    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.23 (0.10, 0.36)     

Ls Meanb -0.22 -0.41 0.19 (0.08, 0.30) 0.001  

SEb 0.041 0.041    

95% CIb -0.30, -0.14 -0.49, -0.33    

Ls Meanc -0.24 -0.42 0.18 (0.04, 0.33) 0.013  

SEc 0.066 0.065    

95% CIc -0.37, -0.11 -0.55, -0.29    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.31 0.19    

SD 0.681 0.466    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 140 134    

Mean -0.42 -0.53    

SD 0.832 0.882    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.23)     

Ls Meanb -0.46 -0.54 0.08 (-0.03, 0.19) 0.151  

SEb 0.042 0.042    

95% CIb -0.54, -0.38 -0.63, -0.46    

Ls Meanc -0.47 -0.56 0.10 (-0.03, 0.22) 0.123  

SEc 0.055 0.056    

95% CIc -0.57, -0.36 -0.68, -0.45    

 

  Day 15 Actual n 162 149    

Mean 0.11 0.11    

SD 0.402 0.370    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 45 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 122    

Mean -0.58 -0.61    

SD 0.816 0.858    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.11)     

Ls Meanb -0.65 -0.62 -0.03 (-0.15, 0.09) 0.616  

SEb 0.044 0.044    

95% CIb -0.74, -0.56 -0.71, -0.53    

Ls Meanc -0.63 -0.60 -0.02 (-0.11, 0.06) 0.592  

SEc 0.039 0.039    

95% CIc -0.71, -0.55 -0.68, -0.53    

 

  Day 29 Actual n 140 130    

Mean 0.06 0.13    

SD 0.299 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 111 107    

Mean -0.66 -0.56    

SD 0.889 0.767    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.67 -0.61 -0.07 (-0.19, 0.05) 0.268  

SEb 0.044 0.045    

95% CIb -0.76, -0.59 -0.69, -0.52    

Ls Meanc -0.68 -0.62 -0.06 (-0.15, 0.03) 0.214  

SEc 0.041 0.042    

95% CIc -0.76, -0.60 -0.71, -0.54    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.01)     

Ls Meanb -0.13 -0.12 -0.01 (-0.02, 0.01) 0.310  

 

  Baseline Actual n 169 169  0.499d  

Mean 0.18 0.11    

SD 0.549 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 192 185    

Mean 0.08 0.05    

SD 0.359 0.318    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 147 153    

Mean -0.07 -0.04    

SD 0.469 0.412    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.16)     

Ls Meanb -0.05 -0.08 0.03 (-0.01, 0.08) 0.167  

SEb 0.017 0.017    

95% CIb -0.08, -0.02 -0.12, -0.05    

Ls Meanc -0.07 -0.08 0.01 (-0.06, 0.08) 0.788  

SEc 0.034 0.033    

95% CIc -0.13, 0.00 -0.14, -0.01    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 178 163    

Mean 0.03 0.01    

SD 0.166 0.157    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 141 134    

Mean -0.12 -0.08    

SD 0.541 0.443    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.10 -0.12 0.01 (-0.03, 0.06) 0.585  

SEb 0.017 0.018    

95% CIb -0.14, -0.07 -0.15, -0.08    

Ls Meanc -0.10 -0.12 0.01 (-0.03, 0.05) 0.499  

SEc 0.018 0.018    

95% CIc -0.14, -0.07 -0.15, -0.08    

 

  Day 15 Actual n 162 149    

Mean 0.01 0.00    

SD 0.079 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 122    

Mean -0.17 -0.09    

SD 0.573 0.386    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.14 -0.14 0.00 (-0.05, 0.05) 1.000  

SEb 0.018 0.018    

95% CIb -0.18, -0.10 -0.18, -0.10    

Ls Meanc -0.13 -0.14 0.01 (-0.01, 0.02) 0.384  

SEc 0.007 0.007    

95% CIc -0.14, -0.12 -0.15, -0.12    

 

  Day 29 Actual n 140 130    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 112 107    

Mean -0.20 -0.10    

SD 0.598 0.411    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.08)     

Ls Meanb -0.16 -0.14 -0.01 (-0.06, 0.04) 0.638  

SEb 0.019 0.019    

95% CIb -0.19, -0.12 -0.18, -0.11    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Male Body Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.01)     

Ls Meanb -0.88 -0.83 -0.05 (-0.11, 0.01) 0.083  

 

  Baseline Actual n 140 156    

Mean 1.07 0.99    

SD 1.077 0.865    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.57 0.59    

SD 0.853 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.45 -0.39    

SD 0.960 0.907    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.51 -0.47 -0.04 (-0.18, 0.10) 0.571  

SEb 0.055 0.053    

95% CIb -0.62, -0.41 -0.58, -0.37    

Ls Meanc -0.50 -0.46 -0.04 (-0.22, 0.14) 0.670  

SEc 0.087 0.085    

95% CIc -0.67, -0.32 -0.63, -0.29    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 169    

Mean 0.32 0.40    

SD 0.702 0.765    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 121 122    

Mean -0.66 -0.61    

SD 1.084 0.975    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.26, 0.04)     

Ls Meanb -0.78 -0.67 -0.10 (-0.25, 0.04) 0.162  

SEb 0.056 0.055    

95% CIb -0.89, -0.67 -0.78, -0.56    

Ls Meanc -0.72 -0.65 -0.07 (-0.26, 0.11) 0.415  

SEc 0.088 0.086    

95% CIc -0.90, -0.55 -0.82, -0.48    

 

  Day 15 Actual n 143 151    

Mean 0.17 0.16    

SD 0.556 0.449    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.96 -0.85    

SD 1.146 0.945    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.16)     

Ls Meanb -0.96 -0.96 0.00 (-0.15, 0.15) 0.979  

SEb 0.058 0.058    

95% CIb -1.07, -0.84 -1.07, -0.84    

Ls Meanc -0.95 -0.98 0.03 (-0.12, 0.18) 0.684  

SEc 0.072 0.074    

95% CIc -1.09, -0.81 -1.13, -0.83    

 

  Day 29 Actual n 110 115    

Mean 0.06 0.09    

SD 0.311 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 88 96    

Mean -0.97 -0.94    

SD 1.066 0.927    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.23, 0.09)     

Ls Meanb -1.04 -0.97 -0.07 (-0.23, 0.09) 0.378  

SEb 0.061 0.058    

95% CIb -1.16, -0.92 -1.09, -0.86    

Ls Meanc -0.99 -0.96 -0.03 (-0.14, 0.07) 0.512  

SEc 0.051 0.051    

95% CIc -1.09, -0.89 -1.06, -0.86    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.69 -0.69 0.01 (-0.02, 0.03) 0.702  

 

  Baseline Actual n 140 156    

Mean 0.69 0.83    

SD 0.944 0.903    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.33 0.33    

SD 0.695 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 132 145    

Mean -0.33 -0.50    

SD 1.001 0.875    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.42 -0.46 0.05 (-0.04, 0.14) 0.319  

SEb 0.035 0.033    

95% CIb -0.48, -0.35 -0.53, -0.40    

Ls Meanc -0.44 -0.50 0.06 (-0.09, 0.21) 0.428  

SEc 0.075 0.073    

95% CIc -0.59, -0.29 -0.65, -0.36    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.10 0.20    

SD 0.407 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 121 123    

Mean -0.50 -0.63    

SD 0.877 0.960    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, 0.00)     

Ls Meanb -0.68 -0.59 -0.09 (-0.19, 0.00) 0.056  

SEb 0.036 0.035    

95% CIb -0.75, -0.62 -0.66, -0.52    

Ls Meanc -0.62 -0.55 -0.07 (-0.19, 0.04) 0.222  

SEc 0.057 0.055    

95% CIc -0.73, -0.51 -0.66, -0.44    

 

  Day 15 Actual n 143 151    

Mean 0.05 0.02    

SD 0.299 0.181    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.64 -0.81    

SD 0.996 0.929    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.75 -0.76 0.02 (-0.08, 0.12) 0.749  

SEb 0.037 0.037    

95% CIb -0.82, -0.68 -0.84, -0.69    

Ls Meanc -0.73 -0.74 0.01 (-0.05, 0.08) 0.694  

SEc 0.033 0.033    

95% CIc -0.79, -0.66 -0.81, -0.68    

 

  Day 29 Actual n 110 115    

Mean 0.03 0.00    

SD 0.212 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 88 96    

Mean -0.67 -0.86    

SD 0.991 0.925    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.20)     

Ls Meanb -0.72 -0.80 0.08 (-0.03, 0.18) 0.161  

SEb 0.040 0.039    

95% CIb -0.80, -0.64 -0.87, -0.72    

Ls Meanc -0.77 -0.80 0.03 (-0.02, 0.08) 0.211  

SEc 0.024 0.024    

95% CIc -0.81, -0.72 -0.84, -0.75    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.04)     

Ls Meanb -0.53 -0.52 -0.01 (-0.06, 0.03) 0.569  

 

  Baseline Actual n 140 156    

Mean 0.70 0.71    

SD 0.871 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.47 0.51    

SD 0.746 0.754    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.18 -0.21    

SD 0.809 0.801    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.25 -0.25 0.00 (-0.12, 0.12) 0.983  

SEb 0.047 0.045    

95% CIb -0.34, -0.16 -0.34, -0.16    

Ls Meanc -0.18 -0.19 0.01 (-0.15, 0.16) 0.938  

SEc 0.077 0.075    

95% CIc -0.34, -0.03 -0.34, -0.04    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.32 0.41    

SD 0.624 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 121 123    

Mean -0.27 -0.29    

SD 0.837 0.866    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.39 -0.35 -0.04 (-0.17, 0.08) 0.510  

SEb 0.048 0.047    

95% CIb -0.48, -0.29 -0.44, -0.25    

Ls Meanc -0.34 -0.30 -0.03 (-0.19, 0.13) 0.679  

SEc 0.077 0.075    

95% CIc -0.49, -0.19 -0.45, -0.16    

 

  Day 15 Actual n 143 151    

Mean 0.13 0.13    

SD 0.398 0.411    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.56 -0.58    

SD 0.844 0.855    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.12)     

Ls Meanb -0.62 -0.60 -0.02 (-0.15, 0.11) 0.719  

SEb 0.050 0.049    

95% CIb -0.72, -0.53 -0.70, -0.50    

Ls Meanc -0.64 -0.67 0.03 (-0.08, 0.14) 0.583  

SEc 0.053 0.054    

95% CIc -0.74, -0.53 -0.77, -0.56    

 

  Day 29 Actual n 110 115    

Mean 0.07 0.06    

SD 0.294 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 88 96    

Mean -0.51 -0.59    

SD 0.830 0.878    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.21)     

Ls Meanb -0.60 -0.65 0.05 (-0.08, 0.19) 0.440  

SEb 0.052 0.050    

95% CIb -0.70, -0.50 -0.75, -0.56    

Ls Meanc -0.56 -0.58 0.03 (-0.06, 0.12) 0.573  

SEc 0.044 0.044    

95% CIc -0.64, -0.47 -0.67, -0.49    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 58 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.14 (-0.22, -0.05)     

Ls Meanb -0.73 -0.62 -0.11 (-0.18, -0.04) 0.001  

 

  Baseline Actual n 140 156    

Mean 1.04 1.12    

SD 0.860 0.778    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.98 1.06    

SD 0.826 0.846    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 132 145    

Mean -0.01 -0.04    

SD 0.736 0.815    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.27, 0.10)     

Ls Meanb -0.14 -0.08 -0.07 (-0.22, 0.09) 0.396  

SEb 0.060 0.057    

95% CIb -0.26, -0.03 -0.19, 0.03    

Ls Meanc -0.03 -0.03 -0.01 (-0.18, 0.16) 0.928  

SEc 0.084 0.082    

95% CIc -0.20, 0.13 -0.19, 0.13    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.75 0.99    

SD 0.819 0.961    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 121 123    

Mean -0.28 -0.15    

SD 0.868 1.025    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.33 (-0.52, -0.14)     

Ls Meanb -0.43 -0.15 -0.27 (-0.43, -0.12) 0.001  

SEb 0.061 0.059    

95% CIb -0.55, -0.31 -0.27, -0.04    

Ls Meanc -0.35 -0.15 -0.20 (-0.41, 0.01) 0.062  

SEc 0.102 0.099    

95% CIc -0.55, -0.15 -0.34, 0.05    

 

  Day 15 Actual n 143 151    

Mean 0.34 0.41    

SD 0.618 0.656    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.71 -0.72    

SD 0.946 0.852    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.34, 0.06)     

Ls Meanb -0.84 -0.73 -0.11 (-0.28, 0.05) 0.178  

SEb 0.063 0.062    

95% CIb -0.96, -0.71 -0.85, -0.60    

Ls Meanc -0.79 -0.78 -0.01 (-0.18, 0.15) 0.887  

SEc 0.083 0.084    

95% CIc -0.96, -0.63 -0.95, -0.61    

 

  Day 29 Actual n 110 115    

Mean 0.15 0.18    

SD 0.411 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 88 96    

Mean -0.94 -0.92    

SD 0.902 0.842    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.31, 0.10)     

Ls Meanb -1.03 -0.95 -0.09 (-0.25, 0.08) 0.316  

SEb 0.065 0.063    

95% CIb -1.16, -0.90 -1.07, -0.82    

Ls Meanc -1.01 -1.00 -0.01 (-0.14, 0.11) 0.840  

SEc 0.060 0.060    

95% CIc -1.13, -0.90 -1.12, -0.88    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.28 -0.27 -0.01 (-0.04, 0.03) 0.706  

 

  Baseline Actual n 140 156    

Mean 0.46 0.37    

SD 0.817 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 171 190    

Mean 0.35 0.28    

SD 0.690 0.557    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 132 145    

Mean -0.06 -0.08    

SD 0.817 0.755    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.23)     

Ls Meanb -0.02 -0.09 0.07 (-0.03, 0.17) 0.158  

SEb 0.038 0.036    

95% CIb -0.10, 0.05 -0.16, -0.02    

Ls Meanc -0.03 -0.09 0.06 (-0.09, 0.20) 0.437  

SEc 0.071 0.069    

95% CIc -0.17, 0.10 -0.23, 0.04    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.22 0.22    

SD 0.595 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 121 123    

Mean -0.21 -0.16    

SD 0.805 0.717    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.21 -0.15 -0.06 (-0.16, 0.04) 0.248  

SEb 0.039 0.038    

95% CIb -0.28, -0.13 -0.22, -0.07    

Ls Meanc -0.17 -0.15 -0.02 (-0.15, 0.11) 0.807  

SEc 0.063 0.062    

95% CIc -0.29, -0.05 -0.28, -0.03    

 

  Day 15 Actual n 143 151    

Mean 0.08 0.08    

SD 0.384 0.337    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.39 -0.31    

SD 0.817 0.755    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.13)     

Ls Meanb -0.31 -0.31 -0.01 (-0.12, 0.10) 0.872  

SEb 0.040 0.040    

95% CIb -0.39, -0.24 -0.39, -0.23    

Ls Meanc -0.37 -0.39 0.03 (-0.07, 0.12) 0.601  

SEc 0.048 0.049    

95% CIc -0.46, -0.27 -0.49, -0.30    

 

  Day 29 Actual n 110 115    

Mean 0.03 0.02    

SD 0.212 0.131    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 88 96    

Mean -0.32 -0.29    

SD 0.670 0.648    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.32 -0.34 0.02 (-0.09, 0.13) 0.765  

SEb 0.043 0.041    

95% CIb -0.41, -0.24 -0.42, -0.26    

Ls Meanc -0.29 -0.29 0.01 (-0.05, 0.06) 0.823  

SEc 0.027 0.027    

95% CIc -0.34, -0.23 -0.35, -0.24    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.00 (-0.07, 0.06)     

Ls Meanb -0.20 -0.20 0.00 (-0.05, 0.04) 0.947  

 

  Baseline Actual n 140 156    

Mean 0.29 0.35    

SD 0.684 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.29 0.30    

SD 0.655 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 132 145    

Mean 0.02 -0.06    

SD 0.766 0.695    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.19)     

Ls Meanb -0.02 -0.05 0.03 (-0.09, 0.14) 0.654  

SEb 0.044 0.042    

95% CIb -0.11, 0.06 -0.13, 0.03    

Ls Meanc 0.01 -0.03 0.04 (-0.10, 0.19) 0.568  

SEc 0.073 0.071    

95% CIc -0.13, 0.16 -0.17, 0.11    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.13 0.28    

SD 0.422 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 121 123    

Mean -0.17 -0.08    

SD 0.789 0.946    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.23 (-0.39, -0.07)     

Ls Meanb -0.19 -0.02 -0.16 (-0.28, -0.05) 0.006  

SEb 0.045 0.044    

95% CIb -0.27, -0.10 -0.11, 0.06    

Ls Meanc -0.22 -0.08 -0.14 (-0.29, 0.02) 0.083  

SEc 0.075 0.074    

95% CIc -0.37, -0.07 -0.23, 0.06    

 

  Day 15 Actual n 143 151    

Mean 0.12 0.09    

SD 0.467 0.345    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 66 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.18 -0.24    

SD 0.818 0.709    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.10, 0.24)     

Ls Meanb -0.20 -0.25 0.05 (-0.07, 0.17) 0.417  

SEb 0.047 0.046    

95% CIb -0.29, -0.11 -0.34, -0.16    

Ls Meanc -0.22 -0.29 0.07 (-0.05, 0.18) 0.246  

SEc 0.056 0.057    

95% CIc -0.33, -0.11 -0.40, -0.17    

 

  Day 29 Actual n 110 115    

Mean 0.05 0.06    

SD 0.298 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 88 96    

Mean -0.16 -0.34    

SD 0.725 0.844    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.14, 0.21)     

Ls Meanb -0.27 -0.30 0.03 (-0.10, 0.15) 0.661  

SEb 0.049 0.047    

95% CIb -0.37, -0.18 -0.39, -0.21    

Ls Meanc -0.28 -0.29 0.01 (-0.08, 0.10) 0.810  

SEc 0.043 0.043    

95% CIc -0.37, -0.20 -0.38, -0.21    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.12 (-0.19, -0.05)     

Ls Meanb -0.95 -0.83 -0.12 (-0.19, -0.05) 0.001  

 

  Baseline Actual n 140 156    

Mean 1.26 1.28    

SD 1.077 1.000    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 171 190    

Mean 0.89 1.07    

SD 0.983 0.976    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 132 145    

Mean -0.28 -0.17    

SD 1.086 1.027    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.27, 0.06)     

Ls Meanb -0.39 -0.28 -0.11 (-0.28, 0.06) 0.209  

SEb 0.068 0.065    

95% CIb -0.52, -0.26 -0.41, -0.15    

Ls Meanc -0.47 -0.36 -0.12 (-0.32, 0.09) 0.270  

SEc 0.102 0.099    

95% CIc -0.67, -0.27 -0.55, -0.16    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.66 0.83    

SD 0.893 0.949    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 4.00    

 

   Change n 121 123    

Mean -0.55 -0.41    

SD 1.032 1.108    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.37, -0.03)     

Ls Meanb -0.70 -0.49 -0.21 (-0.39, -0.04) 0.019  

SEb 0.069 0.067    

95% CIb -0.84, -0.57 -0.62, -0.36    

Ls Meanc -0.71 -0.56 -0.15 (-0.36, 0.07) 0.178  

SEc 0.104 0.102    

95% CIc -0.91, -0.50 -0.76, -0.36    

 

  Day 15 Actual n 143 151    

Mean 0.29 0.32    

SD 0.648 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -1.02 -0.93    

SD 1.178 1.039    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.24, 0.11)     

Ls Meanb -1.10 -1.03 -0.07 (-0.25, 0.12) 0.477  

SEb 0.071 0.071    

95% CIb -1.24, -0.96 -1.17, -0.89    

Ls Meanc -1.11 -1.08 -0.03 (-0.19, 0.14) 0.758  

SEc 0.084 0.085    

95% CIc -1.27, -0.94 -1.25, -0.91    

 

  Day 29 Actual n 110 115    

Mean 0.20 0.30    

SD 0.538 0.624    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 88 96    

Mean -1.03 -0.99    

SD 1.119 1.081    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.32, 0.04)     

Ls Meanb -1.16 -1.02 -0.14 (-0.33, 0.05) 0.138  

SEb 0.074 0.071    

95% CIb -1.31, -1.02 -1.16, -0.88    

Ls Meanc -1.16 -1.05 -0.11 (-0.28, 0.06) 0.204  

SEc 0.082 0.083    

95% CIc -1.32, -0.99 -1.21, -0.88    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.74 -0.71 -0.03 (-0.08, 0.02) 0.231  

 

  Baseline Actual n 140 156    

Mean 0.99 0.93    

SD 0.921 0.902    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.53 0.64    

SD 0.792 0.836    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.43 -0.30    

SD 0.918 0.973    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.26, 0.03)     

Ls Meanb -0.43 -0.32 -0.11 (-0.24, 0.02) 0.108  

SEb 0.051 0.049    

95% CIb -0.53, -0.33 -0.42, -0.23    

Ls Meanc -0.52 -0.41 -0.11 (-0.29, 0.07) 0.233  

SEc 0.088 0.086    

95% CIc -0.70, -0.35 -0.58, -0.25    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.33 0.46    

SD 0.722 0.731    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 121 123    

Mean -0.59 -0.50    

SD 0.989 1.003    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.30, 0.00)     

Ls Meanb -0.67 -0.54 -0.14 (-0.27, 0.00) 0.049  

SEb 0.052 0.051    

95% CIb -0.77, -0.57 -0.64, -0.44    

Ls Meanc -0.63 -0.56 -0.07 (-0.24, 0.10) 0.398  

SEc 0.082 0.080    

95% CIc -0.80, -0.47 -0.72, -0.41    

 

  Day 15 Actual n 143 151    

Mean 0.17 0.20    

SD 0.494 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.88 -0.75    

SD 0.950 0.948    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.11)     

Ls Meanb -0.85 -0.81 -0.05 (-0.19, 0.10) 0.533  

SEb 0.054 0.054    

95% CIb -0.96, -0.74 -0.91, -0.70    

Ls Meanc -0.85 -0.80 -0.05 (-0.17, 0.07) 0.399  

SEc 0.058 0.059    

95% CIc -0.96, -0.73 -0.91, -0.68    

 

  Day 29 Actual n 110 115    

Mean 0.07 0.08    

SD 0.294 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 88 96    

Mean -0.86 -0.82    

SD 0.912 0.906    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.11)     

Ls Meanb -0.92 -0.87 -0.05 (-0.20, 0.10) 0.547  

SEb 0.057 0.055    

95% CIb -1.03, -0.81 -0.98, -0.76    

Ls Meanc -0.90 -0.87 -0.02 (-0.11, 0.06) 0.606  

SEc 0.040 0.041    

95% CIc -0.98, -0.82 -0.95, -0.79    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, -0.01)     

Ls Meanb -0.85 -0.78 -0.07 (-0.13, -0.01) 0.018  

 

  Baseline Actual n 140 156    

Mean 1.04 1.03    

SD 1.038 0.919    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.60 0.61    

SD 0.850 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.42 -0.43    

SD 0.997 0.949    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.47 -0.44 -0.03 (-0.17, 0.12) 0.709  

SEb 0.056 0.054    

95% CIb -0.58, -0.36 -0.55, -0.34    

Ls Meanc -0.46 -0.46 0.00 (-0.18, 0.18) 0.958  

SEc 0.089 0.087    

95% CIc -0.64, -0.29 -0.63, -0.29    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.33 0.39    

SD 0.704 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 121 123    

Mean -0.62 -0.65    

SD 0.994 1.000    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.06)     

Ls Meanb -0.74 -0.65 -0.08 (-0.23, 0.06) 0.259  

SEb 0.057 0.056    

95% CIb -0.85, -0.63 -0.76, -0.54    

Ls Meanc -0.65 -0.63 -0.02 (-0.20, 0.16) 0.801  

SEc 0.087 0.085    

95% CIc -0.83, -0.48 -0.80, -0.46    

 

  Day 15 Actual n 143 151    

Mean 0.15 0.19    

SD 0.508 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.95 -0.84    

SD 1.066 0.987    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.11)     

Ls Meanb -0.95 -0.90 -0.05 (-0.20, 0.11) 0.539  

SEb 0.059 0.059    

95% CIb -1.07, -0.83 -1.02, -0.79    

Ls Meanc -0.87 -0.84 -0.04 (-0.18, 0.10) 0.607  

SEc 0.071 0.072    

95% CIc -1.01, -0.73 -0.98, -0.69    

 

  Day 29 Actual n 110 115    

Mean 0.06 0.14    

SD 0.280 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 88 96    

Mean -0.97 -0.88    

SD 1.055 0.987    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.29, 0.04)     

Ls Meanb -1.00 -0.88 -0.12 (-0.28, 0.04) 0.128  

SEb 0.062 0.059    

95% CIb -1.12, -0.88 -0.99, -0.76    

Ls Meanc -0.96 -0.88 -0.08 (-0.20, 0.03) 0.164  

SEc 0.057 0.057    

95% CIc -1.08, -0.85 -0.99, -0.77    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.01)     

Ls Meanb -0.26 -0.24 -0.02 (-0.05, 0.01) 0.139  

 

  Baseline Actual n 140 156    

Mean 0.35 0.24    

SD 0.748 0.522    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 171 190    

Mean 0.28 0.24    

SD 0.662 0.586    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.04 -0.01    

SD 0.851 0.583    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.25)     

Ls Meanb 0.00 -0.08 0.09 (0.01, 0.16) 0.030  

SEb 0.030 0.029    

95% CIb -0.06, 0.06 -0.14, -0.03    

Ls Meanc -0.07 -0.13 0.05 (-0.09, 0.20) 0.459  

SEc 0.070 0.068    

95% CIc -0.21, 0.06 -0.26, 0.01    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.13 0.19    

SD 0.480 0.522    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 121 123    

Mean -0.17 -0.10    

SD 0.778 0.606    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.05)     

Ls Meanb -0.18 -0.13 -0.05 (-0.13, 0.03) 0.246  

SEb 0.031 0.030    

95% CIb -0.24, -0.12 -0.19, -0.07    

Ls Meanc -0.16 -0.14 -0.02 (-0.15, 0.10) 0.729  

SEc 0.061 0.060    

95% CIc -0.28, -0.04 -0.26, -0.02    

 

  Day 15 Actual n 143 151    

Mean 0.03 0.03    

SD 0.301 0.198    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.39 -0.18    

SD 0.870 0.490    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.31 -0.29 -0.02 (-0.10, 0.07) 0.680  

SEb 0.032 0.032    

95% CIb -0.37, -0.24 -0.35, -0.23    

Ls Meanc -0.28 -0.29 0.01 (-0.05, 0.07) 0.679  

SEc 0.031 0.031    

95% CIc -0.34, -0.22 -0.35, -0.23    

 

  Day 29 Actual n 110 115    

Mean 0.01 0.00    

SD 0.095 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 88 96    

Mean -0.39 -0.27    

SD 0.836 0.571    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.19)     

Ls Meanb -0.28 -0.32 0.03 (-0.05, 0.12) 0.440  

SEb 0.034 0.033    

95% CIb -0.35, -0.22 -0.38, -0.26    

Ls Meanc -0.32 -0.33 0.01 (-0.01, 0.04) 0.182  

SEc 0.011 0.011    

95% CIc -0.34, -0.30 -0.36, -0.31    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.04)     

Ls Meanb -0.47 -0.44 -0.03 (-0.10, 0.04) 0.415  

 

  Baseline Actual n 140 156    

Mean 0.60 0.68    

SD 0.988 1.041    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.47 0.67    

SD 0.814 0.964    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.18 -0.03    

SD 1.018 1.057    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.21 (-0.36, -0.07)     

Ls Meanb -0.25 -0.04 -0.22 (-0.36, -0.07) 0.004  

SEb 0.058 0.056    

95% CIb -0.37, -0.14 -0.15, 0.07    

Ls Meanc -0.29 -0.08 -0.22 (-0.40, -0.03) 0.026  

SEc 0.093 0.091    

95% CIc -0.48, -0.11 -0.26, 0.10    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.37 0.48    

SD 0.739 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 121 123    

Mean -0.30 -0.20    

SD 1.167 1.171    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.28, 0.01)     

Ls Meanb -0.36 -0.22 -0.14 (-0.29, 0.01) 0.063  

SEb 0.059 0.058    

95% CIb -0.47, -0.24 -0.33, -0.10    

Ls Meanc -0.45 -0.28 -0.18 (-0.37, 0.01) 0.067  

SEc 0.092 0.090    

95% CIc -0.64, -0.27 -0.45, -0.10    

 

  Day 15 Actual n 143 151    

Mean 0.19 0.18    

SD 0.593 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.41 -0.50    

SD 1.029 1.115    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.55 -0.55 0.00 (-0.16, 0.15) 0.999  

SEb 0.061 0.060    

95% CIb -0.67, -0.43 -0.67, -0.43    

Ls Meanc -0.51 -0.48 -0.03 (-0.17, 0.11) 0.678  

SEc 0.070 0.071    

95% CIc -0.65, -0.37 -0.62, -0.34    

 

  Day 29 Actual n 110 115    

Mean 0.14 0.07    

SD 0.550 0.343    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 88 96    

Mean -0.33 -0.60    

SD 0.931 1.100    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.00, 0.31)     

Ls Meanb -0.49 -0.65 0.16 (0.00, 0.32) 0.044  

SEb 0.062 0.060    

95% CIb -0.61, -0.37 -0.77, -0.53    

Ls Meanc -0.52 -0.56 0.04 (-0.09, 0.17) 0.575  

SEc 0.063 0.063    

95% CIc -0.64, -0.39 -0.68, -0.43    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.04)     

Ls Meanb -0.46 -0.44 -0.03 (-0.09, 0.04) 0.400  

 

  Baseline Actual n 140 156    

Mean 0.53 0.68    

SD 0.901 1.035    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.40 0.58    

SD 0.731 0.885    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.16 -0.12    

SD 0.872 0.990    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.17 (-0.31, -0.04)     

Ls Meanb -0.26 -0.09 -0.17 (-0.31, -0.04) 0.013  

SEb 0.054 0.052    

95% CIb -0.37, -0.15 -0.19, 0.01    

Ls Meanc -0.31 -0.15 -0.16 (-0.33, 0.01) 0.063  

SEc 0.083 0.081    

95% CIc -0.48, -0.15 -0.31, 0.01    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.32 0.45    

SD 0.709 0.836    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 121 123    

Mean -0.24 -0.26    

SD 1.073 1.165    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.18 (-0.32, -0.04)     

Ls Meanb -0.36 -0.19 -0.17 (-0.31, -0.04) 0.014  

SEb 0.055 0.053    

95% CIb -0.47, -0.25 -0.29, -0.08    

Ls Meanc -0.42 -0.27 -0.15 (-0.34, 0.04) 0.115  

SEc 0.091 0.089    

95% CIc -0.60, -0.24 -0.44, -0.09    

 

  Day 15 Actual n 143 151    

Mean 0.15 0.15    

SD 0.521 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.43 -0.55    

SD 0.946 1.171    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.52 -0.54 0.02 (-0.13, 0.16) 0.819  

SEb 0.056 0.056    

95% CIb -0.63, -0.41 -0.65, -0.43    

Ls Meanc -0.51 -0.47 -0.04 (-0.17, 0.09) 0.558  

SEc 0.064 0.065    

95% CIc -0.63, -0.38 -0.60, -0.34    

 

  Day 29 Actual n 110 115    

Mean 0.11 0.04    

SD 0.456 0.278    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 88 96    

Mean -0.34 -0.65    

SD 0.869 1.105    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.29)     

Ls Meanb -0.47 -0.61 0.14 (-0.01, 0.28) 0.066  

SEb 0.058 0.056    

95% CIb -0.58, -0.35 -0.71, -0.50    

Ls Meanc -0.53 -0.58 0.05 (-0.07, 0.16) 0.397  

SEc 0.055 0.056    

95% CIc -0.64, -0.42 -0.69, -0.47    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.06)     

Ls Meanb -0.47 -0.47 0.00 (-0.04, 0.05) 0.932  

 

  Baseline Actual n 140 156    

Mean 0.64 0.54    

SD 0.814 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.43 0.36    

SD 0.677 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.16 -0.23    

SD 0.818 0.656    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.00, 0.27)     

Ls Meanb -0.19 -0.30 0.10 (0.00, 0.21) 0.054  

SEb 0.042 0.040    

95% CIb -0.27, -0.11 -0.37, -0.22    

Ls Meanc -0.21 -0.30 0.10 (-0.04, 0.24) 0.165  

SEc 0.068 0.066    

95% CIc -0.34, -0.07 -0.43, -0.17    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.27 0.26    

SD 0.538 0.550    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 121 123    

Mean -0.40 -0.31    

SD 0.791 0.748    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.42 -0.39 -0.03 (-0.14, 0.07) 0.531  

SEb 0.042 0.041    

95% CIb -0.50, -0.34 -0.47, -0.30    

Ls Meanc -0.40 -0.39 -0.01 (-0.13, 0.12) 0.937  

SEc 0.062 0.061    

95% CIc -0.52, -0.28 -0.51, -0.27    

 

  Day 15 Actual n 143 151    

Mean 0.18 0.14    

SD 0.469 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.52 -0.47    

SD 0.789 0.767    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.14)     

Ls Meanb -0.50 -0.50 -0.01 (-0.12, 0.11) 0.926  

SEb 0.044 0.044    

95% CIb -0.59, -0.42 -0.58, -0.41    

Ls Meanc -0.50 -0.57 0.06 (-0.05, 0.17) 0.279  

SEc 0.056 0.057    

95% CIc -0.61, -0.39 -0.68, -0.45    

 

  Day 29 Actual n 110 115    

Mean 0.13 0.09    

SD 0.431 0.283    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 88 96    

Mean -0.47 -0.51    

SD 0.802 0.768    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.53 -0.55 0.01 (-0.10, 0.13) 0.808  

SEb 0.046 0.044    

95% CIb -0.62, -0.44 -0.63, -0.46    

Ls Meanc -0.45 -0.48 0.03 (-0.07, 0.13) 0.530  

SEc 0.047 0.047    

95% CIc -0.55, -0.36 -0.58, -0.39    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.07)     

Ls Meanb -0.26 -0.27 0.01 (-0.04, 0.05) 0.774  

 

  Baseline Actual n 140 156    

Mean 0.44 0.36    

SD 0.807 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.30 0.33    

SD 0.685 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 132 145    

Mean -0.11 -0.03    

SD 0.717 0.676    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.11 -0.09 -0.02 (-0.13, 0.09) 0.713  

SEb 0.044 0.042    

95% CIb -0.20, -0.02 -0.17, -0.01    

Ls Meanc -0.05 0.01 -0.06 (-0.20, 0.09) 0.444  

SEc 0.069 0.068    

95% CIc -0.19, 0.09 -0.13, 0.14    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.17 0.31    

SD 0.568 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 121 123    

Mean -0.26 -0.09    

SD 0.909 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.17 (-0.32, -0.02)     

Ls Meanb -0.22 -0.09 -0.13 (-0.25, -0.02) 0.026  

SEb 0.045 0.044    

95% CIb -0.31, -0.14 -0.18, 0.00    

Ls Meanc -0.22 -0.10 -0.12 (-0.28, 0.04) 0.144  

SEc 0.078 0.076    

95% CIc -0.37, -0.06 -0.25, 0.05    

 

  Day 15 Actual n 143 151    

Mean 0.20 0.07    

SD 0.572 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.24 -0.24    

SD 0.870 0.709    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.30)     

Ls Meanb -0.23 -0.34 0.11 (-0.01, 0.23) 0.078  

SEb 0.047 0.046    

95% CIb -0.32, -0.14 -0.43, -0.25    

Ls Meanc -0.22 -0.35 0.13 (0.00, 0.26) 0.054  

SEc 0.066 0.067    

95% CIc -0.35, -0.09 -0.48, -0.22    

 

  Day 29 Actual n 110 115    

Mean 0.06 0.07    

SD 0.311 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 88 96    

Mean -0.36 -0.31    

SD 0.860 0.772    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -0.34 -0.34 0.00 (-0.12, 0.13) 0.977  

SEb 0.049 0.047    

95% CIb -0.44, -0.25 -0.44, -0.25    

Ls Meanc -0.35 -0.37 0.02 (-0.06, 0.11) 0.594  

SEc 0.041 0.041    

95% CIc -0.43, -0.27 -0.46, -0.29    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.42 -0.43 0.01 (-0.03, 0.05) 0.625  

 

  Baseline Actual n 140 156    

Mean 0.49 0.58    

SD 0.735 0.812    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 171 190    

Mean 0.30 0.33    

SD 0.641 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 132 145    

Mean -0.20 -0.28    

SD 0.795 0.777    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.09)     

Ls Meanb -0.27 -0.24 -0.03 (-0.13, 0.07) 0.586  

SEb 0.038 0.037    

95% CIb -0.34, -0.19 -0.31, -0.17    

Ls Meanc -0.22 -0.23 0.01 (-0.13, 0.15) 0.881  

SEc 0.067 0.065    

95% CIc -0.36, -0.09 -0.36, -0.11    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 92 of 1392 

Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.20 0.21    

SD 0.539 0.575    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 121 123    

Mean -0.26 -0.36    

SD 0.801 0.916    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.37 -0.35 -0.02 (-0.12, 0.08) 0.692  

SEb 0.039 0.038    

95% CIb -0.44, -0.29 -0.42, -0.27    

Ls Meanc -0.34 -0.34 -0.01 (-0.15, 0.13) 0.896  

SEc 0.069 0.067    

95% CIc -0.48, -0.21 -0.47, -0.20    

 

  Day 15 Actual n 143 151    

Mean 0.11 0.07    

SD 0.430 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.31 -0.53    

SD 0.868 0.848    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.24)     

Ls Meanb -0.40 -0.48 0.08 (-0.03, 0.19) 0.145  

SEb 0.041 0.040    

95% CIb -0.48, -0.33 -0.56, -0.41    

Ls Meanc -0.37 -0.46 0.09 (-0.02, 0.20) 0.113  

SEc 0.054 0.055    

95% CIc -0.48, -0.27 -0.57, -0.35    

 

  Day 29 Actual n 110 115    

Mean 0.04 0.07    

SD 0.301 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 88 96    

Mean -0.38 -0.48    

SD 0.763 0.846    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.51 -0.47 -0.03 (-0.15, 0.08) 0.541  

SEb 0.043 0.041    

95% CIb -0.59, -0.42 -0.55, -0.39    

Ls Meanc -0.44 -0.42 -0.02 (-0.10, 0.07) 0.714  

SEc 0.042 0.042    

95% CIc -0.52, -0.36 -0.51, -0.34    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.07 -0.07 0.00 (-0.01, 0.02) 0.681  

 

  Baseline Actual n 140 156    

Mean 0.13 0.05    

SD 0.561 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 171 190    

Mean 0.03 0.03    

SD 0.228 0.191    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 132 145    

Mean -0.10 -0.03    

SD 0.564 0.311    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.06 -0.05 0.00 (-0.05, 0.04) 0.898  

SEb 0.016 0.016    

95% CIb -0.09, -0.02 -0.08, -0.02    

Ls Meanc -0.06 -0.08 0.01 (-0.04, 0.06) 0.636  

SEc 0.024 0.023    

95% CIc -0.11, -0.02 -0.12, -0.03    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 155 170    

Mean 0.04 0.04    

SD 0.299 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 121 123    

Mean -0.08 0.02    

SD 0.600 0.405    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.05 -0.03 -0.01 (-0.06, 0.03) 0.580  

SEb 0.017 0.016    

95% CIb -0.08, -0.01 -0.07, 0.00    

Ls Meanc -0.06 -0.04 -0.01 (-0.10, 0.07) 0.737  

SEc 0.040 0.040    

95% CIc -0.14, 0.02 -0.12, 0.04    

 

  Day 15 Actual n 143 151    

Mean 0.02 0.01    

SD 0.186 0.163    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.4 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 108    

Mean -0.13 -0.02    

SD 0.610 0.135    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.13)     

Ls Meanb -0.07 -0.08 0.01 (-0.03, 0.06) 0.617  

SEb 0.017 0.017    

95% CIb -0.11, -0.04 -0.12, -0.05    

Ls Meanc -0.07 -0.09 0.02 (-0.02, 0.06) 0.362  

SEc 0.020 0.020    

95% CIc -0.11, -0.03 -0.13, -0.05    

 

  Day 29 Actual n 110 115    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 88 96    

Mean -0.16 -0.02    

SD 0.659 0.144    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.09 -0.09 0.00 (-0.04, 0.05) 0.861  

SEb 0.018 0.018    

95% CIb -0.12, -0.05 -0.12, -0.06    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

American Indian 

or Alaska Native 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.11, 0.03)     

Ls Meanb -0.84 -0.81 -0.04 (-0.10, 0.03) 0.305  

 

  Baseline Actual n 89 110  0.049d  

Mean 1.00 1.16    

SD 0.953 0.982    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.57 0.80    

SD 0.848 0.918    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.49 -0.38    

SD 0.928 0.955    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.37, -0.01)     

Ls Meanb -0.53 -0.34 -0.18 (-0.36, -0.01) 0.041  

SEb 0.068 0.061    

95% CIb -0.66, -0.39 -0.46, -0.22    

Ls Meanc -0.58 -0.42 -0.16 (-0.39, 0.06) 0.159  

SEc 0.097 0.091    

95% CIc -0.78, -0.39 -0.60, -0.24    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.30 0.40    

SD 0.563 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 74 83    

Mean -0.72 -0.76    

SD 0.944 0.945    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.25, 0.13)     

Ls Meanb -0.78 -0.72 -0.06 (-0.24, 0.12) 0.528  

SEb 0.070 0.065    

95% CIb -0.91, -0.64 -0.84, -0.59    

Ls Meanc -0.79 -0.73 -0.06 (-0.26, 0.13) 0.520  

SEc 0.079 0.077    

95% CIc -0.95, -0.64 -0.88, -0.58    

 

  Day 15 Actual n 61 76    

Mean 0.21 0.20    

SD 0.551 0.542    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.77 -0.96    

SD 0.982 0.971    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.13, 0.28)     

Ls Meanb -0.88 -0.95 0.07 (-0.13, 0.27) 0.477  

SEb 0.077 0.070    

95% CIb -1.03, -0.73 -1.09, -0.82    

Ls Meanc -0.87 -0.91 0.04 (-0.14, 0.22) 0.667  

SEc 0.077 0.071    

95% CIc -1.02, -0.72 -1.05, -0.77    

 

  Day 29 Actual n 68 79    

Mean 0.16 0.22    

SD 0.507 0.547    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 62 78    

Mean -0.82 -0.94    

SD 0.933 1.036    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.28, 0.11)     

Ls Meanb -0.96 -0.88 -0.08 (-0.27, 0.11) 0.418  

SEb 0.073 0.066    

95% CIb -1.10, -0.81 -1.01, -0.75    

Ls Meanc -0.97 -0.89 -0.07 (-0.24, 0.09) 0.377  

SEc 0.072 0.066    

95% CIc -1.11, -0.83 -1.02, -0.76    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.01)     

Ls Meanb -0.55 -0.53 -0.02 (-0.05, 0.01) 0.226  

 

  Baseline Actual n 89 110  0.002d  

Mean 0.57 0.70    

SD 0.796 0.830    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.23 0.33    

SD 0.607 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 80 102    

Mean -0.39 -0.38    

SD 0.787 0.833    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.22, 0.02)     

Ls Meanb -0.39 -0.31 -0.08 (-0.18, 0.02) 0.111  

SEb 0.039 0.035    

95% CIb -0.47, -0.31 -0.38, -0.24    

Ls Meanc -0.45 -0.38 -0.07 (-0.23, 0.10) 0.421  

SEc 0.071 0.067    

95% CIc -0.59, -0.30 -0.51, -0.25    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.04 0.19    

SD 0.195 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 74 83    

Mean -0.51 -0.46    

SD 0.798 0.770    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.27, -0.01)     

Ls Meanb -0.55 -0.44 -0.12 (-0.22, -0.01) 0.033  

SEb 0.040 0.038    

95% CIb -0.63, -0.48 -0.51, -0.36    

Ls Meanc -0.56 -0.43 -0.13 (-0.25, -0.01) 0.032  

SEc 0.050 0.048    

95% CIc -0.66, -0.46 -0.52, -0.33    

 

  Day 15 Actual n 61 76    

Mean 0.00 0.01    

SD 0.000 0.115    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.49 -0.64    

SD 0.782 0.821    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.18)     

Ls Meanb -0.58 -0.61 0.03 (-0.09, 0.14) 0.655  

SEb 0.045 0.040    

95% CIb -0.67, -0.49 -0.69, -0.53    

Ls Meanc -0.58 -0.57 -0.02 (-0.05, 0.02) 0.331  

SEc 0.013 0.012    

95% CIc -0.61, -0.56 -0.59, -0.54    

 

  Day 29 Actual n 68 79    

Mean 0.00 0.03    

SD 0.000 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 62 78    

Mean -0.56 -0.64    

SD 0.781 0.852    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.59 -0.58 0.00 (-0.12, 0.11) 0.954  

SEb 0.043 0.039    

95% CIb -0.67, -0.50 -0.66, -0.51    

Ls Meanc -0.63 -0.60 -0.03 (-0.07, 0.01) 0.205  

SEc 0.018 0.016    

95% CIc -0.66, -0.59 -0.63, -0.57    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, -0.01)     

Ls Meanb -0.66 -0.60 -0.05 (-0.10, 0.00) 0.031  

 

  Baseline Actual n 89 110  <.001d  

Mean 0.67 0.84    

SD 0.780 0.852    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.41 0.44    

SD 0.639 0.620    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.26 -0.45    

SD 0.882 0.828    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.14, 0.18)     

Ls Meanb -0.37 -0.39 0.02 (-0.11, 0.15) 0.796  

SEb 0.050 0.045    

95% CIb -0.47, -0.27 -0.48, -0.30    

Ls Meanc -0.36 -0.42 0.05 (-0.12, 0.23) 0.559  

SEc 0.075 0.070    

95% CIc -0.51, -0.21 -0.55, -0.28    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.25 0.38    

SD 0.491 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 74 83    

Mean -0.45 -0.48    

SD 0.830 0.861    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.32, 0.01)     

Ls Meanb -0.56 -0.44 -0.13 (-0.26, 0.01) 0.067  

SEb 0.051 0.048    

95% CIb -0.66, -0.46 -0.53, -0.34    

Ls Meanc -0.52 -0.43 -0.09 (-0.26, 0.07) 0.273  

SEc 0.070 0.067    

95% CIc -0.66, -0.39 -0.56, -0.30    

 

  Day 15 Actual n 61 76    

Mean 0.05 0.16    

SD 0.218 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.77 -0.69    

SD 0.756 0.826    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.29, 0.07)     

Ls Meanb -0.75 -0.66 -0.09 (-0.24, 0.06) 0.245  

SEb 0.057 0.051    

95% CIb -0.86, -0.63 -0.76, -0.56    

Ls Meanc -0.79 -0.69 -0.10 (-0.23, 0.03) 0.116  

SEc 0.055 0.052    

95% CIc -0.90, -0.68 -0.79, -0.58    

 

  Day 29 Actual n 68 79    

Mean 0.03 0.04    

SD 0.170 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 62 78    

Mean -0.55 -0.76    

SD 0.739 0.776    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.23)     

Ls Meanb -0.69 -0.74 0.05 (-0.09, 0.19) 0.513  

SEb 0.054 0.049    

95% CIb -0.80, -0.59 -0.84, -0.64    

Ls Meanc -0.62 -0.63 0.01 (-0.05, 0.07) 0.777  

SEc 0.026 0.024    

95% CIc -0.67, -0.57 -0.67, -0.58    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.59 -0.54 -0.05 (-0.14, 0.04) 0.258  

 

  Baseline Actual n 89 110  <.001d  

Mean 1.03 0.93    

SD 0.872 0.738    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.92 0.99    

SD 0.857 0.876    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.11 0.05    

SD 0.811 0.894    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.32, 0.14)     

Ls Meanb -0.09 -0.02 -0.07 (-0.26, 0.11) 0.448  

SEb 0.072 0.066    

95% CIb -0.23, 0.05 -0.15, 0.11    

Ls Meanc -0.19 -0.10 -0.10 (-0.32, 0.13) 0.399  

SEc 0.096 0.090    

95% CIc -0.38, 0.00 -0.27, 0.08    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.61 0.88    

SD 0.781 0.949    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 4.00    

 

   Change n 74 83    

Mean -0.41 -0.06    

SD 0.875 1.016    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.41 (-0.65, -0.17)     

Ls Meanb -0.39 -0.06 -0.33 (-0.52, -0.14) 0.001  

SEb 0.074 0.069    

95% CIb -0.53, -0.24 -0.19, 0.07    

Ls Meanc -0.46 -0.17 -0.29 (-0.55, -0.03) 0.028  

SEc 0.107 0.103    

95% CIc -0.67, -0.25 -0.37, 0.04    

 

  Day 15 Actual n 61 76    

Mean 0.34 0.39    

SD 0.602 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.70 -0.57    

SD 0.925 0.760    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.38, 0.14)     

Ls Meanb -0.73 -0.63 -0.10 (-0.30, 0.11) 0.365  

SEb 0.080 0.073    

95% CIb -0.88, -0.57 -0.77, -0.49    

Ls Meanc -0.66 -0.62 -0.04 (-0.24, 0.15) 0.660  

SEc 0.084 0.079    

95% CIc -0.83, -0.49 -0.77, -0.46    

 

  Day 29 Actual n 68 79    

Mean 0.26 0.14    

SD 0.589 0.348    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 62 78    

Mean -0.79 -0.81    

SD 0.977 0.757    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.11, 0.37)     

Ls Meanb -0.76 -0.86 0.10 (-0.09, 0.30) 0.299  

SEb 0.076 0.069    

95% CIb -0.91, -0.61 -1.00, -0.73    

Ls Meanc -0.74 -0.85 0.11 (-0.04, 0.26) 0.158  

SEc 0.068 0.062    

95% CIc -0.87, -0.61 -0.97, -0.73    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.06)     

Ls Meanb -0.34 -0.35 0.01 (-0.02, 0.05) 0.465  

 

  Baseline Actual n 89 110  <.001d  

Mean 0.44 0.45    

SD 0.722 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.23 0.26    

SD 0.567 0.540    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.21 -0.16    

SD 0.852 0.728    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.20 -0.18 -0.02 (-0.13, 0.08) 0.661  

SEb 0.041 0.037    

95% CIb -0.28, -0.12 -0.25, -0.10    

Ls Meanc -0.25 -0.22 -0.02 (-0.18, 0.13) 0.775  

SEc 0.066 0.062    

95% CIc -0.38, -0.12 -0.35, -0.10    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.21 0.19    

SD 0.496 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 74 83    

Mean -0.26 -0.27    

SD 0.877 0.766    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.24 -0.26 0.01 (-0.10, 0.12) 0.819  

SEb 0.042 0.040    

95% CIb -0.33, -0.16 -0.33, -0.18    

Ls Meanc -0.28 -0.30 0.01 (-0.13, 0.16) 0.835  

SEc 0.058 0.056    

95% CIc -0.40, -0.17 -0.41, -0.18    

 

  Day 15 Actual n 61 76    

Mean 0.10 0.01    

SD 0.351 0.115    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.30 -0.42    

SD 0.778 0.740    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.28)     

Ls Meanb -0.34 -0.42 0.08 (-0.04, 0.21) 0.182  

SEb 0.047 0.042    

95% CIb -0.43, -0.25 -0.50, -0.34    

Ls Meanc -0.34 -0.43 0.10 (0.01, 0.18) 0.036  

SEc 0.038 0.036    

95% CIc -0.41, -0.26 -0.50, -0.36    

 

  Day 29 Actual n 68 79    

Mean 0.03 0.01    

SD 0.243 0.113    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 62 78    

Mean -0.37 -0.40    

SD 0.607 0.709    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.19)     

Ls Meanb -0.38 -0.41 0.03 (-0.09, 0.14) 0.666  

SEb 0.045 0.041    

95% CIb -0.47, -0.30 -0.49, -0.33    

Ls Meanc -0.38 -0.40 0.02 (-0.04, 0.08) 0.554  

SEc 0.027 0.025    

95% CIc -0.44, -0.33 -0.45, -0.35    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.12, 0.04)     

Ls Meanb -0.15 -0.13 -0.03 (-0.07, 0.02) 0.280  

 

  Baseline Actual n 89 110  0.009d  

Mean 0.22 0.25    

SD 0.538 0.627    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.35 0.24    

SD 0.699 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean 0.09 0.01    

SD 0.578 0.682    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.17 (-0.04, 0.38)     

Ls Meanb 0.07 -0.03 0.10 (-0.03, 0.22) 0.119  

SEb 0.048 0.043    

95% CIb -0.02, 0.16 -0.11, 0.06    

Ls Meanc 0.05 -0.05 0.09 (-0.08, 0.26) 0.282  

SEc 0.072 0.067    

95% CIc -0.10, 0.19 -0.18, 0.09    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.14 0.27    

SD 0.420 0.750    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 74 83    

Mean -0.09 -0.01    

SD 0.666 0.862    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.19 (-0.41, 0.03)     

Ls Meanb -0.11 0.00 -0.11 (-0.24, 0.02) 0.098  

SEb 0.049 0.046    

95% CIb -0.21, -0.01 -0.09, 0.09    

Ls Meanc -0.18 -0.08 -0.10 (-0.29, 0.09) 0.288  

SEc 0.079 0.076    

95% CIc -0.34, -0.03 -0.23, 0.07    

 

  Day 15 Actual n 61 76    

Mean 0.08 0.05    

SD 0.331 0.225    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.09 -0.15    

SD 0.434 0.488    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.21, 0.27)     

Ls Meanb -0.18 -0.20 0.02 (-0.12, 0.16) 0.794  

SEb 0.055 0.049    

95% CIb -0.29, -0.07 -0.30, -0.10    

Ls Meanc -0.12 -0.17 0.04 (-0.05, 0.13) 0.365  

SEc 0.039 0.037    

95% CIc -0.20, -0.05 -0.24, -0.09    

 

  Day 29 Actual n 68 79    

Mean 0.00 0.05    

SD 0.000 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 62 78    

Mean -0.19 -0.15    

SD 0.507 0.536    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.23, 0.23)     

Ls Meanb -0.22 -0.22 0.00 (-0.14, 0.13) 0.979  

SEb 0.052 0.047    

95% CIb -0.32, -0.12 -0.31, -0.12    

Ls Meanc -0.21 -0.16 -0.05 (-0.12, 0.02) 0.127  

SEc 0.030 0.028    

95% CIc -0.27, -0.15 -0.21, -0.10    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.07 (-0.16, 0.02)     

Ls Meanb -0.84 -0.78 -0.07 (-0.16, 0.02) 0.133  

 

  Baseline Actual n 89 110  0.005d  

Mean 1.25 1.35    

SD 0.945 1.028    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.81 1.09    

SD 0.888 0.956    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.49 -0.24    

SD 1.091 0.977    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.46, -0.05)     

Ls Meanb -0.53 -0.28 -0.25 (-0.46, -0.05) 0.016  

SEb 0.080 0.073    

95% CIb -0.69, -0.37 -0.42, -0.13    

Ls Meanc -0.60 -0.35 -0.26 (-0.50, -0.01) 0.038  

SEc 0.104 0.097    

95% CIc -0.81, -0.40 -0.54, -0.15    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.61 0.75    

SD 0.781 0.917    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 74 83    

Mean -0.64 -0.54    

SD 0.959 1.097    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.31, 0.12)     

Ls Meanb -0.67 -0.58 -0.09 (-0.31, 0.12) 0.387  

SEb 0.082 0.077    

95% CIb -0.83, -0.51 -0.73, -0.43    

Ls Meanc -0.68 -0.56 -0.12 (-0.37, 0.13) 0.356  

SEc 0.103 0.100    

95% CIc -0.88, -0.47 -0.76, -0.36    

 

  Day 15 Actual n 61 76    

Mean 0.30 0.42    

SD 0.558 0.678    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.93 -0.88    

SD 1.015 1.033    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.31, 0.16)     

Ls Meanb -0.99 -0.92 -0.07 (-0.30, 0.16) 0.551  

SEb 0.090 0.082    

95% CIb -1.17, -0.82 -1.08, -0.76    

Ls Meanc -0.99 -0.89 -0.10 (-0.30, 0.10) 0.329  

SEc 0.087 0.082    

95% CIc -1.16, -0.81 -1.05, -0.73    

 

  Day 29 Actual n 68 79    

Mean 0.28 0.29    

SD 0.619 0.535    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 62 78    

Mean -0.98 -0.95    

SD 0.896 1.080    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.29, 0.15)     

Ls Meanb -1.07 -1.00 -0.07 (-0.29, 0.15) 0.533  

SEb 0.086 0.078    

95% CIb -1.24, -0.90 -1.15, -0.85    

Ls Meanc -1.06 -1.02 -0.04 (-0.22, 0.14) 0.659  

SEc 0.079 0.072    

95% CIc -1.22, -0.91 -1.17, -0.88    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.14)     

Ls Meanb -0.68 -0.75 0.07 (0.00, 0.13) 0.052  

 

  Baseline Actual n 89 110  <.001d  

Mean 0.94 1.18    

SD 0.981 0.950    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.60 0.55    

SD 0.816 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.30 -0.68    

SD 0.960 0.946    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.01, 0.36)     

Ls Meanb -0.40 -0.56 0.17 (-0.01, 0.34) 0.067  

SEb 0.069 0.062    

95% CIb -0.53, -0.26 -0.68, -0.44    

Ls Meanc -0.47 -0.66 0.19 (-0.02, 0.41) 0.076  

SEc 0.091 0.086    

95% CIc -0.64, -0.29 -0.83, -0.49    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.38 0.44    

SD 0.670 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 74 83    

Mean -0.57 -0.70    

SD 0.980 0.997    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.22, 0.16)     

Ls Meanb -0.67 -0.64 -0.03 (-0.22, 0.15) 0.747  

SEb 0.071 0.066    

95% CIb -0.81, -0.53 -0.77, -0.51    

Ls Meanc -0.64 -0.62 -0.03 (-0.22, 0.17) 0.797  

SEc 0.080 0.077    

95% CIc -0.80, -0.49 -0.77, -0.47    

 

  Day 15 Actual n 61 76    

Mean 0.38 0.34    

SD 0.756 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.56 -0.84    

SD 0.964 0.937    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.06, 0.36)     

Ls Meanb -0.67 -0.81 0.14 (-0.06, 0.34) 0.175  

SEb 0.078 0.071    

95% CIb -0.82, -0.52 -0.95, -0.67    

Ls Meanc -0.72 -0.83 0.11 (-0.11, 0.32) 0.326  

SEc 0.091 0.085    

95% CIc -0.90, -0.54 -0.99, -0.66    

 

  Day 29 Actual n 68 79    

Mean 0.21 0.23    

SD 0.534 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 62 78    

Mean -0.73 -0.87    

SD 0.908 0.903    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.22, 0.18)     

Ls Meanb -0.85 -0.83 -0.02 (-0.21, 0.17) 0.821  

SEb 0.074 0.067    

95% CIb -0.99, -0.70 -0.96, -0.70    

Ls Meanc -0.88 -0.83 -0.05 (-0.21, 0.10) 0.490  

SEc 0.068 0.063    

95% CIc -1.02, -0.75 -0.95, -0.70    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.05)     

Ls Meanb -0.87 -0.85 -0.02 (-0.09, 0.05) 0.590  

 

  Baseline Actual n 89 110  0.067d  

Mean 1.02 1.27    

SD 0.953 1.013    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.57 0.76    

SD 0.861 0.930    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.49 -0.54    

SD 1.067 1.012    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.29, 0.06)     

Ls Meanb -0.55 -0.44 -0.11 (-0.29, 0.06) 0.194  

SEb 0.067 0.061    

95% CIb -0.68, -0.42 -0.56, -0.32    

Ls Meanc -0.63 -0.52 -0.10 (-0.35, 0.14) 0.411  

SEc 0.105 0.099    

95% CIc -0.83, -0.42 -0.72, -0.33    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.29 0.39    

SD 0.582 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 74 83    

Mean -0.73 -0.88    

SD 0.969 1.029    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.16)     

Ls Meanb -0.79 -0.77 -0.02 (-0.20, 0.16) 0.822  

SEb 0.069 0.064    

95% CIb -0.92, -0.65 -0.89, -0.64    

Ls Meanc -0.80 -0.77 -0.03 (-0.24, 0.17) 0.745  

SEc 0.085 0.082    

95% CIc -0.97, -0.63 -0.93, -0.61    

 

  Day 15 Actual n 61 76    

Mean 0.15 0.21    

SD 0.441 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.82 -1.03    

SD 0.966 0.979    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.19, 0.21)     

Ls Meanb -0.96 -0.97 0.01 (-0.19, 0.21) 0.916  

SEb 0.076 0.069    

95% CIb -1.11, -0.81 -1.11, -0.84    

Ls Meanc -0.92 -0.88 -0.04 (-0.20, 0.12) 0.602  

SEc 0.068 0.063    

95% CIc -1.06, -0.79 -1.01, -0.76    

 

  Day 29 Actual n 68 79    

Mean 0.16 0.18    

SD 0.477 0.474    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 62 78    

Mean -0.90 -1.03    

SD 0.953 1.006    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.24, 0.14)     

Ls Meanb -1.00 -0.95 -0.05 (-0.23, 0.14) 0.608  

SEb 0.072 0.065    

95% CIb -1.14, -0.86 -1.08, -0.82    

Ls Meanc -1.01 -0.96 -0.04 (-0.19, 0.10) 0.564  

SEc 0.063 0.058    

95% CIc -1.13, -0.88 -1.08, -0.85    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.06)     

Ls Meanb -0.31 -0.32 0.00 (-0.03, 0.04) 0.795  

 

  Baseline Actual n 89 110  0.882d  

Mean 0.38 0.40    

SD 0.746 0.624    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.33 0.25    

SD 0.694 0.570    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.08 -0.16    

SD 0.689 0.671    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.00, 0.30)     

Ls Meanb -0.06 -0.16 0.10 (0.00, 0.20) 0.048  

SEb 0.039 0.035    

95% CIb -0.13, 0.02 -0.23, -0.09    

Ls Meanc -0.14 -0.23 0.09 (-0.07, 0.26) 0.259  

SEc 0.070 0.065    

95% CIc -0.28, 0.00 -0.36, -0.11    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.17 0.19    

SD 0.497 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 74 83    

Mean -0.19 -0.24    

SD 0.715 0.742    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.10, 0.22)     

Ls Meanb -0.18 -0.22 0.04 (-0.07, 0.15) 0.454  

SEb 0.040 0.038    

95% CIb -0.26, -0.10 -0.29, -0.14    

Ls Meanc -0.27 -0.27 0.01 (-0.15, 0.17) 0.932  

SEc 0.067 0.064    

95% CIc -0.40, -0.14 -0.40, -0.15    

 

  Day 15 Actual n 61 76    

Mean 0.07 0.03    

SD 0.309 0.161    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 30 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.32 -0.34    

SD 0.659 0.647    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.22)     

Ls Meanb -0.34 -0.37 0.03 (-0.08, 0.15) 0.577  

SEb 0.045 0.040    

95% CIb -0.42, -0.25 -0.45, -0.29    

Ls Meanc -0.32 -0.37 0.05 (-0.04, 0.13) 0.268  

SEc 0.035 0.032    

95% CIc -0.39, -0.25 -0.43, -0.30    

 

  Day 29 Actual n 68 79    

Mean 0.01 0.01    

SD 0.121 0.113    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 62 78    

Mean -0.35 -0.36    

SD 0.726 0.602    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.14)     

Ls Meanb -0.39 -0.37 -0.01 (-0.12, 0.10) 0.816  

SEb 0.043 0.039    

95% CIb -0.47, -0.30 -0.45, -0.30    

Ls Meanc -0.36 -0.36 0.00 (-0.04, 0.04) 0.884  

SEc 0.017 0.016    

95% CIc -0.39, -0.33 -0.39, -0.33    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.08 (0.00, 0.16)     

Ls Meanb -0.43 -0.51 0.08 (0.00, 0.16) 0.056  

 

  Baseline Actual n 89 110  <.001d  

Mean 0.67 0.75    

SD 0.986 1.027    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.65 0.65    

SD 0.943 0.890    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.04 -0.13    

SD 1.049 1.132    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.17, 0.18)     

Ls Meanb -0.09 -0.09 0.00 (-0.18, 0.18) 0.981  

SEb 0.070 0.063    

95% CIb -0.23, 0.05 -0.22, 0.03    

Ls Meanc -0.14 -0.18 0.04 (-0.22, 0.29) 0.776  

SEc 0.109 0.103    

95% CIc -0.36, 0.07 -0.38, 0.02    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.47 0.51    

SD 0.771 0.829    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 74 83    

Mean -0.28 -0.20    

SD 1.079 1.227    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.24, 0.13)     

Ls Meanb -0.29 -0.23 -0.06 (-0.24, 0.13) 0.549  

SEb 0.071 0.066    

95% CIb -0.43, -0.15 -0.36, -0.10    

Ls Meanc -0.34 -0.28 -0.06 (-0.31, 0.18) 0.611  

SEc 0.102 0.099    

95% CIc -0.54, -0.14 -0.47, -0.08    

 

  Day 15 Actual n 61 76    

Mean 0.21 0.16    

SD 0.581 0.402    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.44 -0.59    

SD 1.035 1.158    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.08, 0.32)     

Ls Meanb -0.49 -0.61 0.12 (-0.08, 0.32) 0.247  

SEb 0.078 0.071    

95% CIb -0.65, -0.34 -0.75, -0.47    

Ls Meanc -0.49 -0.57 0.08 (-0.09, 0.26) 0.343  

SEc 0.075 0.070    

95% CIc -0.64, -0.34 -0.71, -0.43    

 

  Day 29 Actual n 68 79    

Mean 0.13 0.04    

SD 0.420 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 62 78    

Mean -0.58 -0.69    

SD 0.933 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.25 (0.06, 0.44)     

Ls Meanb -0.48 -0.73 0.25 (0.06, 0.44) 0.009  

SEb 0.074 0.067    

95% CIb -0.63, -0.34 -0.87, -0.60    

Ls Meanc -0.59 -0.68 0.09 (-0.01, 0.20) 0.085  

SEc 0.046 0.043    

95% CIc -0.68, -0.50 -0.77, -0.60    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.11 (0.03, 0.19)     

Ls Meanb -0.42 -0.53 0.11 (0.03, 0.19) 0.006  

 

  Baseline Actual n 89 110  0.126d  

Mean 0.66 0.69    

SD 0.988 0.965    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.65 0.44    

SD 0.930 0.708    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.08 -0.27    

SD 1.028 0.997    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.21 (0.04, 0.38)     

Ls Meanb -0.06 -0.27 0.21 (0.04, 0.37) 0.015  

SEb 0.066 0.060    

95% CIb -0.19, 0.07 -0.39, -0.15    

Ls Meanc -0.15 -0.37 0.21 (-0.01, 0.44) 0.061  

SEc 0.096 0.090    

95% CIc -0.34, 0.04 -0.54, -0.19    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.45 0.40    

SD 0.820 0.778    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 74 83    

Mean -0.31 -0.25    

SD 1.084 1.188    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.24)     

Ls Meanb -0.25 -0.31 0.07 (-0.11, 0.24) 0.459  

SEb 0.067 0.062    

95% CIb -0.38, -0.12 -0.44, -0.19    

Ls Meanc -0.33 -0.36 0.03 (-0.22, 0.28) 0.827  

SEc 0.102 0.099    

95% CIc -0.53, -0.13 -0.55, -0.16    

 

  Day 15 Actual n 61 76    

Mean 0.20 0.14    

SD 0.542 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.51 -0.54    

SD 1.037 1.049    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.07, 0.31)     

Ls Meanb -0.47 -0.58 0.12 (-0.07, 0.31) 0.215  

SEb 0.073 0.066    

95% CIb -0.61, -0.32 -0.71, -0.45    

Ls Meanc -0.47 -0.54 0.07 (-0.09, 0.23) 0.365  

SEc 0.068 0.063    

95% CIc -0.60, -0.34 -0.67, -0.42    

 

  Day 29 Actual n 68 79    

Mean 0.10 0.05    

SD 0.392 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 62 78    

Mean -0.53 -0.67    

SD 0.936 1.028    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.02, 0.35)     

Ls Meanb -0.51 -0.68 0.16 (-0.02, 0.34) 0.074  

SEb 0.069 0.063    

95% CIb -0.65, -0.38 -0.80, -0.55    

Ls Meanc -0.57 -0.64 0.07 (-0.05, 0.18) 0.252  

SEc 0.050 0.046    

95% CIc -0.67, -0.47 -0.73, -0.54    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.09 (-0.14, -0.03)     

Ls Meanb -0.63 -0.56 -0.07 (-0.11, -0.02) 0.002  

 

  Baseline Actual n 89 110  <.001d  

Mean 0.64 0.70    

SD 0.772 0.785    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.28 0.38    

SD 0.546 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 80 102    

Mean -0.35 -0.36    

SD 0.813 0.768    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.07)     

Ls Meanb -0.43 -0.37 -0.07 (-0.18, 0.05) 0.271  

SEb 0.045 0.041    

95% CIb -0.52, -0.35 -0.45, -0.29    

Ls Meanc -0.43 -0.36 -0.07 (-0.22, 0.09) 0.417  

SEc 0.068 0.064    

95% CIc -0.56, -0.30 -0.49, -0.24    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.17 0.32    

SD 0.410 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 74 83    

Mean -0.54 -0.36    

SD 0.797 0.708    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.37, -0.06)     

Ls Meanb -0.60 -0.44 -0.17 (-0.29, -0.04) 0.008  

SEb 0.047 0.044    

95% CIb -0.70, -0.51 -0.52, -0.35    

Ls Meanc -0.54 -0.36 -0.18 (-0.32, -0.03) 0.015  

SEc 0.059 0.058    

95% CIc -0.65, -0.42 -0.47, -0.24    

 

  Day 15 Actual n 61 76    

Mean 0.10 0.12    

SD 0.300 0.364    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.63 -0.64    

SD 0.794 0.786    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.23, 0.12)     

Ls Meanb -0.66 -0.62 -0.04 (-0.18, 0.09) 0.525  

SEb 0.052 0.047    

95% CIb -0.76, -0.56 -0.71, -0.53    

Ls Meanc -0.69 -0.68 -0.01 (-0.12, 0.11) 0.903  

SEc 0.050 0.047    

95% CIc -0.79, -0.59 -0.77, -0.59    

 

  Day 29 Actual n 68 79    

Mean 0.04 0.09    

SD 0.207 0.286    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 62 78    

Mean -0.47 -0.65    

SD 0.695 0.787    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.13)     

Ls Meanb -0.67 -0.64 -0.03 (-0.16, 0.10) 0.654  

SEb 0.049 0.044    

95% CIb -0.76, -0.57 -0.72, -0.55    

Ls Meanc -0.58 -0.55 -0.03 (-0.11, 0.05) 0.411  

SEc 0.035 0.032    

95% CIc -0.65, -0.51 -0.61, -0.48    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.02)     

Ls Meanb -0.28 -0.25 -0.03 (-0.07, 0.01) 0.168  

 

  Baseline Actual n 89 110  <.001d  

Mean 0.35 0.34    

SD 0.755 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.35 0.27    

SD 0.699 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 80 102    

Mean -0.05 -0.05    

SD 0.825 0.750    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.23)     

Ls Meanb -0.04 -0.09 0.06 (-0.06, 0.17) 0.335  

SEb 0.044 0.040    

95% CIb -0.12, 0.05 -0.17, -0.01    

Ls Meanc -0.06 -0.11 0.05 (-0.13, 0.23) 0.570  

SEc 0.077 0.073    

95% CIc -0.21, 0.10 -0.25, 0.03    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.10 0.23    

SD 0.347 0.683    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 74 83    

Mean -0.27 -0.17    

SD 0.727 0.794    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.31, 0.02)     

Ls Meanb -0.25 -0.14 -0.11 (-0.23, 0.01) 0.079  

SEb 0.046 0.043    

95% CIb -0.34, -0.16 -0.23, -0.06    

Ls Meanc -0.28 -0.18 -0.10 (-0.27, 0.06) 0.209  

SEc 0.068 0.066    

95% CIc -0.41, -0.15 -0.31, -0.05    

 

  Day 15 Actual n 61 76    

Mean 0.03 0.03    

SD 0.180 0.161    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.25 -0.27    

SD 0.576 0.647    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.18, 0.18)     

Ls Meanb -0.33 -0.33 0.00 (-0.13, 0.13) 0.991  

SEb 0.051 0.046    

95% CIb -0.43, -0.23 -0.42, -0.24    

Ls Meanc -0.26 -0.27 0.01 (-0.05, 0.07) 0.735  

SEc 0.026 0.024    

95% CIc -0.32, -0.21 -0.32, -0.23    

 

  Day 29 Actual n 68 79    

Mean 0.00 0.06    

SD 0.000 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 62 78    

Mean -0.29 -0.21    

SD 0.710 0.652    

Min -4.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.25, 0.10)     

Ls Meanb -0.33 -0.28 -0.06 (-0.18, 0.07) 0.382  

SEb 0.049 0.044    

95% CIb -0.43, -0.24 -0.36, -0.19    

Ls Meanc -0.29 -0.23 -0.07 (-0.14, 0.01) 0.078  

SEc 0.033 0.030    

95% CIc -0.36, -0.23 -0.28, -0.17    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 43 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.00 (-0.07, 0.08)     

Ls Meanb -0.50 -0.50 0.00 (-0.06, 0.06) 0.914  

 

  Baseline Actual n 89 110  <.001d  

Mean 0.60 0.67    

SD 0.779 0.791    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 86 104    

Mean 0.36 0.37    

SD 0.631 0.624    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 80 102    

Mean -0.24 -0.34    

SD 0.815 0.862    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.25)     

Ls Meanb -0.28 -0.33 0.05 (-0.09, 0.19) 0.475  

SEb 0.055 0.050    

95% CIb -0.38, -0.17 -0.43, -0.23    

Ls Meanc -0.28 -0.34 0.06 (-0.12, 0.24) 0.508  

SEc 0.076 0.072    

95% CIc -0.43, -0.13 -0.48, -0.20    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 44 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.25 0.19    

SD 0.517 0.478    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 74 83    

Mean -0.39 -0.51    

SD 0.773 0.955    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.13, 0.25)     

Ls Meanb -0.43 -0.48 0.05 (-0.10, 0.20) 0.516  

SEb 0.057 0.053    

95% CIb -0.54, -0.32 -0.58, -0.37    

Ls Meanc -0.42 -0.50 0.08 (-0.08, 0.23) 0.329  

SEc 0.065 0.062    

95% CIc -0.55, -0.30 -0.62, -0.38    

 

  Day 15 Actual n 61 76    

Mean 0.08 0.12    

SD 0.277 0.399    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.47 -0.62    

SD 0.734 0.823    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.23, 0.18)     

Ls Meanb -0.58 -0.56 -0.02 (-0.18, 0.14) 0.839  

SEb 0.062 0.056    

95% CIb -0.70, -0.46 -0.67, -0.45    

Ls Meanc -0.57 -0.55 -0.02 (-0.14, 0.11) 0.790  

SEc 0.053 0.049    

95% CIc -0.68, -0.47 -0.65, -0.46    

 

  Day 29 Actual n 68 79    

Mean 0.09 0.14    

SD 0.334 0.383    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 62 78    

Mean -0.47 -0.53    

SD 0.824 0.785    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.29, 0.10)     

Ls Meanb -0.61 -0.53 -0.08 (-0.23, 0.08) 0.327  

SEb 0.059 0.054    

95% CIb -0.72, -0.49 -0.64, -0.43    

Ls Meanc -0.58 -0.53 -0.05 (-0.17, 0.07) 0.436  

SEc 0.053 0.049    

95% CIc -0.68, -0.47 -0.63, -0.43    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.04)     

Ls Meanb -0.11 -0.11 0.00 (-0.02, 0.02) 0.929  

 

  Baseline Actual n 89 110  0.587d  

Mean 0.17 0.08    

SD 0.569 0.362    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 86 104    

Mean 0.06 0.03    

SD 0.355 0.218    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 80 102    

Mean -0.13 -0.04    

SD 0.460 0.396    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.07 -0.09 0.03 (-0.02, 0.08) 0.291  

SEb 0.019 0.017    

95% CIb -0.10, -0.03 -0.13, -0.06    

Ls Meanc -0.08 -0.09 0.00 (-0.08, 0.08) 0.928  

SEc 0.034 0.032    

95% CIc -0.15, -0.02 -0.15, -0.02    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 77 84    

Mean 0.03 0.04    

SD 0.160 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 74 83    

Mean -0.11 -0.05    

SD 0.538 0.439    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.08 -0.09 0.01 (-0.04, 0.07) 0.623  

SEb 0.020 0.018    

95% CIb -0.12, -0.04 -0.13, -0.06    

Ls Meanc -0.09 -0.08 -0.01 (-0.08, 0.06) 0.798  

SEc 0.028 0.027    

95% CIc -0.15, -0.04 -0.14, -0.03    

 

  Day 15 Actual n 61 76    

Mean 0.02 0.00    

SD 0.128 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 57 74    

Mean -0.18 -0.04    

SD 0.630 0.199    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.13)     

Ls Meanb -0.12 -0.12 0.00 (-0.05, 0.06) 0.895  

SEb 0.022 0.020    

95% CIb -0.16, -0.07 -0.16, -0.08    

Ls Meanc -0.10 -0.11 0.01 (-0.02, 0.04) 0.373  

SEc 0.013 0.012    

95% CIc -0.12, -0.07 -0.13, -0.09    

 

  Day 29 Actual n 68 79    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 62 78    

Mean -0.18 -0.04    

SD 0.615 0.194    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.14 -0.13 -0.01 (-0.07, 0.04) 0.611  

SEb 0.021 0.019    

95% CIb -0.18, -0.10 -0.16, -0.09    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Asian Body Aches Overall  Effect Size (95% 

CI)a 

-0.35 (-0.49, -0.20)     

Ls Meanb -1.07 -0.77 -0.30 (-0.43, -0.16) <.001  

 

  Baseline Actual n 9 8    

Mean 1.00 1.13    

SD 0.866 0.835    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 10 8    

Mean 0.40 1.00    

SD 0.699 0.926    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 9 8    

Mean -0.56 -0.13    

SD 1.130 1.126    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.74 (-1.30, -0.18)     

Ls Meanb -0.71 -0.08 -0.63 (-1.11, -0.15) 0.010  

SEb 0.169 0.177    

95% CIb -1.04, -0.38 -0.42, 0.27    

Ls Meanc -0.97 -0.18 -0.79 (-1.71, 0.13) 0.087  

SEc 0.346 0.298    

95% CIc -1.72, -0.21 -0.83, 0.47    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 7    

Mean -0.75 -1.14    

SD 0.463 0.900    

Min -1.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.19 (-0.78, 0.41)     

Ls Meanb -1.14 -0.98 -0.16 (-0.67, 0.35) 0.535  

SEb 0.179 0.188    

95% CIb -1.49, -0.79 -1.35, -0.61    

Ls Meanc -0.93 -0.93 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.93, -0.93 -0.93, -0.93    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.71 -0.80    

SD 0.488 0.837    

Min -1.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.71, 0.63)     

Ls Meanb -1.12 -1.09 -0.04 (-0.61, 0.54) 0.903  

SEb 0.190 0.221    

95% CIb -1.50, -0.75 -1.52, -0.65    

Ls Meanc -0.75 -0.75 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.75, -0.75 -0.75, -0.75    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean -0.80 -1.00    

SD 0.447 0.894    

Min -1.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.22 (-0.92, 0.47)     

Ls Meanb -1.22 -1.03 -0.19 (-0.78, 0.40) 0.526  

SEb 0.224 0.203    

95% CIb -1.66, -0.78 -1.42, -0.63    

Ls Meanc -0.91 -0.91 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.91, -0.91 -0.91, -0.91    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.23 (-0.38, -0.07)     

Ls Meanb -0.53 -0.30 -0.23 (-0.41, -0.06) 0.014  

 

  Baseline Actual n 9 8    

Mean 0.67 0.38    

SD 1.000 1.061    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 10 8    

Mean 0.20 0.50    

SD 0.422 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 9 8    

Mean -0.44 0.13    

SD 1.130 0.641    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.36 (-0.76, 0.05)     

Ls Meanb -0.36 0.01 -0.37 (-0.79, 0.05) 0.083  

SEb 0.150 0.154    

95% CIb -0.65, -0.06 -0.29, 0.31    

Ls Meanc -0.60 -0.11 -0.49 (-1.09, 0.10) 0.097  

SEc 0.227 0.200    

95% CIc -1.10, -0.11 -0.54, 0.33    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.00 0.50    

SD 0.000 0.926    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 8 7    

Mean -0.38 -0.14    

SD 0.518 1.464    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.32 (-0.74, 0.10)     

Ls Meanb -0.58 -0.25 -0.33 (-0.76, 0.10) 0.133  

SEb 0.154 0.159    

95% CIb -0.88, -0.28 -0.56, 0.06    

Ls Meanc -0.65 -0.16 -0.49 (-1.13, 0.15) 0.119  

SEc 0.231 0.193    

95% CIc -1.17, -0.14 -0.59, 0.27    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.60    

SD 0.000 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.29 0.60    

SD 0.488 0.894    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.59 (-1.04, -0.15)     

Ls Meanb -0.57 0.04 -0.61 (-1.07, -0.15) 0.010  

SEb 0.160 0.175    

95% CIb -0.88, -0.25 -0.30, 0.39    

Ls Meanc -0.17 0.49 -0.67 (-1.71, 0.38) 0.176  

SEc 0.310 0.359    

95% CIc -0.90, 0.56 -0.35, 1.34    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean -0.20 0.00    

SD 0.447 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.35 (-0.81, 0.11)     

Ls Meanb -0.66 -0.30 -0.36 (-0.83, 0.11) 0.136  

SEb 0.178 0.166    

95% CIb -1.01, -0.31 -0.62, 0.03    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.23 (-0.42, -0.05)     

Ls Meanb -0.32 -0.19 -0.14 (-0.26, -0.01) 0.031  

 

  Baseline Actual n 9 8    

Mean 0.56 0.13    

SD 0.726 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 10 8    

Mean 0.30 0.00    

SD 0.483 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 9 8    

Mean -0.33 -0.13    

SD 0.707 0.354    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.30 (-0.23, 0.84)     

Ls Meanb -0.15 -0.33 0.18 (-0.14, 0.49) 0.267  

SEb 0.111 0.115    

95% CIb -0.37, 0.07 -0.55, -0.10    

Ls Meanc -0.08 -0.29 0.21 (-0.08, 0.50) 0.135  

SEc 0.103 0.093    

95% CIc -0.31, 0.14 -0.49, -0.09    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.11 0.13    

SD 0.333 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 8 7    

Mean -0.25 0.00    

SD 0.463 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.62, 0.49)     

Ls Meanb -0.25 -0.21 -0.04 (-0.37, 0.29) 0.808  

SEb 0.115 0.120    

95% CIb -0.48, -0.02 -0.45, 0.03    

Ls Meanc -0.22 -0.06 -0.16 (-0.55, 0.22) 0.371  

SEc 0.133 0.119    

95% CIc -0.52, 0.07 -0.33, 0.20    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.20    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.29 0.20    

SD 0.488 0.447    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.32 (-0.92, 0.29)     

Ls Meanb -0.37 -0.18 -0.19 (-0.54, 0.17) 0.305  

SEb 0.121 0.135    

95% CIb -0.60, -0.13 -0.45, 0.08    

Ls Meanc -0.26 -0.01 -0.26 (-0.76, 0.25) 0.267  

SEc 0.173 0.157    

95% CIc -0.67, 0.15 -0.38, 0.37    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.17    

SD 0.000 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 6    

Mean -0.40 0.17    

SD 0.548 0.408    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.48 (-1.10, 0.14)     

Ls Meanb -0.45 -0.17 -0.28 (-0.65, 0.08) 0.131  

SEb 0.137 0.126    

95% CIb -0.72, -0.18 -0.42, 0.08    

Ls Meanc -0.35 -0.02 -0.33 (-1.00, 0.33) 0.267  

SEc 0.213 0.147    

95% CIc -0.87, 0.17 -0.37, 0.34    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-1.44 (-2.06, -0.82)     

Ls Meanb -0.46 0.24 -0.70 (-1.04, -0.37) 0.001  

 

  Baseline Actual n 9 8    

Mean 0.78 0.50    

SD 0.441 0.535    

Min 0.00 0.00    

Median 1.00 0.50    

Max 1.00 1.00    

 

  Day 3 Actual n 10 8    

Mean 0.80 1.00    

SD 0.422 0.535    

Min 0.00 0.00    

Median 1.00 1.00    

Max 1.00 2.00    

 

   Change n 9 8    

Mean 0.00 0.50    

SD 0.500 0.535    

Min -1.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.83 (-2.10, 0.43)     

Ls Meanb 0.01 0.41 -0.41 (-1.02, 0.21) 0.197  

SEb 0.225 0.224    

95% CIb -0.43, 0.45 -0.03, 0.85    

Ls Meanc 0.21 0.45 -0.24 (-0.80, 0.32) 0.366  

SEc 0.207 0.170    

95% CIc -0.24, 0.66 0.08, 0.82    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.67 1.38    

SD 0.500 0.916    

Min 0.00 0.00    

Median 1.00 1.00    

Max 1.00 3.00    

 

   Change n 8 7    

Mean -0.25 1.00    

SD 0.463 0.816    

Min -1.00 0.00    

Median 0.00 1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-2.02 (-3.31, -0.74)     

Ls Meanb -0.21 0.78 -0.99 (-1.62, -0.36) 0.002  

SEb 0.228 0.229    

95% CIb -0.66, 0.24 0.33, 1.23    

Ls Meanc -0.28 0.91 -1.19 (-2.12, -0.26) 0.017  

SEc 0.317 0.271    

95% CIc -0.99, 0.43 0.31, 1.51    

 

  Day 15 Actual n 8 5    

Mean 0.25 0.60    

SD 0.463 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.71 0.40    

SD 0.488 1.140    

Min -1.00 -1.00    

Median -1.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-1.93 (-3.28, -0.58)     

Ls Meanb -0.69 0.25 -0.94 (-1.60, -0.28) 0.005  

SEb 0.234 0.244    

95% CIb -1.15, -0.23 -0.23, 0.73    

Ls Meanc -0.32 0.07 -0.39 (-1.84, 1.05) 0.539  

SEc 0.396 0.395    

95% CIc -1.26, 0.61 -0.86, 1.01    

 

  Day 29 Actual n 6 6    

Mean 0.33 0.17    

SD 0.516 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 5 6    

Mean -0.60 -0.17    

SD 0.548 0.753    

Min -1.00 -1.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.77 (-2.15, 0.61)     

Ls Meanb -0.61 -0.24 -0.38 (-1.05, 0.30) 0.272  

SEb 0.253 0.235    

95% CIb -1.11, -0.12 -0.70, 0.23    

Ls Meanc -0.10 -0.37 0.27 (-0.66, 1.20) 0.506  

SEc 0.294 0.171    

95% CIc -0.82, 0.62 -0.78, 0.05    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.41 (-0.77, -0.05)     

Ls Meanb -0.46 -0.21 -0.25 (-0.50, -0.01) 0.043  

 

  Baseline Actual n 9 8    

Mean 0.56 0.25    

SD 0.726 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 10 8    

Mean 0.30 0.38    

SD 0.483 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 9 8    

Mean -0.22 0.13    

SD 0.833 0.641    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-1.06, 0.68)     

Ls Meanb -0.20 -0.09 -0.12 (-0.66, 0.42) 0.674  

SEb 0.194 0.200    

95% CIb -0.59, 0.18 -0.48, 0.30    

Ls Meanc -0.08 0.05 -0.13 (-0.82, 0.56) 0.697  

SEc 0.254 0.227    

95% CIc -0.63, 0.48 -0.44, 0.54    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.11 0.00    

SD 0.333 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 8 7    

Mean -0.50 -0.29    

SD 0.926 0.488    

Min -2.00 -1.00    

Median -0.50 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.96, 0.83)     

Ls Meanb -0.43 -0.38 -0.04 (-0.60, 0.51) 0.881  

SEb 0.199 0.206    

95% CIb -0.82, -0.04 -0.79, 0.02    

Ls Meanc -0.24 -0.45 0.21 (-0.08, 0.50) 0.136  

SEc 0.100 0.091    

95% CIc -0.46, -0.02 -0.65, -0.25    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.20    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.71 0.20    

SD 0.756 0.447    

Min -2.00 0.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-1.19, 0.72)     

Ls Meanb -0.54 -0.39 -0.15 (-0.74, 0.44) 0.624  

SEb 0.206 0.224    

95% CIb -0.94, -0.13 -0.83, 0.05    

Ls Meanc -0.49 -0.27 -0.22 (-0.75, 0.31) 0.354  

SEc 0.154 0.170    

95% CIc -0.85, -0.13 -0.67, 0.14    

 

  Day 29 Actual n 6 6    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 5 6    

Mean -0.80 0.00    

SD 0.837 0.000    

Min -2.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-1.06, 0.90)     

Ls Meanb -0.36 -0.31 -0.05 (-0.66, 0.56) 0.875  

SEb 0.227 0.213    

95% CIb -0.81, 0.09 -0.73, 0.11    

Ls Meanc -0.20 -0.49 0.29 (-0.61, 1.18) 0.464  

SEc 0.255 0.184    

95% CIc -0.83, 0.42 -0.94, -0.04    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.86 (-1.59, -0.12)     

Ls Meanb -0.17 0.12 -0.29 (-0.57, -0.01) 0.041  

 

  Baseline Actual n 9 8    

Mean 0.11 0.13    

SD 0.333 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

  Day 3 Actual n 10 8    

Mean 0.20 0.38    

SD 0.632 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 9 8    

Mean 0.11 0.25    

SD 0.333 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.73 (-2.38, 0.93)     

Ls Meanb -0.04 0.20 -0.25 (-0.82, 0.32) 0.391  

SEb 0.206 0.210    

95% CIb -0.45, 0.36 -0.21, 0.62    

Ls Meanc -0.04 0.19 -0.22 (-0.85, 0.40) 0.447  

SEc 0.234 0.203    

95% CIc -0.55, 0.47 -0.25, 0.63    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.00 0.88    

SD 0.000 1.356    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 8 7    

Mean 0.00 0.86    

SD 0.000 1.464    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-2.44 (-4.13, -0.74)     

Ls Meanb -0.11 0.73 -0.84 (-1.42, -0.25) 0.005  

SEb 0.211 0.215    

95% CIb -0.52, 0.31 0.31, 1.15    

Ls Meanc -0.61 0.85 -1.46 (-2.62, -0.29) 0.019  

SEc 0.397 0.347    

95% CIc -1.50, 0.27 0.07, 1.62    

 

  Day 15 Actual n 8 5    

Mean 0.25 0.60    

SD 0.707 1.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean 0.29 0.60    

SD 0.756 1.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.72 (-2.51, 1.07)     

Ls Meanb 0.02 0.26 -0.25 (-0.86, 0.37) 0.430  

SEb 0.217 0.231    

95% CIb -0.41, 0.44 -0.19, 0.72    

Ls Meanc -0.04 0.40 -0.45 (-1.97, 1.08) 0.519  

SEc 0.498 0.526    

95% CIc -1.19, 1.11 -0.81, 1.62    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.35 (-2.18, 1.48)     

Ls Meanb -0.11 0.01 -0.12 (-0.75, 0.51) 0.710  

SEb 0.236 0.222    

95% CIb -0.57, 0.36 -0.43, 0.45    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.59 (-0.86, -0.32)     

Ls Meanb -1.13 -0.59 -0.54 (-0.81, -0.27) 0.001  

 

  Baseline Actual n 9 8    

Mean 1.22 1.13    

SD 0.667 1.126    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 10 8    

Mean 0.90 1.25    

SD 0.738 1.165    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

   Change n 9 8    

Mean -0.33 0.13    

SD 1.000 0.991    

Min -2.00 -1.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.54 (-1.23, 0.15)     

Ls Meanb -0.43 0.06 -0.49 (-1.12, 0.14) 0.125  

SEb 0.227 0.233    

95% CIb -0.88, 0.01 -0.40, 0.52    

Ls Meanc -0.65 -0.02 -0.64 (-1.63, 0.36) 0.189  

SEc 0.375 0.327    

95% CIc -1.47, 0.16 -0.73, 0.69    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.33 1.00    

SD 0.500 1.414    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 4.00    

 

   Change n 8 7    

Mean -0.75 -0.14    

SD 0.707 1.215    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.98 (-1.69, -0.27)     

Ls Meanb -0.98 -0.08 -0.89 (-1.54, -0.24) 0.007  

SEb 0.233 0.240    

95% CIb -1.43, -0.52 -0.56, 0.39    

Ls Meanc -1.01 -0.23 -0.79 (-1.98, 0.41) 0.174  

SEc 0.421 0.370    

95% CIc -1.95, -0.07 -1.05, 0.60    

 

  Day 15 Actual n 8 5    

Mean 0.25 0.00    

SD 0.463 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -1.00 -0.80    

SD 0.577 1.095    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.81, 0.71)     

Ls Meanb -1.13 -1.09 -0.05 (-0.74, 0.65) 0.892  

SEb 0.242 0.264    

95% CIb -1.61, -0.66 -1.60, -0.57    

Ls Meanc -0.85 -0.85 0.00 (-0.35, 0.35) 0.977  

SEc 0.108 0.118    

95% CIc -1.10, -0.59 -1.13, -0.57    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean -1.00 -0.83    

SD 0.707 0.983    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.46 (-1.24, 0.32)     

Ls Meanb -1.41 -0.99 -0.42 (-1.13, 0.30) 0.252  

SEb 0.268 0.250    

95% CIb -1.93, -0.88 -1.48, -0.50    

Ls Meanc -0.91 -0.91 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.91, -0.91 -0.91, -0.91    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.31 (-0.54, -0.08)     

Ls Meanb -0.56 -0.27 -0.29 (-0.53, -0.05) 0.022  

 

  Baseline Actual n 9 8    

Mean 0.67 0.75    

SD 1.000 0.886    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    

 

  Day 3 Actual n 10 8    

Mean 0.30 0.50    

SD 0.483 1.069    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 9 8    

Mean -0.44 -0.25    

SD 1.130 0.886    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.29 (-0.89, 0.31)     

Ls Meanb -0.44 -0.16 -0.27 (-0.84, 0.30) 0.347  

SEb 0.205 0.210    

95% CIb -0.84, -0.03 -0.58, 0.25    

Ls Meanc -0.60 -0.26 -0.34 (-1.27, 0.60) 0.447  

SEc 0.351 0.304    

95% CIc -1.36, 0.17 -0.92, 0.40    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.11 0.25    

SD 0.333 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 8 7    

Mean -0.25 -0.57    

SD 0.463 0.787    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.45 (-1.07, 0.17)     

Ls Meanb -0.53 -0.11 -0.43 (-1.01, 0.16) 0.155  

SEb 0.210 0.217    

95% CIb -0.95, -0.12 -0.53, 0.32    

Ls Meanc -0.39 -0.39 0.00 (-0.56, 0.55) 0.990  

SEc 0.188 0.164    

95% CIc -0.81, 0.03 -0.75, -0.02    

 

  Day 15 Actual n 8 5    

Mean 0.25 0.40    

SD 0.707 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.29 -0.20    

SD 0.488 1.095    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-0.90, 0.42)     

Ls Meanb -0.65 -0.42 -0.23 (-0.86, 0.40) 0.482  

SEb 0.219 0.239    

95% CIb -1.07, -0.22 -0.89, 0.05    

Ls Meanc -0.11 0.22 -0.33 (-1.02, 0.37) 0.304  

SEc 0.222 0.239    

95% CIc -0.63, 0.41 -0.35, 0.78    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.17    

SD 0.000 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 6    

Mean -0.20 -0.33    

SD 0.447 0.816    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.41 (-1.09, 0.27)     

Ls Meanb -0.65 -0.25 -0.39 (-1.04, 0.25) 0.233  

SEb 0.243 0.226    

95% CIb -1.12, -0.17 -0.70, 0.19    

Ls Meanc -0.31 -0.17 -0.14 (-0.80, 0.52) 0.615  

SEc 0.228 0.132    

95% CIc -0.87, 0.25 -0.49, 0.15    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.36 (-0.54, -0.19)     

Ls Meanb -0.81 -0.41 -0.40 (-0.62, -0.18) 0.002  

 

  Baseline Actual n 9 8    

Mean 0.78 0.88    

SD 0.972 1.246    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 10 8    

Mean 0.30 1.00    

SD 0.483 0.926    

Min 0.00 0.00    

Median 0.00 1.00    

Max 1.00 2.00    

 

   Change n 9 8    

Mean -0.44 0.13    

SD 0.726 1.246    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.65 (-1.12, -0.17)     

Ls Meanb -0.53 0.19 -0.72 (-1.24, -0.19) 0.008  

SEb 0.189 0.193    

95% CIb -0.90, -0.15 -0.19, 0.57    

Ls Meanc -0.87 0.03 -0.90 (-1.58, -0.21) 0.015  

SEc 0.265 0.221    

95% CIc -1.45, -0.29 -0.45, 0.51    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 8 7    

Mean -0.50 -0.57    

SD 0.535 1.397    

Min -1.00 -3.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.44 (-0.93, 0.05)     

Ls Meanb -0.86 -0.37 -0.49 (-1.03, 0.05) 0.077  

SEb 0.194 0.200    

95% CIb -1.24, -0.48 -0.77, 0.02    

Ls Meanc -0.50 -0.43 -0.06 (-0.39, 0.26) 0.677  

SEc 0.117 0.098    

95% CIc -0.76, -0.24 -0.65, -0.21    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.20    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.43 -0.60    

SD 0.535 1.342    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.63, 0.42)     

Ls Meanb -0.85 -0.73 -0.12 (-0.71, 0.46) 0.682  

SEb 0.203 0.221    

95% CIb -1.25, -0.46 -1.17, -0.30    

Ls Meanc -0.44 -0.26 -0.18 (-0.53, 0.17) 0.263  

SEc 0.112 0.115    

95% CIc -0.71, -0.17 -0.53, 0.01    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.50    

SD 0.000 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 5 6    

Mean -0.60 -0.17    

SD 0.548 1.602    

Min -1.00 -2.00    

Median -1.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.52 (-1.06, 0.02)     

Ls Meanb -0.88 -0.31 -0.57 (-1.17, 0.03) 0.060  

SEb 0.226 0.209    

95% CIb -1.33, -0.44 -0.72, 0.10    

Ls Meanc -0.70 -0.20 -0.50 (-1.81, 0.81) 0.388  

SEc 0.419 0.284    

95% CIc -1.73, 0.32 -0.90, 0.49    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.11 (-0.35, 0.12)     

Ls Meanb -0.18 -0.13 -0.04 (-0.15, 0.06) 0.371  

 

  Baseline Actual n 9 8    

Mean 0.11 0.25    

SD 0.333 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

  Day 3 Actual n 10 8    

Mean 0.10 0.13    

SD 0.316 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 9 8    

Mean 0.00 -0.13    

SD 0.000 0.354    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.64, 0.65)     

Ls Meanb -0.08 -0.08 0.00 (-0.26, 0.26) 0.996  

SEb 0.093 0.095    

95% CIb -0.27, 0.10 -0.27, 0.10    

Ls Meanc 0.00 -0.10 0.10 (-0.17, 0.37) 0.447  

SEc 0.104 0.084    

95% CIc -0.22, 0.23 -0.28, 0.09    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 77 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.11 0.00    

SD 0.333 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 8 7    

Mean 0.00 -0.29    

SD 0.000 0.488    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.32, 1.02)     

Ls Meanb -0.07 -0.21 0.14 (-0.13, 0.41) 0.306  

SEb 0.096 0.099    

95% CIb -0.26, 0.12 -0.40, -0.01    

Ls Meanc 0.02 -0.23 0.25 (-0.06, 0.55) 0.102  

SEc 0.109 0.086    

95% CIc -0.22, 0.26 -0.42, -0.04    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.14 -0.20    

SD 0.378 0.447    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.71, 0.74)     

Ls Meanb -0.20 -0.21 0.00 (-0.29, 0.30) 0.974  

SEb 0.100 0.110    

95% CIb -0.40, 0.00 -0.42, 0.01    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean 0.00 -0.17    

SD 0.000 0.408    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.86, 0.63)     

Ls Meanb -0.15 -0.10 -0.05 (-0.35, 0.25) 0.764  

SEb 0.113 0.104    

95% CIb -0.37, 0.07 -0.31, 0.10    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.52 (-0.72, -0.32)     

Ls Meanb -0.39 -0.02 -0.37 (-0.53, -0.21) <.001  

 

  Baseline Actual n 9 8    

Mean 0.44 0.25    

SD 0.726 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 10 8    

Mean 0.50 0.75    

SD 0.850 1.035    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 9 8    

Mean -0.11 0.50    

SD 0.333 0.926    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.85 (-1.43, -0.28)     

Ls Meanb -0.19 0.42 -0.61 (-1.02, -0.20) 0.004  

SEb 0.147 0.151    

95% CIb -0.48, 0.10 0.12, 0.72    

Ls Meanc -0.45 0.36 -0.81 (-1.50, -0.12) 0.026  

SEc 0.260 0.222    

95% CIc -1.01, 0.12 -0.12, 0.85    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.67 0.25    

SD 1.118 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 8 7    

Mean -0.13 0.00    

SD 0.354 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.45 (-1.04, 0.14)     

Ls Meanb -0.20 0.13 -0.32 (-0.75, 0.10) 0.137  

SEb 0.152 0.158    

95% CIb -0.50, 0.10 -0.18, 0.44    

Ls Meanc -0.20 -0.03 -0.17 (-0.42, 0.08) 0.155  

SEc 0.087 0.075    

95% CIc -0.39, -0.01 -0.20, 0.14    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.43 0.00    

SD 0.787 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.40 (-1.05, 0.24)     

Ls Meanb -0.48 -0.19 -0.29 (-0.75, 0.17) 0.220  

SEb 0.159 0.176    

95% CIb -0.79, -0.17 -0.54, 0.16    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean -0.40 0.00    

SD 0.894 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.64 (-1.31, 0.02)     

Ls Meanb -0.59 -0.13 -0.46 (-0.94, 0.02) 0.058  

SEb 0.180 0.166    

95% CIb -0.94, -0.23 -0.45, 0.20    

Ls Meanc -0.18 -0.18 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.18, -0.18 -0.18, -0.18    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.40 (-0.69, -0.11)     

Ls Meanb -0.48 -0.23 -0.25 (-0.45, -0.05) 0.020  

 

  Baseline Actual n 9 8    

Mean 0.56 0.25    

SD 0.726 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 10 8    

Mean 0.30 0.63    

SD 0.675 0.744    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 2.00    

 

   Change n 9 8    

Mean -0.22 0.38    

SD 0.441 0.744    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.84 (-1.52, -0.16)     

Ls Meanb -0.29 0.23 -0.52 (-0.94, -0.10) 0.016  

SEb 0.154 0.153    

95% CIb -0.59, 0.02 -0.07, 0.53    

Ls Meanc -0.55 0.25 -0.81 (-1.50, -0.11) 0.027  

SEc 0.268 0.202    

95% CIc -1.14, 0.03 -0.19, 0.69    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.78 0.38    

SD 1.093 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 8 7    

Mean -0.13 0.14    

SD 0.641 0.900    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.61 (-1.31, 0.10)     

Ls Meanb -0.16 0.22 -0.37 (-0.81, 0.06) 0.092  

SEb 0.157 0.157    

95% CIb -0.47, 0.15 -0.09, 0.52    

Ls Meanc -0.47 0.02 -0.49 (-1.45, 0.47) 0.280  

SEc 0.336 0.262    

95% CIc -1.22, 0.28 -0.56, 0.60    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.57 -0.20    

SD 0.787 0.447    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.17 (-0.92, 0.58)     

Ls Meanb -0.57 -0.46 -0.11 (-0.57, 0.36) 0.655  

SEb 0.163 0.172    

95% CIb -0.89, -0.25 -0.80, -0.12    

Ls Meanc -0.42 -0.42 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.42, -0.42 -0.42, -0.42    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean -0.60 -0.17    

SD 0.894 0.408    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.44 (-1.20, 0.33)     

Ls Meanb -0.67 -0.41 -0.27 (-0.74, 0.20) 0.264  

SEb 0.179 0.164    

95% CIb -1.03, -0.32 -0.73, -0.08    

Ls Meanc -0.36 -0.36 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.36, -0.36 -0.36, -0.36    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.16 (-0.32, -0.01)     

Ls Meanb -0.38 -0.25 -0.12 (-0.24, 0.00) 0.055  

 

  Baseline Actual n 9 8    

Mean 0.44 0.63    

SD 0.527 0.916    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 3 Actual n 10 8    

Mean 0.50 0.88    

SD 0.707 0.835    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 9 8    

Mean 0.00 0.25    

SD 0.866 0.463    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.52 (-1.06, 0.02)     

Ls Meanb -0.04 0.34 -0.38 (-0.78, 0.01) 0.059  

SEb 0.140 0.146    

95% CIb -0.31, 0.24 0.06, 0.63    

Ls Meanc -0.18 0.24 -0.42 (-1.21, 0.37) 0.269  

SEc 0.295 0.256    

95% CIc -0.83, 0.46 -0.32, 0.79    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.22 0.38    

SD 0.441 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 8 7    

Mean -0.25 -0.14    

SD 0.463 0.900    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.66, 0.47)     

Ls Meanb -0.25 -0.18 -0.07 (-0.49, 0.35) 0.743  

SEb 0.147 0.154    

95% CIb -0.54, 0.04 -0.48, 0.12    

Ls Meanc -0.08 -0.14 0.07 (-0.54, 0.67) 0.811  

SEc 0.214 0.186    

95% CIc -0.55, 0.40 -0.56, 0.27    

 

  Day 15 Actual n 8 5    

Mean 0.25 0.20    

SD 0.463 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.29 -0.80    

SD 0.756 1.095    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.61, 0.65)     

Ls Meanb -0.34 -0.36 0.02 (-0.45, 0.48) 0.947  

SEb 0.156 0.179    

95% CIb -0.65, -0.04 -0.71, 0.00    

Ls Meanc -0.44 -0.33 -0.11 (-0.84, 0.62) 0.740  

SEc 0.213 0.239    

95% CIc -0.94, 0.06 -0.90, 0.23    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean -0.40 -0.83    

SD 0.548 0.983    

Min -1.00 -2.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.39, 0.92)     

Ls Meanb -0.41 -0.60 0.19 (-0.29, 0.68) 0.428  

SEb 0.181 0.165    

95% CIb -0.76, -0.05 -0.93, -0.28    

Ls Meanc -0.64 -0.64 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.64, -0.64 -0.64, -0.64    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.19 (-0.65, 0.26)     

Ls Meanb -0.28 -0.15 -0.12 (-0.44, 0.20) 0.414  

 

  Baseline Actual n 9 8    

Mean 0.44 0.38    

SD 0.527 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 3 Actual n 10 8    

Mean 0.50 0.50    

SD 0.707 1.069    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 9 8    

Mean 0.11 0.13    

SD 0.333 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-1.21, 0.95)     

Ls Meanb -0.06 0.02 -0.08 (-0.77, 0.61) 0.816  

SEb 0.251 0.256    

95% CIb -0.55, 0.43 -0.48, 0.52    

Ls Meanc 0.08 0.13 -0.05 (-0.35, 0.25) 0.740  

SEc 0.115 0.099    

95% CIc -0.17, 0.33 -0.09, 0.34    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.22 0.75    

SD 0.441 1.165    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 8 7    

Mean -0.13 0.43    

SD 0.354 1.134    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.89 (-2.00, 0.22)     

Ls Meanb -0.29 0.28 -0.57 (-1.28, 0.14) 0.117  

SEb 0.256 0.263    

95% CIb -0.79, 0.22 -0.23, 0.80    

Ls Meanc -0.54 0.36 -0.89 (-1.84, 0.05) 0.061  

SEc 0.338 0.286    

95% CIc -1.29, 0.21 -0.28, 0.99    

 

  Day 15 Actual n 8 5    

Mean 0.38 0.60    

SD 0.744 1.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean 0.00 0.60    

SD 0.816 1.342    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.25 (-1.43, 0.93)     

Ls Meanb -0.24 -0.08 -0.16 (-0.91, 0.60) 0.679  

SEb 0.265 0.285    

95% CIb -0.76, 0.29 -0.64, 0.48    

Ls Meanc -0.23 0.19 -0.42 (-2.22, 1.39) 0.603  

SEc 0.533 0.592    

95% CIc -1.49, 1.03 -1.21, 1.59    

 

  Day 29 Actual n 6 6    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 5 6    

Mean 0.00 0.00    

SD 1.225 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-1.11, 1.30)     

Ls Meanb -0.18 -0.24 0.06 (-0.71, 0.83) 0.878  

SEb 0.291 0.272    

95% CIb -0.75, 0.39 -0.78, 0.29    

Ls Meanc 0.44 -0.35 0.79 (-0.54, 2.11) 0.196  

SEc 0.416 0.287    

95% CIc -0.58, 1.45 -1.06, 0.35    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.29 (-0.46, -0.13)     

Ls Meanb -0.68 -0.42 -0.26 (-0.42, -0.10) 0.005  

 

  Baseline Actual n 9 8    

Mean 0.56 0.75    

SD 0.726 1.035    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 3.00    

 

  Day 3 Actual n 10 8    

Mean 0.50 0.38    

SD 0.850 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 8    

Mean -0.11 -0.38    

SD 0.928 0.744    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.48, 0.46)     

Ls Meanb -0.30 -0.29 -0.01 (-0.42, 0.41) 0.967  

SEb 0.149 0.153    

95% CIb -0.59, -0.01 -0.59, 0.01    

Ls Meanc -0.20 -0.32 0.12 (-0.61, 0.85) 0.732  

SEc 0.280 0.232    

95% CIc -0.81, 0.41 -0.83, 0.19    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.00 0.25    

SD 0.000 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 8 7    

Mean -0.38 -0.14    

SD 0.518 0.690    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.36 (-0.85, 0.12)     

Ls Meanb -0.75 -0.43 -0.32 (-0.75, 0.11) 0.145  

SEb 0.154 0.159    

95% CIb -1.05, -0.44 -0.74, -0.11    

Ls Meanc -0.58 -0.15 -0.42 (-0.81, -0.04) 0.035  

SEc 0.137 0.119    

95% CIc -0.88, -0.27 -0.42, 0.11    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.60    

SD 0.000 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean -0.43 -0.60    

SD 0.535 1.517    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.55 (-1.08, -0.02)     

Ls Meanb -0.74 -0.26 -0.49 (-0.96, -0.02) 0.041  

SEb 0.161 0.178    

95% CIb -1.06, -0.43 -0.61, 0.09    

Ls Meanc -1.19 -0.21 -0.97 (-1.87, -0.08) 0.037  

SEc 0.288 0.263    

95% CIc -1.87, -0.50 -0.83, 0.41    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.17    

SD 0.000 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 5 6    

Mean -0.20 -0.83    

SD 0.447 1.169    

Min -1.00 -3.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.17 (-0.71, 0.38)     

Ls Meanb -0.71 -0.56 -0.15 (-0.63, 0.34) 0.547  

SEb 0.182 0.167    

95% CIb -1.07, -0.35 -0.89, -0.23    

Ls Meanc -0.99 -0.42 -0.57 (-1.32, 0.19) 0.115  

SEc 0.244 0.135    

95% CIc -1.58, -0.39 -0.75, -0.09    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb 0.00 0.00 0.00 (-0.01, 0.01) 0.541  

 

  Baseline Actual n 9 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

  Day 3 Actual n 10 8    

Mean 0.10 0.00    

SD 0.316 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 9 8    

Mean 0.11 0.00    

SD 0.333 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb 0.11 0.00 0.11 (0.06, 0.16) <.001  

SEb 0.017 0.018    

95% CIb 0.08, 0.14 -0.03, 0.03    

Ls Meanc 0.08 -0.01 0.10 (-0.19, 0.38) 0.488  

SEc 0.109 0.095    

95% CIc -0.15, 0.32 -0.22, 0.19    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 9 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 8 7    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb 0.00 0.00 0.00 (-0.05, 0.05) 0.976  

SEb 0.018 0.019    

95% CIb -0.04, 0.03 -0.04, 0.04    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 15 Actual n 8 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 5    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb 0.00 0.00 0.00 (-0.06, 0.06) 0.997  

SEb 0.019 0.022    

95% CIb -0.04, 0.04 -0.04, 0.04    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 29 Actual n 6 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

NE (NE, NE)     

Ls Meanb 0.00 0.00 0.00 (-0.06, 0.06) 0.926  

SEb 0.022 0.020    

95% CIb -0.04, 0.05 -0.04, 0.04    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Black or African 

American 

Body Aches Overall  Effect Size (95% 

CI)a 

0.26 (0.05, 0.46)     

Ls Meanb -0.81 -1.09 0.28 (0.05, 0.51) 0.020  

 

  Baseline Actual n 12 19    

Mean 1.50 1.42    

SD 1.243 0.961    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.85 0.71    

SD 1.068 0.772    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.80 -0.76    

SD 1.135 0.970    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.43, 0.55)     

Ls Meanb -0.64 -0.71 0.06 (-0.46, 0.59) 0.812  

SEb 0.233 0.196    

95% CIb -1.10, -0.19 -1.09, -0.32    

Ls Meanc -0.63 -0.65 0.02 (-0.64, 0.68) 0.946  

SEc 0.373 0.343    

95% CIc -1.40, 0.15 -1.36, 0.06    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.83 0.73    

SD 1.115 1.033    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean -0.60 -0.73    

SD 1.578 1.534    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.30 (-0.19, 0.79)     

Ls Meanb -0.43 -0.76 0.32 (-0.21, 0.85) 0.230  

SEb 0.232 0.199    

95% CIb -0.89, 0.02 -1.15, -0.37    

Ls Meanc -0.32 -0.57 0.25 (-0.73, 1.22) 0.603  

SEc 0.520 0.506    

95% CIc -1.40, 0.77 -1.62, 0.49    

 

  Day 15 Actual n 10 13    

Mean 0.30 0.15    

SD 0.675 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.88 -1.46    

SD 1.553 0.967    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.40 (-0.12, 0.93)     

Ls Meanb -0.79 -1.22 0.44 (-0.13, 1.00) 0.130  

SEb 0.246 0.205    

95% CIb -1.27, -0.30 -1.63, -0.82    

Ls Meanc -1.23 -1.45 0.22 (-0.35, 0.78) 0.429  

SEc 0.304 0.269    

95% CIc -1.88, -0.58 -2.02, -0.88    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.22    

SD 0.354 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 9    

Mean -1.67 -1.56    

SD 1.506 1.333    

Min -3.00 -3.00    

Median -2.00 -2.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.69, 0.45)     

Ls Meanb -1.35 -1.22 -0.13 (-0.74, 0.49) 0.683  

SEb 0.261 0.222    

95% CIb -1.86, -0.83 -1.65, -0.78    

Ls Meanc -1.80 -1.84 0.03 (-0.78, 0.85) 0.929  

SEc 0.391 0.479    

95% CIc -2.67, -0.93 -2.90, -0.77    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.14 (-0.03, 0.31)     

Ls Meanb -0.96 -1.10 0.14 (-0.04, 0.32) 0.115  

 

  Baseline Actual n 12 19    

Mean 1.50 1.00    

SD 1.243 0.816    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.31 0.35    

SD 0.630 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -1.30 -0.65    

SD 1.252 0.786    

Min -3.00 -2.00    

Median -1.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.50, 0.35)     

Ls Meanb -0.95 -0.87 -0.07 (-0.50, 0.35) 0.738  

SEb 0.185 0.154    

95% CIb -1.31, -0.58 -1.18, -0.57    

Ls Meanc -1.23 -0.99 -0.24 (-0.72, 0.23) 0.301  

SEc 0.256 0.241    

95% CIc -1.76, -0.70 -1.49, -0.49    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.25 0.47    

SD 0.866 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean -1.10 -0.60    

SD 1.287 1.352    

Min -3.00 -2.00    

Median -0.50 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.68, 0.17)     

Ls Meanb -1.01 -0.75 -0.25 (-0.68, 0.18) 0.247  

SEb 0.184 0.158    

95% CIb -1.37, -0.65 -1.06, -0.44    

Ls Meanc -0.77 -0.55 -0.22 (-1.07, 0.63) 0.595  

SEc 0.448 0.437    

95% CIc -1.71, 0.16 -1.46, 0.36    

 

  Day 15 Actual n 10 13    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.13 -1.08    

SD 1.246 0.760    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-0.24, 0.67)     

Ls Meanb -0.99 -1.20 0.22 (-0.24, 0.68) 0.358  

SEb 0.197 0.163    

95% CIb -1.37, -0.60 -1.52, -0.88    

Ls Meanc -1.10 -1.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.10, -1.10 -1.10, -1.10    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.22    

SD 0.000 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 9    

Mean -2.00 -0.89    

SD 1.265 1.054    

Min -3.00 -2.00    

Median -2.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.22 (-0.72, 0.29)     

Ls Meanb -1.31 -1.10 -0.22 (-0.72, 0.29) 0.405  

SEb 0.212 0.179    

95% CIb -1.73, -0.90 -1.45, -0.75    

Ls Meanc -1.54 -1.37 -0.17 (-1.11, 0.77) 0.697  

SEc 0.339 0.508    

95% CIc -2.29, -0.78 -2.50, -0.24    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.45 (0.19, 0.71)     

Ls Meanb -0.23 -0.65 0.42 (0.16, 0.68) 0.002  

 

  Baseline Actual n 12 19    

Mean 0.58 1.37    

SD 0.900 0.955    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.77 0.71    

SD 0.725 0.772    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -0.10 -0.59    

SD 0.568 0.795    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.53, 0.61)     

Ls Meanb -0.21 -0.25 0.04 (-0.49, 0.57) 0.882  

SEb 0.234 0.199    

95% CIb -0.67, 0.25 -0.64, 0.14    

Ls Meanc -0.06 -0.25 0.19 (-0.31, 0.68) 0.439  

SEc 0.268 0.251    

95% CIc -0.62, 0.49 -0.77, 0.27    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.83 0.73    

SD 1.030 0.799    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean 0.40 -0.60    

SD 1.075 0.986    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.38 (-0.20, 0.95)     

Ls Meanb 0.05 -0.30 0.35 (-0.18, 0.89) 0.197  

SEb 0.233 0.202    

95% CIb -0.41, 0.51 -0.70, 0.09    

Ls Meanc 0.58 0.19 0.39 (-0.41, 1.18) 0.323  

SEc 0.389 0.382    

95% CIc -0.24, 1.39 -0.61, 0.99    

 

  Day 15 Actual n 10 13    

Mean 0.40 0.08    

SD 0.699 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.38 -1.15    

SD 0.744 1.144    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.73 (0.12, 1.34)     

Ls Meanb -0.24 -0.92 0.68 (0.12, 1.25) 0.019  

SEb 0.247 0.208    

95% CIb -0.72, 0.25 -1.33, -0.51    

Ls Meanc -0.74 -0.96 0.22 (-0.17, 0.60) 0.248  

SEc 0.198 0.177    

95% CIc -1.16, -0.32 -1.33, -0.58    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.22    

SD 0.354 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 9    

Mean 0.00 -0.89    

SD 0.000 1.269    

Min 0.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.37 (-0.29, 1.02)     

Ls Meanb -0.47 -0.82 0.34 (-0.27, 0.96) 0.274  

SEb 0.261 0.223    

95% CIb -0.99, 0.04 -1.25, -0.38    

Ls Meanc -0.60 -0.64 0.03 (-0.89, 0.96) 0.935  

SEc 0.398 0.447    

95% CIc -1.49, 0.28 -1.63, 0.36    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.39 (0.19, 0.59)     

Ls Meanb -0.66 -1.02 0.36 (0.17, 0.55) 0.001  

 

  Baseline Actual n 12 19    

Mean 1.58 1.26    

SD 0.900 0.933    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 1.08 0.94    

SD 0.954 0.659    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.20 -0.41    

SD 0.789 0.870    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.34 (-0.16, 0.85)     

Ls Meanb -0.25 -0.57 0.32 (-0.15, 0.78) 0.179  

SEb 0.202 0.169    

95% CIb -0.65, 0.15 -0.90, -0.23    

Ls Meanc -0.50 -0.73 0.23 (-0.29, 0.74) 0.370  

SEc 0.290 0.267    

95% CIc -1.10, 0.10 -1.28, -0.17    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 1.08 0.80    

SD 0.900 0.676    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.40 -0.47    

SD 1.075 0.915    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.31 (-0.19, 0.82)     

Ls Meanb -0.33 -0.62 0.29 (-0.18, 0.75) 0.228  

SEb 0.201 0.173    

95% CIb -0.73, 0.06 -0.96, -0.28    

Ls Meanc -0.26 -0.60 0.34 (-0.10, 0.78) 0.119  

SEc 0.230 0.227    

95% CIc -0.74, 0.22 -1.07, -0.13    

 

  Day 15 Actual n 10 13    

Mean 0.70 0.31    

SD 0.949 0.480    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.75 -1.00    

SD 1.035 1.291    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.61 (0.07, 1.15)     

Ls Meanb -0.63 -1.19 0.56 (0.06, 1.06) 0.028  

SEb 0.215 0.179    

95% CIb -1.06, -0.21 -1.54, -0.84    

Ls Meanc -0.59 -1.02 0.42 (-0.19, 1.03) 0.163  

SEc 0.330 0.300    

95% CIc -1.29, 0.11 -1.65, -0.38    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.56    

SD 0.354 0.527    

Min 0.00 0.00    

Median 0.00 1.00    

Max 1.00 1.00    

 

   Change n 6 9    

Mean -1.17 -1.11    

SD 0.753 1.269    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.74, 0.44)     

Ls Meanb -1.26 -1.12 -0.14 (-0.68, 0.41) 0.623  

SEb 0.230 0.195    

95% CIb -1.71, -0.81 -1.51, -0.74    

Ls Meanc -1.28 -0.88 -0.40 (-0.93, 0.14) 0.127  

SEc 0.260 0.298    

95% CIc -1.86, -0.70 -1.54, -0.21    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.49 -0.49 0.00 (-0.09, 0.09) 0.993  

 

  Baseline Actual n 12 19    

Mean 1.17 0.53    

SD 1.337 0.772    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.46 0.00    

SD 0.877 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 10 17    

Mean -0.50 -0.59    

SD 1.080 0.795    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.33 (0.01, 0.64)     

Ls Meanb -0.24 -0.58 0.33 (0.01, 0.65) 0.041  

SEb 0.135 0.107    

95% CIb -0.51, 0.02 -0.79, -0.36    

Ls Meanc -0.41 -0.70 0.30 (0.05, 0.54) 0.021  

SEc 0.138 0.128    

95% CIc -0.69, -0.12 -0.97, -0.44    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.33 0.20    

SD 0.888 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.70 -0.20    

SD 1.418 0.775    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.20, 0.44)     

Ls Meanb -0.25 -0.38 0.12 (-0.20, 0.45) 0.461  

SEb 0.134 0.113    

95% CIb -0.52, 0.01 -0.60, -0.15    

Ls Meanc 0.04 0.06 -0.02 (-0.64, 0.60) 0.944  

SEc 0.319 0.311    

95% CIc -0.62, 0.71 -0.59, 0.71    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.15    

SD 0.316 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.25 -0.15    

SD 1.389 0.899    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.48, 0.22)     

Ls Meanb -0.54 -0.41 -0.13 (-0.49, 0.23) 0.483  

SEb 0.148 0.119    

95% CIb -0.83, -0.25 -0.65, -0.18    

Ls Meanc -0.72 -0.79 0.07 (-0.50, 0.64) 0.798  

SEc 0.267 0.265    

95% CIc -1.29, -0.16 -1.35, -0.23    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean -1.00 -0.33    

SD 1.549 0.707    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.13 (-0.53, 0.28)     

Ls Meanb -0.69 -0.56 -0.13 (-0.54, 0.28) 0.538  

SEb 0.166 0.139    

95% CIb -1.01, -0.36 -0.83, -0.28    

Ls Meanc -0.60 -0.60 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.60, -0.60 -0.60, -0.60    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.23 (0.03, 0.43)     

Ls Meanb -0.29 -0.54 0.25 (0.02, 0.48) 0.036  

 

  Baseline Actual n 12 19    

Mean 1.17 0.58    

SD 1.193 1.017    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.46 0.47    

SD 0.776 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -0.30 -0.18    

SD 0.823 0.951    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.29, 0.68)     

Ls Meanb -0.11 -0.33 0.21 (-0.32, 0.74) 0.428  

SEb 0.231 0.195    

95% CIb -0.57, 0.34 -0.71, 0.06    

Ls Meanc -0.28 -0.33 0.05 (-0.52, 0.61) 0.860  

SEc 0.317 0.297    

95% CIc -0.94, 0.38 -0.94, 0.29    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.50 0.53    

SD 1.000 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.50 -0.07    

SD 1.354 1.280    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.64, 0.34)     

Ls Meanb -0.29 -0.13 -0.17 (-0.70, 0.37) 0.540  

SEb 0.230 0.199    

95% CIb -0.75, 0.16 -0.52, 0.26    

Ls Meanc -0.05 0.00 -0.05 (-0.73, 0.63) 0.873  

SEc 0.353 0.354    

95% CIc -0.79, 0.68 -0.74, 0.74    

 

  Day 15 Actual n 10 13    

Mean 0.30 0.23    

SD 0.675 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.50 -0.46    

SD 1.309 1.391    

Min -2.00 -3.00    

Median -0.50 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.39 (-0.13, 0.92)     

Ls Meanb -0.17 -0.60 0.43 (-0.14, 1.00) 0.140  

SEb 0.245 0.205    

95% CIb -0.65, 0.32 -1.00, -0.19    

Ls Meanc -0.45 -0.67 0.21 (-0.44, 0.87) 0.501  

SEc 0.356 0.327    

95% CIc -1.21, 0.30 -1.36, 0.03    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.00    

SD 0.354 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 9    

Mean -1.17 -1.00    

SD 1.722 1.225    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.36, 0.78)     

Ls Meanb -0.66 -0.89 0.23 (-0.39, 0.85) 0.464  

SEb 0.262 0.223    

95% CIb -1.17, -0.14 -1.33, -0.45    

Ls Meanc -1.01 -1.24 0.23 (-0.08, 0.54) 0.134  

SEc 0.142 0.174    

95% CIc -1.32, -0.69 -1.62, -0.85    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.00 (-0.20, 0.20)     

Ls Meanb -0.90 -0.90 0.00 (-0.22, 0.22) 0.992  

 

  Baseline Actual n 12 19    

Mean 1.42 1.63    

SD 1.165 0.955    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 1.00 1.53    

SD 1.080 0.943    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    

 

   Change n 10 17    

Mean -0.40 -0.06    

SD 1.174 0.827    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.32 (-0.89, 0.25)     

Ls Meanb -0.49 -0.15 -0.34 (-0.93, 0.26) 0.267  

SEb 0.255 0.210    

95% CIb -0.99, 0.01 -0.56, 0.26    

Ls Meanc -0.54 -0.08 -0.46 (-1.18, 0.25) 0.194  

SEc 0.401 0.367    

95% CIc -1.37, 0.29 -0.84, 0.68    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.92 1.13    

SD 1.084 0.834    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.40 -0.53    

SD 1.265 1.125    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.58, 0.57)     

Ls Meanb -0.48 -0.48 -0.01 (-0.60, 0.59) 0.986  

SEb 0.254 0.215    

95% CIb -0.98, 0.02 -0.90, -0.05    

Ls Meanc -0.41 -0.40 0.00 (-0.82, 0.81) 0.995  

SEc 0.435 0.423    

95% CIc -1.31, 0.50 -1.29, 0.48    

 

  Day 15 Actual n 10 13    

Mean 0.40 0.46    

SD 0.699 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.88 -1.31    

SD 1.126 1.182    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.59, 0.65)     

Ls Meanb -1.13 -1.15 0.03 (-0.62, 0.67) 0.933  

SEb 0.274 0.224    

95% CIb -1.67, -0.59 -1.60, -0.71    

Ls Meanc -1.21 -1.11 -0.11 (-0.82, 0.60) 0.751  

SEc 0.370 0.328    

95% CIc -2.00, -0.43 -1.80, -0.41    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.33    

SD 0.354 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 6 9    

Mean -1.50 -1.44    

SD 1.643 1.130    

Min -3.00 -3.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.81, 0.57)     

Ls Meanb -1.43 -1.30 -0.13 (-0.85, 0.59) 0.731  

SEb 0.298 0.250    

95% CIb -2.01, -0.84 -1.79, -0.81    

Ls Meanc -1.64 -1.51 -0.13 (-0.76, 0.51) 0.666  

SEc 0.307 0.365    

95% CIc -2.32, -0.95 -2.33, -0.70    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.30 (0.08, 0.52)     

Ls Meanb -0.61 -0.92 0.31 (0.07, 0.54) 0.013  

 

  Baseline Actual n 12 19    

Mean 1.25 1.32    

SD 1.055 1.003    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.77 0.41    

SD 1.092 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.80 -0.94    

SD 1.135 1.144    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.34, 0.71)     

Ls Meanb -0.70 -0.89 0.19 (-0.35, 0.73) 0.492  

SEb 0.239 0.201    

95% CIb -1.17, -0.23 -1.28, -0.49    

Ls Meanc -1.01 -1.12 0.11 (-0.53, 0.76) 0.719  

SEc 0.367 0.337    

95% CIc -1.77, -0.25 -1.82, -0.42    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 1.00 0.47    

SD 1.128 0.516    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 1.00    

 

   Change n 10 15    

Mean -0.20 -0.73    

SD 1.317 1.223    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.52 (-0.01, 1.05)     

Ls Meanb -0.27 -0.80 0.53 (-0.01, 1.07) 0.055  

SEb 0.237 0.204    

95% CIb -0.74, 0.19 -1.21, -0.40    

Ls Meanc -0.09 -0.60 0.51 (-0.19, 1.22) 0.146  

SEc 0.380 0.370    

95% CIc -0.88, 0.70 -1.37, 0.17    

 

  Day 15 Actual n 10 13    

Mean 0.20 0.15    

SD 0.632 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.00 -1.15    

SD 1.195 0.899    

Min -3.00 -2.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.38 (-0.19, 0.94)     

Ls Meanb -0.66 -1.04 0.38 (-0.19, 0.96) 0.192  

SEb 0.253 0.210    

95% CIb -1.15, -0.16 -1.45, -0.63    

Ls Meanc -0.81 -0.98 0.17 (-0.27, 0.62) 0.418  

SEc 0.239 0.215    

95% CIc -1.32, -0.30 -1.44, -0.53    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.33    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 6 9    

Mean -1.33 -1.44    

SD 1.211 1.014    

Min -3.00 -3.00    

Median -1.50 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.57, 0.65)     

Ls Meanb -1.16 -1.20 0.04 (-0.59, 0.67) 0.897  

SEb 0.268 0.227    

95% CIb -1.68, -0.63 -1.65, -0.75    

Ls Meanc -1.64 -1.25 -0.39 (-0.86, 0.09) 0.100  

SEc 0.238 0.265    

95% CIc -2.16, -1.11 -1.84, -0.66    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.19 (-0.03, 0.41)     

Ls Meanb -0.79 -1.00 0.21 (-0.04, 0.46) 0.096  

 

  Baseline Actual n 12 19    

Mean 1.58 1.32    

SD 1.165 1.057    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.69 0.88    

SD 1.032 0.993    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 10 17    

Mean -1.00 -0.47    

SD 1.054 1.125    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.23 (-0.73, 0.27)     

Ls Meanb -0.72 -0.47 -0.25 (-0.80, 0.30) 0.374  

SEb 0.244 0.207    

95% CIb -1.20, -0.24 -0.88, -0.07    

Ls Meanc -0.66 -0.28 -0.38 (-1.14, 0.38) 0.306  

SEc 0.425 0.395    

95% CIc -1.55, 0.22 -1.10, 0.54    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.58 0.73    

SD 1.084 1.033    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean -0.90 -0.60    

SD 1.287 1.549    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.56, 0.44)     

Ls Meanb -0.71 -0.64 -0.07 (-0.62, 0.49) 0.814  

SEb 0.243 0.210    

95% CIb -1.18, -0.23 -1.05, -0.23    

Ls Meanc -0.42 -0.32 -0.10 (-1.05, 0.84) 0.821  

SEc 0.505 0.490    

95% CIc -1.48, 0.63 -1.34, 0.70    

 

  Day 15 Actual n 10 13    

Mean 0.30 0.23    

SD 0.675 0.439    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.25 -1.38    

SD 1.035 0.870    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.42, 0.65)     

Ls Meanb -0.98 -1.10 0.12 (-0.46, 0.71) 0.678  

SEb 0.258 0.216    

95% CIb -1.48, -0.47 -1.52, -0.68    

Ls Meanc -1.40 -1.34 -0.06 (-0.46, 0.34) 0.753  

SEc 0.218 0.193    

95% CIc -1.86, -0.94 -1.75, -0.93    

 

  Day 29 Actual n 8 9    

Mean 0.13 0.22    

SD 0.354 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 9    

Mean -1.67 -1.44    

SD 1.506 1.590    

Min -3.00 -3.00    

Median -2.00 -2.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.70, 0.45)     

Ls Meanb -1.26 -1.13 -0.13 (-0.77, 0.50) 0.679  

SEb 0.272 0.231    

95% CIb -1.79, -0.73 -1.58, -0.67    

Ls Meanc -1.78 -1.88 0.09 (-0.67, 0.86) 0.791  

SEc 0.358 0.442    

95% CIc -2.58, -0.98 -2.86, -0.89    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.47 -0.44 -0.03 (-0.16, 0.10) 0.629  

 

  Baseline Actual n 12 19    

Mean 0.92 0.37    

SD 1.084 0.831    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.46 0.41    

SD 0.967 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.50 0.00    

SD 0.850 0.707    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.47, 0.29)     

Ls Meanb -0.24 -0.16 -0.08 (-0.44, 0.28) 0.651  

SEb 0.153 0.125    

95% CIb -0.54, 0.06 -0.40, 0.09    

Ls Meanc -0.50 -0.22 -0.28 (-0.76, 0.20) 0.236  

SEc 0.262 0.245    

95% CIc -1.05, 0.04 -0.73, 0.28    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.42 0.33    

SD 0.900 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.30 -0.13    

SD 1.059 0.915    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.34, 0.44)     

Ls Meanb -0.21 -0.25 0.05 (-0.32, 0.41) 0.802  

SEb 0.152 0.128    

95% CIb -0.51, 0.09 -0.51, 0.00    

Ls Meanc -0.11 -0.13 0.02 (-0.65, 0.70) 0.947  

SEc 0.357 0.347    

95% CIc -0.86, 0.63 -0.86, 0.59    

 

  Day 15 Actual n 10 13    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.75 -0.31    

SD 0.886 0.855    

Min -2.00 -3.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.54, 0.30)     

Ls Meanb -0.66 -0.54 -0.12 (-0.51, 0.28) 0.561  

SEb 0.165 0.135    

95% CIb -0.98, -0.34 -0.81, -0.28    

Ls Meanc -0.48 -0.48 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.48, -0.48 -0.48, -0.48    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean -1.00 -0.44    

SD 1.265 1.014    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.44, 0.50)     

Ls Meanb -0.64 -0.66 0.03 (-0.41, 0.47) 0.900  

SEb 0.181 0.152    

95% CIb -0.99, -0.28 -0.96, -0.37    

Ls Meanc -0.67 -0.67 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.67, -0.67 -0.67, -0.67    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.08 (-0.27, 0.11)     

Ls Meanb -0.64 -0.56 -0.08 (-0.27, 0.11) 0.408  

 

  Baseline Actual n 12 19    

Mean 0.50 0.84    

SD 0.905 0.958    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.31 0.65    

SD 0.630 0.996    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 17    

Mean -0.50 -0.18    

SD 0.850 1.015    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.54 (-1.02, -0.06)     

Ls Meanb -0.70 -0.20 -0.51 (-0.95, -0.06) 0.027  

SEb 0.198 0.164    

95% CIb -1.09, -0.32 -0.52, 0.12    

Ls Meanc -0.67 -0.14 -0.53 (-1.12, 0.06) 0.076  

SEc 0.340 0.308    

95% CIc -1.37, 0.04 -0.77, 0.50    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.08 0.80    

SD 0.289 1.146    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 10 15    

Mean -0.50 -0.07    

SD 0.850 1.438    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.46 (-0.94, 0.02)     

Ls Meanb -0.57 -0.14 -0.43 (-0.88, 0.02) 0.061  

SEb 0.197 0.167    

95% CIb -0.96, -0.18 -0.47, 0.19    

Ls Meanc -1.08 -0.44 -0.64 (-1.41, 0.13) 0.097  

SEc 0.424 0.402    

95% CIc -1.96, -0.20 -1.28, 0.40    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.23    

SD 0.316 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.38 -0.23    

SD 0.744 1.013    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.61, 0.42)     

Ls Meanb -0.71 -0.62 -0.09 (-0.57, 0.39) 0.716  

SEb 0.210 0.173    

95% CIb -1.13, -0.30 -0.96, -0.28    

Ls Meanc -0.54 -0.42 -0.12 (-0.65, 0.41) 0.627  

SEc 0.295 0.268    

95% CIc -1.17, 0.09 -0.98, 0.15    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean 0.00 -0.33    

SD 0.000 0.707    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.53, 0.59)     

Ls Meanb -0.70 -0.73 0.03 (-0.50, 0.56) 0.910  

SEb 0.224 0.188    

95% CIb -1.14, -0.26 -1.10, -0.36    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.16)     

Ls Meanb -0.72 -0.66 -0.06 (-0.29, 0.17) 0.589  

 

  Baseline Actual n 12 19    

Mean 0.83 0.79    

SD 1.115 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.38 0.71    

SD 0.650 1.047    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 17    

Mean -0.50 -0.12    

SD 0.850 1.111    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.41 (-0.85, 0.04)     

Ls Meanb -0.59 -0.18 -0.42 (-0.87, 0.04) 0.073  

SEb 0.208 0.179    

95% CIb -1.00, -0.19 -0.53, 0.17    

Ls Meanc -0.71 -0.17 -0.54 (-1.18, 0.11) 0.100  

SEc 0.373 0.340    

95% CIc -1.48, 0.07 -0.88, 0.53    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.33 0.60    

SD 0.888 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 10 15    

Mean -0.50 -0.27    

SD 0.850 1.163    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.17 (-0.61, 0.28)     

Ls Meanb -0.56 -0.39 -0.17 (-0.63, 0.29) 0.465  

SEb 0.207 0.181    

95% CIb -0.97, -0.15 -0.74, -0.03    

Ls Meanc -0.57 -0.36 -0.21 (-0.92, 0.51) 0.556  

SEc 0.386 0.377    

95% CIc -1.37, 0.24 -1.15, 0.42    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.15    

SD 0.316 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.50 -0.31    

SD 0.756 1.109    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.54, 0.40)     

Ls Meanb -0.82 -0.75 -0.07 (-0.56, 0.41) 0.765  

SEb 0.218 0.185    

95% CIb -1.25, -0.40 -1.11, -0.39    

Ls Meanc -0.56 -0.52 -0.04 (-0.55, 0.47) 0.870  

SEc 0.279 0.258    

95% CIc -1.15, 0.04 -1.06, 0.03    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean -0.50 -0.33    

SD 1.225 0.707    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.58, 0.42)     

Ls Meanb -0.82 -0.74 -0.08 (-0.60, 0.43) 0.750  

SEb 0.227 0.195    

95% CIb -1.27, -0.38 -1.12, -0.35    

Ls Meanc -0.40 -0.40 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.40, -0.40 -0.40, -0.40    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.14 (-0.06, 0.34)     

Ls Meanb -0.65 -0.77 0.12 (-0.06, 0.30) 0.191  

 

  Baseline Actual n 12 19    

Mean 0.75 1.21    

SD 0.965 0.787    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.38 0.35    

SD 0.650 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -0.40 -0.88    

SD 0.699 0.857    

Min -1.00 -2.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.64, 0.31)     

Ls Meanb -0.82 -0.68 -0.14 (-0.55, 0.27) 0.497  

SEb 0.180 0.150    

95% CIb -1.17, -0.47 -0.97, -0.38    

Ls Meanc -0.97 -0.93 -0.04 (-0.53, 0.45) 0.869  

SEc 0.258 0.238    

95% CIc -1.50, -0.43 -1.42, -0.43    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.33 0.67    

SD 0.651 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 15    

Mean -0.40 -0.60    

SD 1.075 1.352    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.74, 0.22)     

Ls Meanb -0.60 -0.38 -0.22 (-0.63, 0.19) 0.294  

SEb 0.179 0.153    

95% CIb -0.95, -0.25 -0.68, -0.08    

Ls Meanc -1.07 -0.83 -0.24 (-1.03, 0.55) 0.531  

SEc 0.418 0.398    

95% CIc -1.94, -0.20 -1.66, 0.00    

 

  Day 15 Actual n 10 13    

Mean 0.40 0.08    

SD 0.699 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.50 -1.00    

SD 0.926 0.816    

Min -2.00 -2.00    

Median -0.50 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.43 (-0.08, 0.94)     

Ls Meanb -0.55 -0.92 0.37 (-0.07, 0.81) 0.099  

SEb 0.191 0.158    

95% CIb -0.92, -0.17 -1.23, -0.61    

Ls Meanc -0.48 -0.97 0.49 (0.05, 0.94) 0.031  

SEc 0.238 0.213    

95% CIc -0.98, 0.03 -1.42, -0.52    

 

  Day 29 Actual n 8 9    

Mean 0.25 0.44    

SD 0.463 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 9    

Mean -0.17 -0.67    

SD 0.408 1.225    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.40, 0.72)     

Ls Meanb -0.53 -0.67 0.14 (-0.35, 0.62) 0.579  

SEb 0.203 0.172    

95% CIb -0.93, -0.13 -1.00, -0.33    

Ls Meanc -0.27 0.08 -0.35 (-1.33, 0.63) 0.448  

SEc 0.404 0.494    

95% CIc -1.17, 0.63 -1.02, 1.18    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.22, 0.29)     

Ls Meanb -0.63 -0.66 0.04 (-0.22, 0.29) 0.769  

 

  Baseline Actual n 12 19    

Mean 1.42 0.79    

SD 1.084 0.855    

Min 0.00 0.00    

Median 1.50 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.69 0.59    

SD 1.109 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 17    

Mean -0.50 -0.24    

SD 0.707 0.970    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.49, 0.71)     

Ls Meanb -0.24 -0.35 0.11 (-0.47, 0.68) 0.718  

SEb 0.249 0.210    

95% CIb -0.73, 0.25 -0.76, 0.07    

Ls Meanc -0.38 -0.28 -0.10 (-0.79, 0.59) 0.767  

SEc 0.378 0.353    

95% CIc -1.16, 0.41 -1.01, 0.45    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.42 0.60    

SD 0.996 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 10 15    

Mean -0.90 -0.40    

SD 1.101 1.183    

Min -3.00 -2.00    

Median -0.50 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.38 (-0.99, 0.22)     

Ls Meanb -0.71 -0.34 -0.36 (-0.94, 0.21) 0.217  

SEb 0.248 0.214    

95% CIb -1.19, -0.22 -0.76, 0.08    

Ls Meanc -0.25 0.01 -0.26 (-1.04, 0.52) 0.493  

SEc 0.405 0.401    

95% CIc -1.09, 0.60 -0.82, 0.85    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.31    

SD 0.316 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -1.00 -0.54    

SD 0.756 1.450    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.63, 0.67)     

Ls Meanb -0.68 -0.69 0.02 (-0.60, 0.63) 0.952  

SEb 0.265 0.221    

95% CIb -1.20, -0.16 -1.13, -0.26    

Ls Meanc -1.12 -0.97 -0.14 (-0.85, 0.56) 0.671  

SEc 0.377 0.349    

95% CIc -1.92, -0.31 -1.71, -0.23    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean -1.50 -0.78    

SD 1.378 0.972    

Min -3.00 -2.00    

Median -1.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.75, 0.66)     

Ls Meanb -1.02 -0.98 -0.04 (-0.71, 0.63) 0.908  

SEb 0.282 0.240    

95% CIb -1.58, -0.47 -1.45, -0.51    

Ls Meanc -1.07 -1.07 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.07, -1.07 -1.07, -1.07    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.12 (-0.02, 0.26)     

Ls Meanb -0.54 -0.65 0.12 (-0.03, 0.26) 0.113  

 

  Baseline Actual n 12 19    

Mean 1.08 0.89    

SD 1.084 0.937    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 17    

Mean 0.31 0.41    

SD 0.630 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 17    

Mean -0.60 -0.59    

SD 0.843 0.870    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.38, 0.45)     

Ls Meanb -0.47 -0.51 0.04 (-0.38, 0.45) 0.862  

SEb 0.177 0.144    

95% CIb -0.82, -0.13 -0.79, -0.23    

Ls Meanc -0.38 -0.45 0.08 (-0.30, 0.45) 0.685  

SEc 0.214 0.196    

95% CIc -0.82, 0.07 -0.86, -0.04    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.58 0.33    

SD 1.084 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 10 15    

Mean -0.30 -0.53    

SD 0.949 0.915    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.43 (0.01, 0.84)     

Ls Meanb -0.18 -0.60 0.42 (0.01, 0.84) 0.046  

SEb 0.175 0.148    

95% CIb -0.53, 0.16 -0.90, -0.31    

Ls Meanc -0.14 -0.45 0.31 (-0.22, 0.84) 0.239  

SEc 0.285 0.276    

95% CIc -0.74, 0.45 -1.03, 0.13    

 

  Day 15 Actual n 10 13    

Mean 0.40 0.15    

SD 0.966 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean -0.25 -0.77    

SD 1.581 0.832    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.45 (0.00, 0.90)     

Ls Meanb -0.28 -0.73 0.45 (0.00, 0.90) 0.050  

SEb 0.190 0.155    

95% CIb -0.65, 0.10 -1.03, -0.42    

Ls Meanc -0.36 -0.75 0.39 (-0.34, 1.12) 0.275  

SEc 0.394 0.353    

95% CIc -1.20, 0.47 -1.50, -0.01    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.22    

SD 0.000 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 6 9    

Mean -1.33 -0.67    

SD 1.211 0.866    

Min -3.00 -2.00    

Median -1.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-0.69, 0.33)     

Ls Meanb -0.97 -0.79 -0.18 (-0.69, 0.33) 0.484  

SEb 0.208 0.174    

95% CIb -1.38, -0.56 -1.13, -0.45    

Ls Meanc -1.01 -0.68 -0.33 (-0.79, 0.12) 0.131  

SEc 0.199 0.246    

95% CIc -1.45, -0.57 -1.22, -0.13    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.19 -0.19 -0.01 (-0.03, 0.02) 0.553  

 

  Baseline Actual n 12 19    

Mean 0.08 0.32    

SD 0.289 0.749    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 3 Actual n 13 17    

Mean 0.08 0.00    

SD 0.277 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 10 17    

Mean -0.10 -0.35    

SD 0.316 0.786    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.20, 0.20)     

Ls Meanb -0.20 -0.20 0.00 (-0.12, 0.12) 0.992  

SEb 0.051 0.040    

95% CIb -0.30, -0.10 -0.28, -0.12    

Ls Meanc -0.26 -0.26 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.26, -0.26 -0.26, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 15    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 15    

Mean -0.10 -0.27    

SD 0.316 0.704    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.20, 0.21)     

Ls Meanb -0.20 -0.20 0.00 (-0.12, 0.13) 0.974  

SEb 0.051 0.042    

95% CIb -0.30, -0.10 -0.28, -0.12    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    

 

  Day 15 Actual n 10 13    

Mean 0.10 0.00    

SD 0.316 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 13    

Mean 0.13 -0.15    

SD 0.354 0.555    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.02, 0.43)     

Ls Meanb -0.08 -0.20 0.12 (-0.01, 0.26) 0.076  

SEb 0.056 0.045    

95% CIb -0.19, 0.04 -0.29, -0.11    

Ls Meanc -0.02 -0.14 0.12 (-0.10, 0.35) 0.271  

SEc 0.122 0.108    

95% CIc -0.28, 0.24 -0.37, 0.09    

 

  Day 29 Actual n 8 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 9    

Mean 0.00 -0.22    

SD 0.000 0.667    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.26, 0.27)     

Ls Meanb -0.20 -0.20 0.00 (-0.16, 0.17) 0.960  

SEb 0.065 0.054    

95% CIb -0.32, -0.07 -0.31, -0.10    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Native Hawaiian 

or Other Pacific 

Islanders 

Body Aches Overall  Effect Size (95% 

CI)a 

0.07 (-0.09, 0.23)     

Ls Meanb -0.74 -0.81 0.07 (-0.09, 0.23) 0.384  

 

  Baseline Actual n 15 12    

Mean 1.27 1.00    

SD 1.033 0.853    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 0.56 0.74    

SD 0.784 0.806    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean -0.69 -0.10    

SD 1.251 1.101    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.32 (-0.87, 0.22)     

Ls Meanb -0.53 -0.22 -0.31 (-0.83, 0.21) 0.242  

SEb 0.179 0.203    

95% CIb -0.89, -0.18 -0.62, 0.17    

Ls Meanc -0.60 -0.44 -0.17 (-0.86, 0.52) 0.618  

SEc 0.271 0.296    

95% CIc -1.17, -0.03 -1.06, 0.19    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.47 0.50    

SD 0.800 0.966    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 13 10    

Mean -0.77 -0.80    

SD 1.092 1.033    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.44, 0.64)     

Ls Meanb -0.73 -0.83 0.10 (-0.42, 0.62) 0.713  

SEb 0.179 0.201    

95% CIb -1.08, -0.38 -1.22, -0.43    

Ls Meanc -0.91 -0.95 0.04 (-0.62, 0.71) 0.890  

SEc 0.257 0.274    

95% CIc -1.45, -0.37 -1.52, -0.37    

 

  Day 15 Actual n 14 15    

Mean 0.14 0.33    

SD 0.535 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -1.18 -0.90    

SD 1.250 0.876    

Min -3.00 -2.00    

Median -2.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.55, 0.58)     

Ls Meanb -0.95 -0.97 0.02 (-0.53, 0.56) 0.955  

SEb 0.195 0.204    

95% CIb -1.34, -0.57 -1.37, -0.57    

Ls Meanc -1.07 -1.15 0.08 (-0.42, 0.57) 0.748  

SEc 0.211 0.208    

95% CIc -1.52, -0.63 -1.59, -0.71    

 

  Day 29 Actual n 8 6    

Mean 0.25 0.33    

SD 0.707 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 7 6    

Mean -0.86 -0.83    

SD 1.464 0.983    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.58, 0.79)     

Ls Meanb -0.67 -0.77 0.10 (-0.56, 0.76) 0.770  

SEb 0.229 0.250    

95% CIb -1.12, -0.22 -1.26, -0.28    

Ls Meanc -0.81 -0.95 0.15 (-0.90, 1.20) 0.752  

SEc 0.385 0.482    

95% CIc -1.69, 0.08 -2.07, 0.16    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.01)     

Ls Meanb -0.53 -0.47 -0.07 (-0.15, 0.01) 0.102  

 

  Baseline Actual n 15 12    

Mean 0.67 0.42    

SD 0.724 0.669    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 0.56 0.42    

SD 0.922 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean -0.31 0.10    

SD 1.032 0.316    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.32, 0.53)     

Ls Meanb -0.13 -0.21 0.07 (-0.22, 0.37) 0.625  

SEb 0.101 0.115    

95% CIb -0.33, 0.06 -0.43, 0.02    

Ls Meanc -0.24 -0.05 -0.19 (-0.96, 0.59) 0.621  

SEc 0.276 0.313    

95% CIc -0.82, 0.34 -0.71, 0.60    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.24 0.44    

SD 0.664 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean -0.62 0.00    

SD 0.870 0.816    

Min -2.00 -1.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.40 (-0.83, 0.02)     

Ls Meanb -0.43 -0.15 -0.28 (-0.58, 0.01) 0.060  

SEb 0.100 0.114    

95% CIb -0.63, -0.24 -0.37, 0.07    

Ls Meanc -0.59 -0.28 -0.31 (-0.91, 0.29) 0.290  

SEc 0.211 0.239    

95% CIc -1.03, -0.14 -0.78, 0.23    

 

  Day 15 Actual n 14 15    

Mean 0.14 0.00    

SD 0.535 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.64 -0.40    

SD 0.674 0.699    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.48, 0.40)     

Ls Meanb -0.59 -0.56 -0.03 (-0.34, 0.28) 0.849  

SEb 0.110 0.115    

95% CIb -0.81, -0.37 -0.79, -0.33    

Ls Meanc -0.52 -0.52 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.52, -0.52 -0.52, -0.52    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 6    

Mean -0.86 -0.67    

SD 0.690 0.816    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.30, 0.79)     

Ls Meanb -0.49 -0.66 0.17 (-0.21, 0.56) 0.381  

SEb 0.133 0.145    

95% CIb -0.75, -0.23 -0.94, -0.37    

Ls Meanc -0.77 -0.77 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.77, -0.77 -0.77, -0.77    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.08 (-0.09, 0.25)     

Ls Meanb -0.47 -0.54 0.07 (-0.08, 0.21) 0.362  

 

  Baseline Actual n 15 12    

Mean 0.67 0.75    

SD 0.816 0.866    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 0.72 0.68    

SD 0.752 0.885    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean 0.08 -0.10    

SD 0.954 0.568    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.46, 0.52)     

Ls Meanb -0.12 -0.14 0.03 (-0.39, 0.44) 0.903  

SEb 0.143 0.160    

95% CIb -0.40, 0.16 -0.46, 0.17    

Ls Meanc -0.16 -0.22 0.06 (-0.56, 0.68) 0.843  

SEc 0.240 0.247    

95% CIc -0.67, 0.34 -0.74, 0.30    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.59 0.63    

SD 0.870 0.957    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean -0.08 -0.50    

SD 1.038 1.354    

Min -1.00 -2.00    

Median 0.00 -0.50    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.39, 0.58)     

Ls Meanb -0.25 -0.33 0.08 (-0.33, 0.49) 0.702  

SEb 0.142 0.158    

95% CIb -0.53, 0.03 -0.64, -0.02    

Ls Meanc -0.50 -0.57 0.07 (-0.70, 0.83) 0.859  

SEc 0.277 0.296    

95% CIc -1.08, 0.08 -1.19, 0.06    

 

  Day 15 Actual n 14 15    

Mean 0.29 0.27    

SD 0.469 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.18 -0.80    

SD 0.603 0.789    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.31 (-0.20, 0.83)     

Ls Meanb -0.40 -0.66 0.26 (-0.17, 0.69) 0.236  

SEb 0.155 0.162    

95% CIb -0.70, -0.09 -0.98, -0.34    

Ls Meanc -0.39 -0.77 0.38 (0.01, 0.75) 0.046  

SEc 0.152 0.144    

95% CIc -0.71, -0.07 -1.07, -0.46    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 6    

Mean -0.71 -1.00    

SD 0.756 1.095    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.41, 0.79)     

Ls Meanb -0.67 -0.83 0.16 (-0.35, 0.66) 0.537  

SEb 0.176 0.192    

95% CIb -1.01, -0.32 -1.20, -0.45    

Ls Meanc -0.85 -0.85 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.85, -0.85 -0.85, -0.85    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.48 (-0.76, -0.21)     

Ls Meanb -0.77 -0.44 -0.34 (-0.54, -0.13) 0.002  

 

  Baseline Actual n 15 12    

Mean 1.00 1.25    

SD 0.756 0.622    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 0.72 1.00    

SD 0.669 0.745    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean -0.23 -0.30    

SD 0.832 0.483    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.34 (-1.04, 0.36)     

Ls Meanb -0.45 -0.21 -0.24 (-0.73, 0.25) 0.338  

SEb 0.171 0.190    

95% CIb -0.79, -0.11 -0.58, 0.16    

Ls Meanc -0.43 -0.32 -0.11 (-0.68, 0.46) 0.686  

SEc 0.220 0.224    

95% CIc -0.89, 0.03 -0.79, 0.15    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.71 1.06    

SD 0.920 0.998    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 13 10    

Mean -0.38 -0.20    

SD 0.870 0.789    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.66 (-1.35, 0.03)     

Ls Meanb -0.55 -0.09 -0.46 (-0.95, 0.03) 0.063  

SEb 0.171 0.188    

95% CIb -0.89, -0.22 -0.46, 0.28    

Ls Meanc -0.50 -0.17 -0.34 (-1.08, 0.41) 0.351  

SEc 0.270 0.285    

95% CIc -1.07, 0.06 -0.76, 0.43    

 

  Day 15 Actual n 14 15    

Mean 0.29 0.80    

SD 0.469 0.862    

Min 0.00 0.00    

Median 0.00 1.00    

Max 1.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.55 -0.70    

SD 0.934 0.675    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.54 (-1.27, 0.20)     

Ls Meanb -0.90 -0.52 -0.38 (-0.89, 0.14) 0.152  

SEb 0.185 0.193    

95% CIb -1.26, -0.53 -0.90, -0.14    

Ls Meanc -0.96 -0.42 -0.54 (-1.04, -0.04) 0.035  

SEc 0.207 0.173    

95% CIc -1.40, -0.52 -0.79, -0.05    

 

  Day 29 Actual n 8 6    

Mean 0.13 0.33    

SD 0.354 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 7 6    

Mean -1.14 -1.00    

SD 0.900 0.632    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.86, 0.79)     

Ls Meanb -0.93 -0.90 -0.03 (-0.61, 0.55) 0.925  

SEb 0.203 0.221    

95% CIb -1.33, -0.53 -1.34, -0.47    

Ls Meanc -1.04 -1.03 -0.01 (-0.60, 0.59) 0.976  

SEc 0.189 0.242    

95% CIc -1.48, -0.60 -1.59, -0.47    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.15 (-0.33, 0.02)     

Ls Meanb -0.23 -0.14 -0.10 (-0.21, 0.02) 0.105  

 

  Baseline Actual n 15 12    

Mean 0.40 0.25    

SD 0.737 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 18 19    

Mean 0.44 0.37    

SD 0.784 0.684    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean 0.00 0.00    

SD 0.913 0.471    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.29, 0.67)     

Ls Meanb 0.05 -0.07 0.12 (-0.18, 0.42) 0.435  

SEb 0.105 0.118    

95% CIb -0.16, 0.25 -0.31, 0.16    

Ls Meanc -0.08 -0.14 0.06 (-0.53, 0.65) 0.839  

SEc 0.228 0.238    

95% CIc -0.56, 0.40 -0.64, 0.36    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.12 0.50    

SD 0.485 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean 0.00 0.10    

SD 0.408 0.568    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.41 (-0.89, 0.07)     

Ls Meanb -0.13 0.12 -0.26 (-0.56, 0.04) 0.093  

SEb 0.105 0.116    

95% CIb -0.34, 0.07 -0.11, 0.35    

Ls Meanc -0.12 0.05 -0.17 (-0.58, 0.24) 0.387  

SEc 0.151 0.156    

95% CIc -0.44, 0.19 -0.28, 0.38    

 

  Day 15 Actual n 14 15    

Mean 0.00 0.27    

SD 0.000 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.27 -0.10    

SD 0.647 0.738    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.30 (-0.80, 0.20)     

Ls Meanb -0.30 -0.11 -0.19 (-0.51, 0.13) 0.241  

SEb 0.114 0.119    

95% CIb -0.52, -0.08 -0.35, 0.12    

Ls Meanc -0.38 -0.16 -0.22 (-0.49, 0.06) 0.111  

SEc 0.117 0.109    

95% CIc -0.63, -0.13 -0.39, 0.07    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 6    

Mean -0.14 -0.17    

SD 0.378 0.408    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.58, 0.57)     

Ls Meanb -0.26 -0.25 0.00 (-0.36, 0.36) 0.987  

SEb 0.126 0.138    

95% CIb -0.50, -0.01 -0.52, 0.02    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.18, 0.21)     

Ls Meanb 0.04 0.03 0.01 (-0.08, 0.09) 0.880  

 

  Baseline Actual n 15 12    

Mean 0.13 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 18 19    

Mean 0.39 0.47    

SD 0.608 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean 0.31 0.20    

SD 0.630 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.22 (-0.48, 0.91)     

Ls Meanb 0.26 0.17 0.08 (-0.18, 0.35) 0.540  

SEb 0.092 0.104    

95% CIb 0.08, 0.44 -0.03, 0.38    

Ls Meanc 0.36 0.27 0.09 (-0.48, 0.66) 0.741  

SEc 0.222 0.229    

95% CIc -0.10, 0.83 -0.21, 0.75    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.24 0.38    

SD 0.562 0.806    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean 0.15 0.20    

SD 0.376 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.87, 0.51)     

Ls Meanb 0.12 0.19 -0.07 (-0.34, 0.20) 0.606  

SEb 0.092 0.103    

95% CIb -0.06, 0.29 -0.02, 0.39    

Ls Meanc 0.15 0.15 0.00 (-0.45, 0.46) 0.986  

SEc 0.166 0.177    

95% CIc -0.19, 0.50 -0.22, 0.52    

 

  Day 15 Actual n 14 15    

Mean 0.00 0.33    

SD 0.000 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.74, 0.70)     

Ls Meanb -0.04 -0.03 -0.01 (-0.29, 0.27) 0.951  

SEb 0.100 0.104    

95% CIb -0.23, 0.16 -0.23, 0.18    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.75, 1.00)     

Ls Meanb -0.03 -0.08 0.05 (-0.29, 0.39) 0.780  

SEb 0.118 0.128    

95% CIb -0.26, 0.20 -0.33, 0.17    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.26 (0.02, 0.50)     

Ls Meanb -0.59 -0.84 0.25 (0.00, 0.51) 0.047  

 

  Baseline Actual n 15 12    

Mean 1.20 1.17    

SD 1.082 0.835    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 0.94 1.05    

SD 0.998 0.911    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean -0.31 -0.10    

SD 1.032 1.197    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.24 (-0.86, 0.38)     

Ls Meanb -0.40 -0.17 -0.23 (-0.84, 0.37) 0.450  

SEb 0.211 0.237    

95% CIb -0.82, 0.02 -0.63, 0.30    

Ls Meanc -0.19 -0.08 -0.11 (-0.99, 0.77) 0.795  

SEc 0.343 0.354    

95% CIc -0.91, 0.53 -0.83, 0.66    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.94 0.63    

SD 0.966 0.957    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

   Change n 13 10    

Mean -0.31 -0.70    

SD 1.109 0.823    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.21 (-0.40, 0.83)     

Ls Meanb -0.38 -0.59 0.21 (-0.39, 0.81) 0.496  

SEb 0.211 0.233    

95% CIb -0.80, 0.03 -1.05, -0.14    

Ls Meanc -0.50 -0.83 0.34 (-0.49, 1.16) 0.404  

SEc 0.303 0.321    

95% CIc -1.13, 0.14 -1.51, -0.16    

 

  Day 15 Actual n 14 15    

Mean 0.43 0.27    

SD 0.756 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.73 -1.00    

SD 0.647 1.054    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.56, 0.73)     

Ls Meanb -0.90 -0.99 0.09 (-0.55, 0.72) 0.791  

SEb 0.229 0.240    

95% CIb -1.35, -0.45 -1.46, -0.52    

Ls Meanc -0.67 -0.88 0.20 (-0.30, 0.71) 0.408  

SEc 0.217 0.201    

95% CIc -1.13, -0.21 -1.30, -0.45    

 

  Day 29 Actual n 8 6    

Mean 0.38 0.67    

SD 0.744 0.516    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

   Change n 7 6    

Mean -0.71 -0.67    

SD 1.254 0.516    

Min -3.00 -1.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.71, 0.74)     

Ls Meanb -0.76 -0.77 0.01 (-0.70, 0.73) 0.974  

SEb 0.250 0.273    

95% CIb -1.25, -0.26 -1.31, -0.23    

Ls Meanc -0.95 -1.20 0.25 (-0.46, 0.97) 0.433  

SEc 0.210 0.282    

95% CIc -1.43, -0.46 -1.85, -0.55    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.04 (-0.14, 0.21)     

Ls Meanb -0.84 -0.88 0.04 (-0.14, 0.22) 0.672  

 

  Baseline Actual n 15 12    

Mean 1.40 1.17    

SD 0.910 1.030    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 18 19    

Mean 0.94 0.79    

SD 0.998 0.855    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean -0.38 -0.30    

SD 0.768 1.252    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.35, 0.69)     

Ls Meanb -0.25 -0.41 0.16 (-0.34, 0.66) 0.523  

SEb 0.174 0.196    

95% CIb -0.59, 0.09 -0.80, -0.03    

Ls Meanc 0.01 -0.17 0.18 (-0.51, 0.87) 0.590  

SEc 0.276 0.301    

95% CIc -0.56, 0.59 -0.80, 0.47    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.47 0.69    

SD 0.874 0.873    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean -1.00 -0.40    

SD 0.913 1.350    

Min -2.00 -3.00    

Median -1.00 -0.50    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.41 (-0.93, 0.10)     

Ls Meanb -0.87 -0.46 -0.40 (-0.90, 0.10) 0.115  

SEb 0.173 0.194    

95% CIb -1.21, -0.52 -0.85, -0.08    

Ls Meanc -0.78 -0.35 -0.42 (-1.20, 0.35) 0.264  

SEc 0.290 0.323    

95% CIc -1.39, -0.17 -1.03, 0.33    

 

  Day 15 Actual n 14 15    

Mean 0.29 0.40    

SD 0.611 0.737    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -1.27 -0.90    

SD 0.786 1.449    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.74, 0.35)     

Ls Meanb -1.12 -0.93 -0.19 (-0.71, 0.33) 0.478  

SEb 0.189 0.199    

95% CIb -1.49, -0.74 -1.32, -0.54    

Ls Meanc -0.87 -0.81 -0.06 (-0.50, 0.38) 0.775  

SEc 0.190 0.186    

95% CIc -1.27, -0.47 -1.20, -0.42    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 6    

Mean -1.00 -1.33    

SD 1.155 0.816    

Min -3.00 -2.00    

Median -1.00 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.38, 0.88)     

Ls Meanb -1.07 -1.31 0.24 (-0.37, 0.85) 0.442  

SEb 0.214 0.233    

95% CIb -1.49, -0.65 -1.77, -0.85    

Ls Meanc -1.15 -1.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.15, -1.15 -1.15, -1.15    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.06)     

Ls Meanb -0.92 -0.84 -0.08 (-0.22, 0.05) 0.227  

 

  Baseline Actual n 15 12    

Mean 1.33 1.08    

SD 0.900 0.793    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 0.78 0.53    

SD 0.943 0.772    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean -0.69 -0.60    

SD 1.182 0.699    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.34, 0.74)     

Ls Meanb -0.50 -0.67 0.17 (-0.29, 0.63) 0.469  

SEb 0.158 0.179    

95% CIb -0.81, -0.19 -1.03, -0.32    

Ls Meanc -0.62 -0.86 0.23 (-0.46, 0.93) 0.485  

SEc 0.265 0.286    

95% CIc -1.18, -0.07 -1.46, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.29 0.44    

SD 0.686 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean -1.08 -0.60    

SD 0.954 0.966    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.40 (-0.93, 0.14)     

Ls Meanb -1.00 -0.66 -0.34 (-0.80, 0.12) 0.146  

SEb 0.158 0.177    

95% CIb -1.31, -0.69 -1.01, -0.32    

Ls Meanc -1.08 -0.68 -0.40 (-0.98, 0.18) 0.167  

SEc 0.217 0.234    

95% CIc -1.53, -0.62 -1.17, -0.18    

 

  Day 15 Actual n 14 15    

Mean 0.14 0.27    

SD 0.535 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -1.36 -0.90    

SD 0.924 0.738    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.17 (-0.73, 0.40)     

Ls Meanb -1.15 -1.01 -0.14 (-0.62, 0.34) 0.561  

SEb 0.172 0.180    

95% CIb -1.49, -0.82 -1.37, -0.66    

Ls Meanc -1.21 -1.07 -0.14 (-0.34, 0.06) 0.161  

SEc 0.085 0.083    

95% CIc -1.39, -1.03 -1.24, -0.89    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.50    

SD 0.000 0.548    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 7 6    

Mean -1.29 -0.83    

SD 0.951 1.169    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.44 (-1.13, 0.25)     

Ls Meanb -1.03 -0.66 -0.38 (-0.96, 0.21) 0.210  

SEb 0.204 0.223    

95% CIb -1.44, -0.63 -1.10, -0.22    

Ls Meanc -1.36 -0.84 -0.52 (-1.12, 0.07) 0.078  

SEc 0.197 0.243    

95% CIc -1.82, -0.91 -1.40, -0.28    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.05 (-0.24, 0.14)     

Ls Meanb -0.08 -0.06 -0.03 (-0.13, 0.08) 0.596  

 

  Baseline Actual n 15 12    

Mean 0.20 0.25    

SD 0.561 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 18 19    

Mean 0.67 0.26    

SD 1.085 0.562    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean 0.69 0.00    

SD 1.182 0.667    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

1.02 (0.39, 1.65)     

Ls Meanb 0.60 0.07 0.53 (0.20, 0.85) 0.002  

SEb 0.112 0.126    

95% CIb 0.38, 0.82 -0.18, 0.32    

Ls Meanc 0.60 0.01 0.59 (-0.29, 1.48) 0.177  

SEc 0.347 0.347    

95% CIc -0.13, 1.33 -0.72, 0.74    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.12 0.50    

SD 0.485 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 13 10    

Mean 0.08 0.20    

SD 0.641 0.789    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.55 (-1.18, 0.07)     

Ls Meanb -0.01 0.27 -0.29 (-0.61, 0.04) 0.083  

SEb 0.111 0.124    

95% CIb -0.23, 0.21 0.03, 0.52    

Ls Meanc -0.03 0.16 -0.20 (-0.90, 0.51) 0.566  

SEc 0.257 0.266    

95% CIc -0.57, 0.51 -0.40, 0.72    

 

  Day 15 Actual n 14 15    

Mean 0.14 0.13    

SD 0.535 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.09 -0.30    

SD 0.302 0.483    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.63, 0.69)     

Ls Meanb -0.16 -0.17 0.01 (-0.33, 0.35) 0.933  

SEb 0.122 0.126    

95% CIb -0.39, 0.08 -0.42, 0.08    

Ls Meanc -0.19 -0.19 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.19, -0.19 -0.19, -0.19    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.17    

SD 0.000 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 7 6    

Mean 0.00 -0.17    

SD 0.000 0.753    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.31 (-1.10, 0.49)     

Ls Meanb -0.19 -0.03 -0.16 (-0.57, 0.25) 0.447  

SEb 0.143 0.155    

95% CIb -0.47, 0.09 -0.34, 0.27    

Ls Meanc -0.30 0.06 -0.36 (-0.77, 0.06) 0.083  

SEc 0.125 0.154    

95% CIc -0.58, -0.01 -0.29, 0.42    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.15 (-0.30, 0.59)     

Ls Meanb -0.16 -0.29 0.12 (-0.28, 0.53) 0.529  

 

  Baseline Actual n 15 12    

Mean 0.60 0.33    

SD 0.986 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 1.06 0.53    

SD 1.110 0.772    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean 0.69 0.30    

SD 1.182 0.675    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.41 (-0.40, 1.21)     

Ls Meanb 0.31 -0.04 0.35 (-0.34, 1.04) 0.322  

SEb 0.247 0.271    

95% CIb -0.17, 0.80 -0.57, 0.50    

Ls Meanc 0.29 -0.11 0.40 (-0.40, 1.19) 0.310  

SEc 0.313 0.308    

95% CIc -0.37, 0.94 -0.76, 0.54    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 1.12 0.50    

SD 1.269 0.894    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean 0.54 0.00    

SD 1.761 1.054    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.47 (-0.33, 1.27)     

Ls Meanb 0.26 -0.14 0.40 (-0.28, 1.09) 0.249  

SEb 0.248 0.269    

95% CIb -0.22, 0.75 -0.67, 0.39    

Ls Meanc 0.11 -0.38 0.49 (-0.46, 1.45) 0.293  

SEc 0.353 0.370    

95% CIc -0.63, 0.85 -1.16, 0.39    

 

  Day 15 Actual n 14 15    

Mean 0.50 0.60    

SD 0.941 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.18 0.10    

SD 1.401 1.101    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-1.05, 0.62)     

Ls Meanb -0.40 -0.22 -0.18 (-0.90, 0.53) 0.615  

SEb 0.262 0.276    

95% CIb -0.92, 0.11 -0.76, 0.32    

Ls Meanc -0.40 -0.22 -0.18 (-0.94, 0.59) 0.627  

SEc 0.328 0.303    

95% CIc -1.09, 0.30 -0.86, 0.42    

 

  Day 29 Actual n 8 6    

Mean 0.38 0.00    

SD 1.061 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 7 6    

Mean 0.14 -0.33    

SD 1.345 0.816    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.34 (-0.54, 1.22)     

Ls Meanb -0.23 -0.52 0.29 (-0.46, 1.04) 0.450  

SEb 0.270 0.293    

95% CIb -0.76, 0.30 -1.10, 0.05    

Ls Meanc -0.18 -0.68 0.50 (-0.85, 1.85) 0.419  

SEc 0.439 0.597    

95% CIc -1.19, 0.84 -2.05, 0.70    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.15 (-0.40, 0.09)     

Ls Meanb -0.21 -0.09 -0.12 (-0.34, 0.09) 0.238  

 

  Baseline Actual n 15 12    

Mean 0.40 0.33    

SD 0.828 0.778    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 0.61 0.58    

SD 0.916 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean 0.54 0.30    

SD 0.967 0.483    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.42, 0.74)     

Ls Meanb 0.27 0.14 0.13 (-0.34, 0.60) 0.580  

SEb 0.164 0.183    

95% CIb -0.05, 0.59 -0.22, 0.50    

Ls Meanc 0.24 0.05 0.18 (-0.51, 0.88) 0.587  

SEc 0.273 0.281    

95% CIc -0.34, 0.81 -0.54, 0.64    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.59 0.50    

SD 1.064 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 13 10    

Mean 0.31 0.00    

SD 1.032 0.943    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.56, 0.59)     

Ls Meanb 0.06 0.05 0.02 (-0.45, 0.48) 0.947  

SEb 0.164 0.181    

95% CIb -0.26, 0.39 -0.31, 0.40    

Ls Meanc -0.07 -0.07 0.00 (-0.79, 0.79) 0.998  

SEc 0.283 0.307    

95% CIc -0.66, 0.53 -0.71, 0.58    

 

  Day 15 Actual n 14 15    

Mean 0.14 0.47    

SD 0.363 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.09 -0.10    

SD 0.539 0.994    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.86, 0.35)     

Ls Meanb -0.32 -0.12 -0.21 (-0.70, 0.29) 0.411  

SEb 0.177 0.186    

95% CIb -0.67, 0.02 -0.48, 0.25    

Ls Meanc -0.33 -0.13 -0.20 (-0.69, 0.28) 0.390  

SEc 0.204 0.192    

95% CIc -0.76, 0.10 -0.53, 0.28    

 

  Day 29 Actual n 8 6    

Mean 0.25 0.00    

SD 0.707 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 6    

Mean 0.00 -0.33    

SD 1.000 0.816    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.41, 0.92)     

Ls Meanb -0.07 -0.27 0.21 (-0.33, 0.75) 0.447  

SEb 0.189 0.207    

95% CIb -0.44, 0.31 -0.68, 0.13    

Ls Meanc -0.22 -0.55 0.33 (-0.57, 1.23) 0.419  

SEc 0.293 0.398    

95% CIc -0.90, 0.45 -1.47, 0.36    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.04 (-0.23, 0.14)     

Ls Meanb -0.39 -0.37 -0.03 (-0.15, 0.10) 0.649  

 

  Baseline Actual n 15 12    

Mean 0.47 0.67    

SD 0.743 0.492    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

  Day 3 Actual n 18 19    

Mean 0.33 0.47    

SD 0.485 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 13 10    

Mean -0.08 -0.40    

SD 0.862 0.516    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.17 (-0.64, 0.30)     

Ls Meanb -0.25 -0.14 -0.11 (-0.42, 0.19) 0.475  

SEb 0.105 0.119    

95% CIb -0.46, -0.04 -0.37, 0.09    

Ls Meanc -0.29 -0.21 -0.07 (-0.58, 0.43) 0.761  

SEc 0.185 0.201    

95% CIc -0.67, 0.10 -0.63, 0.21    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.24 0.50    

SD 0.437 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 13 10    

Mean -0.15 -0.40    

SD 0.899 0.699    

Min -2.00 -1.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.25 (-0.72, 0.22)     

Ls Meanb -0.33 -0.17 -0.16 (-0.46, 0.14) 0.298  

SEb 0.105 0.117    

95% CIb -0.54, -0.13 -0.40, 0.06    

Ls Meanc -0.42 -0.33 -0.08 (-0.61, 0.45) 0.744  

SEc 0.188 0.207    

95% CIc -0.81, -0.02 -0.77, 0.10    

 

  Day 15 Actual n 14 15    

Mean 0.07 0.13    

SD 0.267 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.27 -0.70    

SD 0.786 0.483    

Min -2.00 -1.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.39, 0.60)     

Ls Meanb -0.47 -0.53 0.07 (-0.25, 0.39) 0.685  

SEb 0.114 0.120    

95% CIb -0.69, -0.24 -0.77, -0.30    

Ls Meanc -0.45 -0.53 0.08 (-0.14, 0.31) 0.456  

SEc 0.093 0.093    

95% CIc -0.65, -0.26 -0.73, -0.34    

 

  Day 29 Actual n 8 6    

Mean 0.13 0.00    

SD 0.354 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 6    

Mean -0.14 -0.50    

SD 0.690 0.548    

Min -1.00 -1.00    

Median 0.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.61, 0.50)     

Ls Meanb -0.48 -0.45 -0.04 (-0.40, 0.32) 0.843  

SEb 0.126 0.138    

95% CIb -0.73, -0.23 -0.72, -0.17    

Ls Meanc -0.34 -0.46 0.13 (-0.33, 0.58) 0.544  

SEc 0.138 0.181    

95% CIc -0.66, -0.02 -0.88, -0.05    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.03)     

Ls Meanb -0.16 -0.11 -0.05 (-0.12, 0.02) 0.157  

 

  Baseline Actual n 15 12    

Mean 0.27 0.17    

SD 0.704 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 18 19    

Mean 0.28 0.37    

SD 0.669 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean 0.08 0.10    

SD 0.862 0.738    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.47, 0.23)     

Ls Meanb 0.04 0.12 -0.08 (-0.31, 0.15) 0.508  

SEb 0.079 0.089    

95% CIb -0.12, 0.20 -0.06, 0.29    

Ls Meanc 0.21 0.23 -0.02 (-0.61, 0.57) 0.939  

SEc 0.232 0.236    

95% CIc -0.28, 0.70 -0.26, 0.73    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.00 0.38    

SD 0.000 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 13 10    

Mean -0.15 0.00    

SD 0.555 0.471    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.31 (-0.66, 0.04)     

Ls Meanb -0.18 0.02 -0.20 (-0.43, 0.03) 0.088  

SEb 0.079 0.088    

95% CIb -0.33, -0.02 -0.15, 0.20    

Ls Meanc -0.17 0.01 -0.18 (-0.41, 0.06) 0.134  

SEc 0.087 0.092    

95% CIc -0.35, 0.02 -0.18, 0.20    

 

  Day 15 Actual n 14 15    

Mean 0.00 0.13    

SD 0.000 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 186 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.18 -0.20    

SD 0.603 0.632    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.37, 0.37)     

Ls Meanb -0.18 -0.18 0.00 (-0.24, 0.24) 0.994  

SEb 0.086 0.090    

95% CIb -0.35, -0.01 -0.35, 0.00    

Ls Meanc -0.19 -0.19 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.19, -0.19 -0.19, -0.19    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 6    

Mean 0.00 -0.33    

SD 0.000 0.816    

Min 0.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.33, 0.56)     

Ls Meanb -0.20 -0.27 0.08 (-0.21, 0.37) 0.607  

SEb 0.101 0.110    

95% CIb -0.39, 0.00 -0.49, -0.06    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.08 (-0.10, 0.27)     

Ls Meanb -0.66 -0.73 0.07 (-0.10, 0.25) 0.395  

 

  Baseline Actual n 15 12    

Mean 0.67 1.17    

SD 0.724 1.115    

Min 0.00 0.00    

Median 1.00 1.50    

Max 2.00 3.00    

 

  Day 3 Actual n 18 19    

Mean 0.39 0.47    

SD 0.608 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 13 10    

Mean -0.08 -0.80    

SD 0.862 1.033    

Min -1.00 -3.00    

Median 0.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.27, 0.69)     

Ls Meanb -0.44 -0.63 0.19 (-0.25, 0.63) 0.400  

SEb 0.154 0.170    

95% CIb -0.74, -0.14 -0.97, -0.30    

Ls Meanc -0.38 -0.67 0.29 (-0.26, 0.84) 0.279  

SEc 0.218 0.208    

95% CIc -0.84, 0.08 -1.11, -0.23    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.18 0.69    

SD 0.529 1.078    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 13 10    

Mean -0.54 -0.70    

SD 0.660 1.252    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.50 (-0.97, -0.02)     

Ls Meanb -0.85 -0.40 -0.45 (-0.89, -0.01) 0.043  

SEb 0.154 0.168    

95% CIb -1.16, -0.55 -0.73, -0.07    

Ls Meanc -0.69 -0.49 -0.20 (-0.92, 0.51) 0.556  

SEc 0.262 0.261    

95% CIc -1.24, -0.14 -1.03, 0.06    

 

  Day 15 Actual n 14 15    

Mean 0.14 0.20    

SD 0.363 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean -0.36 -1.30    

SD 0.674 1.059    

Min -2.00 -3.00    

Median 0.00 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.31, 0.70)     

Ls Meanb -0.71 -0.90 0.18 (-0.28, 0.65) 0.441  

SEb 0.167 0.172    

95% CIb -1.04, -0.39 -1.24, -0.56    

Ls Meanc -0.77 -0.92 0.15 (-0.27, 0.57) 0.470  

SEc 0.177 0.144    

95% CIc -1.15, -0.39 -1.22, -0.61    

 

  Day 29 Actual n 8 6    

Mean 0.38 0.00    

SD 1.061 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 7 6    

Mean -0.29 -1.00    

SD 1.254 1.095    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.44 (-0.13, 1.01)     

Ls Meanb -0.55 -0.95 0.40 (-0.12, 0.93) 0.133  

SEb 0.185 0.200    

95% CIb -0.91, -0.18 -1.34, -0.56    

Ls Meanc -0.77 -1.22 0.44 (-0.87, 1.76) 0.460  

SEc 0.462 0.543    

95% CIc -1.84, 0.29 -2.47, 0.04    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.08)     

Ls Meanb 0.01 0.03 -0.02 (-0.07, 0.03) 0.517  

 

  Baseline Actual n 15 12    

Mean 0.13 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 18 19    

Mean 0.00 0.11    

SD 0.000 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 13 10    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.56, 0.26)     

Ls Meanb 0.00 0.06 -0.06 (-0.22, 0.10) 0.465  

SEb 0.055 0.062    

95% CIb -0.10, 0.11 -0.06, 0.18    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 17 16    

Mean 0.00 0.13    

SD 0.000 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 13 10    

Mean 0.00 0.20    

SD 0.000 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.45 (-0.86, -0.05)     

Ls Meanb 0.00 0.18 -0.18 (-0.33, -0.02) 0.030  

SEb 0.054 0.061    

95% CIb -0.10, 0.11 0.06, 0.30    

Ls Meanc 0.02 0.18 -0.16 (-0.54, 0.22) 0.378  

SEc 0.139 0.149    

95% CIc -0.27, 0.31 -0.13, 0.49    

 

  Day 15 Actual n 14 15    

Mean 0.00 0.13    

SD 0.000 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 11 10    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.41, 0.45)     

Ls Meanb 0.01 0.00 0.01 (-0.16, 0.17) 0.936  

SEb 0.059 0.062    

95% CIb -0.11, 0.12 -0.12, 0.12    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    

 

  Day 29 Actual n 8 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.43, 0.60)     

Ls Meanb 0.00 -0.03 0.03 (-0.17, 0.23) 0.752  

SEb 0.069 0.075    

95% CIb -0.13, 0.14 -0.18, 0.12    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

White Body Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.04)     

Ls Meanb -0.83 -0.81 -0.02 (-0.08, 0.04) 0.450  

 

  Baseline Actual n 184 176    

Mean 1.16 0.88    

SD 1.104 0.921    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.67 0.57    

SD 0.923 0.851    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 167 161    

Mean -0.45 -0.30    

SD 1.074 0.948    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.14)     

Ls Meanb -0.46 -0.46 0.01 (-0.13, 0.14) 0.918  

SEb 0.053 0.055    

95% CIb -0.56, -0.35 -0.57, -0.36    

Ls Meanc -0.46 -0.45 -0.01 (-0.19, 0.17) 0.904  

SEc 0.091 0.093    

95% CIc -0.64, -0.28 -0.63, -0.27    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 209    

Mean 0.45 0.42    

SD 0.809 0.799    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 157 141    

Mean -0.66 -0.43    

SD 1.118 0.980    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.68 -0.60 -0.08 (-0.22, 0.06) 0.247  

SEb 0.054 0.056    

95% CIb -0.79, -0.58 -0.71, -0.49    

Ls Meanc -0.70 -0.64 -0.06 (-0.24, 0.11) 0.482  

SEc 0.090 0.094    

95% CIc -0.88, -0.52 -0.82, -0.45    

 

  Day 15 Actual n 212 191    

Mean 0.21 0.15    

SD 0.580 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.96 -0.71    

SD 1.170 0.906    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.12)     

Ls Meanb -0.95 -0.92 -0.02 (-0.17, 0.12) 0.736  

SEb 0.055 0.058    

95% CIb -1.05, -0.84 -1.03, -0.81    

Ls Meanc -0.90 -0.92 0.02 (-0.11, 0.15) 0.769  

SEc 0.063 0.068    

95% CIc -1.02, -0.77 -1.05, -0.78    

 

  Day 29 Actual n 160 145    

Mean 0.12 0.08    

SD 0.440 0.355    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 120 104    

Mean -1.07 -0.87    

SD 1.143 0.925    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.16)     

Ls Meanb -0.97 -0.99 0.01 (-0.14, 0.16) 0.869  

SEb 0.057 0.060    

95% CIb -1.09, -0.86 -1.10, -0.87    

Ls Meanc -0.96 -1.02 0.05 (-0.05, 0.16) 0.318  

SEc 0.051 0.055    

95% CIc -1.06, -0.86 -1.13, -0.91    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.03)     

Ls Meanb -0.76 -0.77 0.01 (-0.02, 0.03) 0.580  

 

  Baseline Actual n 184 176    

Mean 0.88 0.80    

SD 1.017 0.944    

Min 0.00 0.00    

Median 1.00 0.50    

Max 4.00 3.00    

 

  Day 3 Actual n 235 227    

Mean 0.38 0.32    

SD 0.726 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 166 161    

Mean -0.40 -0.47    

SD 1.027 0.859    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.05, 0.23)     

Ls Meanb -0.40 -0.54 0.14 (0.05, 0.23) 0.002  

SEb 0.033 0.034    

95% CIb -0.46, -0.34 -0.61, -0.47    

Ls Meanc -0.42 -0.53 0.12 (-0.03, 0.26) 0.119  

SEc 0.076 0.077    

95% CIc -0.56, -0.27 -0.68, -0.38    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.12 0.17    

SD 0.417 0.517    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 157 142    

Mean -0.70 -0.63    

SD 1.003 0.957    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.16, 0.03)     

Ls Meanb -0.75 -0.68 -0.06 (-0.16, 0.03) 0.166  

SEb 0.034 0.035    

95% CIb -0.81, -0.68 -0.75, -0.61    

Ls Meanc -0.76 -0.71 -0.05 (-0.15, 0.06) 0.392  

SEc 0.053 0.055    

95% CIc -0.86, -0.65 -0.82, -0.61    

 

  Day 15 Actual n 212 191    

Mean 0.05 0.04    

SD 0.253 0.279    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.83 -0.76    

SD 1.069 0.937    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.83 -0.83 -0.01 (-0.10, 0.09) 0.918  

SEb 0.034 0.037    

95% CIb -0.90, -0.77 -0.90, -0.76    

Ls Meanc -0.82 -0.82 0.01 (-0.07, 0.08) 0.842  

SEc 0.036 0.038    

95% CIc -0.89, -0.75 -0.90, -0.75    

 

  Day 29 Actual n 160 145    

Mean 0.04 0.01    

SD 0.248 0.117    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 120 104    

Mean -0.93 -0.83    

SD 1.101 0.970    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.84 -0.90 0.07 (-0.03, 0.17) 0.196  

SEb 0.037 0.040    

95% CIb -0.91, -0.76 -0.98, -0.83    

Ls Meanc -0.88 -0.91 0.03 (-0.02, 0.09) 0.271  

SEc 0.027 0.029    

95% CIc -0.94, -0.83 -0.97, -0.86    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.50 -0.51 0.01 (-0.03, 0.06) 0.523  

 

  Baseline Actual n 184 176    

Mean 0.84 0.62    

SD 0.919 0.819    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.57 0.52    

SD 0.793 0.789    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 167 161    

Mean -0.19 -0.12    

SD 0.826 0.761    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.17 -0.25 0.09 (-0.03, 0.20) 0.139  

SEb 0.043 0.044    

95% CIb -0.25, -0.08 -0.34, -0.16    

Ls Meanc -0.18 -0.21 0.03 (-0.12, 0.18) 0.707  

SEc 0.075 0.077    

95% CIc -0.33, -0.04 -0.36, -0.06    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.43 0.36    

SD 0.677 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 157 142    

Mean -0.27 -0.26    

SD 0.889 0.769    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.00, 0.26)     

Ls Meanb -0.29 -0.40 0.11 (0.00, 0.23) 0.055  

SEb 0.044 0.046    

95% CIb -0.38, -0.20 -0.49, -0.31    

Ls Meanc -0.26 -0.38 0.12 (-0.02, 0.26) 0.093  

SEc 0.072 0.075    

95% CIc -0.40, -0.12 -0.53, -0.24    

 

  Day 15 Actual n 212 191    

Mean 0.18 0.12    

SD 0.476 0.372    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.52 -0.46    

SD 0.855 0.773    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.14)     

Ls Meanb -0.57 -0.58 0.01 (-0.11, 0.13) 0.920  

SEb 0.045 0.048    

95% CIb -0.66, -0.49 -0.67, -0.49    

Ls Meanc -0.53 -0.61 0.08 (-0.02, 0.18) 0.118  

SEc 0.049 0.052    

95% CIc -0.63, -0.43 -0.71, -0.51    

 

  Day 29 Actual n 160 145    

Mean 0.09 0.10    

SD 0.325 0.386    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 120 104    

Mean -0.66 -0.50    

SD 0.948 0.836    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.65 -0.65 0.00 (-0.12, 0.13) 0.991  

SEb 0.047 0.050    

95% CIb -0.74, -0.55 -0.74, -0.55    

Ls Meanc -0.60 -0.61 0.01 (-0.08, 0.11) 0.773  

SEc 0.046 0.049    

95% CIc -0.69, -0.51 -0.71, -0.51    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.04 (-0.12, 0.03)     

Ls Meanb -0.74 -0.70 -0.04 (-0.10, 0.03) 0.247  

 

  Baseline Actual n 184 176    

Mean 1.21 1.18    

SD 0.850 0.779    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 1.09 1.08    

SD 0.823 0.853    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 167 161    

Mean -0.10 -0.08    

SD 0.738 0.790    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.15)     

Ls Meanb -0.17 -0.16 -0.02 (-0.16, 0.12) 0.806  

SEb 0.055 0.057    

95% CIb -0.28, -0.07 -0.27, -0.05    

Ls Meanc -0.11 -0.10 -0.01 (-0.17, 0.14) 0.852  

SEc 0.079 0.080    

95% CIc -0.26, 0.04 -0.25, 0.06    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.91 0.89    

SD 0.859 0.845    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 157 142    

Mean -0.26 -0.28    

SD 0.885 0.793    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.14)     

Ls Meanb -0.37 -0.34 -0.03 (-0.17, 0.12) 0.710  

SEb 0.056 0.058    

95% CIb -0.48, -0.26 -0.45, -0.22    

Ls Meanc -0.29 -0.32 0.03 (-0.14, 0.20) 0.711  

SEc 0.088 0.090    

95% CIc -0.46, -0.11 -0.50, -0.14    

 

  Day 15 Actual n 212 191    

Mean 0.41 0.37    

SD 0.679 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.73 -0.78    

SD 0.988 0.813    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.18)     

Ls Meanb -0.85 -0.85 -0.01 (-0.16, 0.14) 0.937  

SEb 0.057 0.060    

95% CIb -0.97, -0.74 -0.97, -0.73    

Ls Meanc -0.81 -0.84 0.03 (-0.13, 0.18) 0.731  

SEc 0.076 0.081    

95% CIc -0.96, -0.66 -1.00, -0.68    

 

  Day 29 Actual n 160 145    

Mean 0.23 0.19    

SD 0.513 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 120 104    

Mean -0.98 -0.98    

SD 0.930 0.859    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.21)     

Ls Meanb -1.04 -1.05 0.02 (-0.14, 0.17) 0.830  

SEb 0.059 0.062    

95% CIb -1.15, -0.92 -1.17, -0.93    

Ls Meanc -1.04 -1.13 0.09 (-0.04, 0.22) 0.176  

SEc 0.065 0.070    

95% CIc -1.17, -0.91 -1.27, -1.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.25 -0.27 0.01 (-0.01, 0.04) 0.336  

 

  Baseline Actual n 184 176    

Mean 0.38 0.34    

SD 0.737 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 235 227    

Mean 0.30 0.31    

SD 0.639 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 166 161    

Mean -0.04 -0.02    

SD 0.704 0.814    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.02 -0.04 0.02 (-0.06, 0.11) 0.624  

SEb 0.032 0.033    

95% CIb -0.09, 0.04 -0.11, 0.02    

Ls Meanc -0.05 -0.06 0.01 (-0.13, 0.14) 0.894  

SEc 0.069 0.070    

95% CIc -0.19, 0.08 -0.20, 0.08    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.22 0.17    

SD 0.566 0.478    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 142    

Mean -0.15 -0.19    

SD 0.714 0.694    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.20)     

Ls Meanb -0.16 -0.21 0.06 (-0.03, 0.14) 0.208  

SEb 0.033 0.034    

95% CIb -0.22, -0.09 -0.28, -0.15    

Ls Meanc -0.19 -0.26 0.07 (-0.04, 0.18) 0.209  

SEc 0.056 0.057    

95% CIc -0.30, -0.08 -0.37, -0.14    

 

  Day 15 Actual n 212 191    

Mean 0.08 0.07    

SD 0.362 0.309    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.28 -0.26    

SD 0.719 0.701    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.29 -0.28 -0.02 (-0.11, 0.08) 0.742  

SEb 0.033 0.036    

95% CIb -0.36, -0.23 -0.35, -0.21    

Ls Meanc -0.29 -0.31 0.02 (-0.07, 0.10) 0.706  

SEc 0.041 0.043    

95% CIc -0.38, -0.21 -0.40, -0.23    

 

  Day 29 Actual n 160 145    

Mean 0.01 0.01    

SD 0.158 0.117    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 120 104    

Mean -0.28 -0.34    

SD 0.638 0.677    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.33 -0.33 0.00 (-0.10, 0.09) 0.965  

SEb 0.035 0.038    

95% CIb -0.40, -0.26 -0.40, -0.26    

Ls Meanc -0.29 -0.30 0.01 (-0.03, 0.05) 0.658  

SEc 0.019 0.020    

95% CIc -0.33, -0.25 -0.34, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.06 (0.00, 0.13)     

Ls Meanb -0.18 -0.23 0.05 (0.00, 0.10) 0.053  

 

  Baseline Actual n 184 176    

Mean 0.38 0.39    

SD 0.794 0.770    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.30 0.30    

SD 0.664 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 167 161    

Mean -0.04 -0.07    

SD 0.831 0.751    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.18)     

Ls Meanb -0.08 -0.10 0.03 (-0.09, 0.14) 0.643  

SEb 0.044 0.045    

95% CIb -0.16, 0.01 -0.19, -0.01    

Ls Meanc -0.05 -0.08 0.03 (-0.12, 0.17) 0.714  

SEc 0.073 0.074    

95% CIc -0.19, 0.09 -0.22, 0.07    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.28 0.25    

SD 0.642 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 142    

Mean -0.11 -0.10    

SD 0.859 0.853    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.13)     

Ls Meanb -0.12 -0.10 -0.01 (-0.13, 0.10) 0.833  

SEb 0.045 0.047    

95% CIb -0.20, -0.03 -0.20, -0.01    

Ls Meanc -0.10 -0.12 0.03 (-0.11, 0.17) 0.716  

SEc 0.072 0.074    

95% CIc -0.24, 0.04 -0.27, 0.02    

 

  Day 15 Actual n 212 191    

Mean 0.15 0.11    

SD 0.521 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.14 -0.27    

SD 0.811 0.695    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.03, 0.28)     

Ls Meanb -0.19 -0.28 0.10 (-0.02, 0.22) 0.102  

SEb 0.045 0.048    

95% CIb -0.27, -0.10 -0.38, -0.19    

Ls Meanc -0.20 -0.30 0.10 (-0.01, 0.22) 0.069  

SEc 0.055 0.059    

95% CIc -0.31, -0.09 -0.42, -0.19    

 

  Day 29 Actual n 160 145    

Mean 0.10 0.06    

SD 0.407 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 120 104    

Mean -0.23 -0.37    

SD 0.874 0.837    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.25)     

Ls Meanb -0.26 -0.33 0.07 (-0.05, 0.19) 0.267  

SEb 0.047 0.049    

95% CIb -0.35, -0.17 -0.43, -0.23    

Ls Meanc -0.29 -0.37 0.07 (-0.03, 0.18) 0.150  

SEc 0.050 0.053    

95% CIc -0.39, -0.19 -0.47, -0.26    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.95 -0.95 0.00 (-0.08, 0.07) 0.927  

 

  Baseline Actual n 184 176    

Mean 1.49 1.35    

SD 1.076 1.026    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 236 227    

Mean 1.11 1.05    

SD 1.015 0.994    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 167 161    

Mean -0.22 -0.21    

SD 0.888 0.990    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.24)     

Ls Meanb -0.34 -0.44 0.09 (-0.07, 0.26) 0.269  

SEb 0.064 0.066    

95% CIb -0.47, -0.22 -0.57, -0.31    

Ls Meanc -0.33 -0.41 0.07 (-0.10, 0.25) 0.421  

SEc 0.091 0.093    

95% CIc -0.51, -0.15 -0.59, -0.22    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.90 0.88    

SD 0.977 0.954    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

   Change n 157 142    

Mean -0.46 -0.39    

SD 1.016 1.003    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -0.61 -0.61 0.00 (-0.16, 0.17) 0.955  

SEb 0.065 0.068    

95% CIb -0.74, -0.48 -0.75, -0.48    

Ls Meanc -0.64 -0.68 0.04 (-0.15, 0.23) 0.680  

SEc 0.097 0.100    

95% CIc -0.83, -0.45 -0.88, -0.49    

 

  Day 15 Actual n 212 191    

Mean 0.42 0.39    

SD 0.734 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -1.03 -0.91    

SD 1.167 0.992    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.18)     

Ls Meanb -1.11 -1.12 0.01 (-0.16, 0.19) 0.894  

SEb 0.066 0.070    

95% CIb -1.24, -0.98 -1.26, -0.99    

Ls Meanc -1.14 -1.18 0.03 (-0.14, 0.20) 0.697  

SEc 0.084 0.089    

95% CIc -1.31, -0.98 -1.35, -1.00    

 

  Day 29 Actual n 160 145    

Mean 0.29 0.31    

SD 0.598 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 120 104    

Mean -1.13 -1.14    

SD 1.130 1.065    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.10, 0.24)     

Ls Meanb -1.20 -1.27 0.07 (-0.11, 0.25) 0.445  

SEb 0.068 0.072    

95% CIb -1.33, -1.07 -1.41, -1.13    

Ls Meanc -1.23 -1.26 0.03 (-0.13, 0.19) 0.738  

SEc 0.080 0.085    

95% CIc -1.39, -1.08 -1.43, -1.09    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.06)     

Ls Meanb -0.86 -0.87 0.01 (-0.03, 0.06) 0.599  

 

  Baseline Actual n 184 176    

Mean 1.16 1.02    

SD 0.982 0.977    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 236 227    

Mean 0.58 0.66    

SD 0.781 0.845    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 167 161    

Mean -0.51 -0.36    

SD 0.999 0.997    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.07)     

Ls Meanb -0.54 -0.48 -0.06 (-0.19, 0.06) 0.327  

SEb 0.049 0.050    

95% CIb -0.64, -0.45 -0.58, -0.38    

Ls Meanc -0.65 -0.57 -0.08 (-0.24, 0.09) 0.347  

SEc 0.085 0.086    

95% CIc -0.82, -0.49 -0.74, -0.40    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.48 0.50    

SD 0.816 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 142    

Mean -0.62 -0.58    

SD 1.088 1.019    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.66 -0.69 0.03 (-0.11, 0.16) 0.692  

SEb 0.049 0.052    

95% CIb -0.76, -0.56 -0.79, -0.59    

Ls Meanc -0.70 -0.76 0.06 (-0.10, 0.23) 0.467  

SEc 0.085 0.087    

95% CIc -0.87, -0.53 -0.93, -0.59    

 

  Day 15 Actual n 212 191    

Mean 0.19 0.18    

SD 0.517 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.97 -0.83    

SD 1.040 0.997    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.99 -0.96 -0.03 (-0.16, 0.11) 0.705  

SEb 0.051 0.054    

95% CIb -1.09, -0.89 -1.07, -0.86    

Ls Meanc -0.97 -0.95 -0.02 (-0.13, 0.08) 0.668  

SEc 0.053 0.056    

95% CIc -1.08, -0.87 -1.06, -0.84    

 

  Day 29 Actual n 160 145    

Mean 0.09 0.11    

SD 0.305 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 120 104    

Mean -1.13 -1.00    

SD 1.061 0.955    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.13)     

Ls Meanb -1.09 -1.07 -0.02 (-0.16, 0.13) 0.796  

SEb 0.053 0.057    

95% CIb -1.20, -0.99 -1.19, -0.96    

Ls Meanc -1.13 -1.11 -0.01 (-0.11, 0.08) 0.750  

SEc 0.045 0.048    

95% CIc -1.22, -1.04 -1.21, -1.02    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.00)     

Ls Meanb -0.93 -0.88 -0.05 (-0.11, 0.00) 0.064  

 

  Baseline Actual n 184 176    

Mean 1.19 1.04    

SD 1.057 0.952    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.64 0.58    

SD 0.866 0.845    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 167 161    

Mean -0.51 -0.48    

SD 1.005 0.943    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.16)     

Ls Meanb -0.54 -0.57 0.03 (-0.11, 0.16) 0.671  

SEb 0.052 0.054    

95% CIb -0.65, -0.44 -0.68, -0.47    

Ls Meanc -0.54 -0.56 0.03 (-0.14, 0.19) 0.759  

SEc 0.086 0.088    

95% CIc -0.71, -0.37 -0.74, -0.39    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.46 0.44    

SD 0.804 0.824    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 157 142    

Mean -0.68 -0.62    

SD 1.014 1.050    

Min -4.00 -3.00    

Median 0.00 -0.50    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.74 -0.73 -0.01 (-0.15, 0.13) 0.908  

SEb 0.053 0.055    

95% CIb -0.84, -0.64 -0.84, -0.62    

Ls Meanc -0.73 -0.75 0.02 (-0.16, 0.19) 0.848  

SEc 0.089 0.091    

95% CIc -0.90, -0.55 -0.92, -0.57    

 

  Day 15 Actual n 212 191    

Mean 0.18 0.20    

SD 0.550 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -1.02 -0.83    

SD 1.107 1.028    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.08)     

Ls Meanb -1.03 -0.98 -0.06 (-0.20, 0.08) 0.425  

SEb 0.054 0.057    

95% CIb -1.14, -0.93 -1.09, -0.86    

Ls Meanc -0.97 -0.94 -0.03 (-0.16, 0.10) 0.653  

SEc 0.066 0.070    

95% CIc -1.10, -0.84 -1.07, -0.80    

 

  Day 29 Actual n 160 145    

Mean 0.09 0.14    

SD 0.369 0.435    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 120 104    

Mean -1.12 -0.91    

SD 1.109 0.986    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.26, 0.03)     

Ls Meanb -1.11 -0.99 -0.12 (-0.27, 0.03) 0.122  

SEb 0.056 0.059    

95% CIb -1.22, -1.00 -1.11, -0.88    

Ls Meanc -1.08 -1.00 -0.07 (-0.19, 0.04) 0.200  

SEc 0.055 0.059    

95% CIc -1.19, -0.97 -1.12, -0.89    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.38 -0.36 -0.02 (-0.05, 0.02) 0.367  

 

  Baseline Actual n 184 176    

Mean 0.47 0.41    

SD 0.789 0.743    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.29 0.28    

SD 0.655 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 167 161    

Mean -0.12 -0.11    

SD 0.842 0.671    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.18)     

Ls Meanb -0.14 -0.19 0.05 (-0.03, 0.14) 0.238  

SEb 0.034 0.034    

95% CIb -0.20, -0.07 -0.26, -0.12    

Ls Meanc -0.15 -0.18 0.03 (-0.10, 0.17) 0.618  

SEc 0.070 0.071    

95% CIc -0.28, -0.01 -0.32, -0.04    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.17 0.24    

SD 0.496 0.595    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 142    

Mean -0.25 -0.19    

SD 0.822 0.734    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.21, 0.03)     

Ls Meanb -0.29 -0.22 -0.07 (-0.16, 0.02) 0.139  

SEb 0.034 0.036    

95% CIb -0.36, -0.22 -0.29, -0.15    

Ls Meanc -0.32 -0.29 -0.03 (-0.15, 0.09) 0.580  

SEc 0.062 0.063    

95% CIc -0.45, -0.20 -0.41, -0.17    

 

  Day 15 Actual n 212 191    

Mean 0.04 0.05    

SD 0.313 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.40 -0.38    

SD 0.865 0.711    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.14)     

Ls Meanb -0.41 -0.43 0.01 (-0.08, 0.11) 0.793  

SEb 0.035 0.037    

95% CIb -0.48, -0.35 -0.50, -0.35    

Ls Meanc -0.41 -0.43 0.01 (-0.07, 0.10) 0.726  

SEc 0.040 0.043    

95% CIc -0.49, -0.33 -0.51, -0.34    

 

  Day 29 Actual n 160 145    

Mean 0.01 0.03    

SD 0.111 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 120 104    

Mean -0.49 -0.44    

SD 0.870 0.774    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.46 -0.46 0.00 (-0.10, 0.10) 0.998  

SEb 0.036 0.039    

95% CIb -0.53, -0.39 -0.54, -0.38    

Ls Meanc -0.50 -0.47 -0.03 (-0.09, 0.03) 0.324  

SEc 0.031 0.033    

95% CIc -0.56, -0.44 -0.53, -0.40    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.05, 0.08)     

Ls Meanb -0.49 -0.51 0.02 (-0.05, 0.09) 0.606  

 

  Baseline Actual n 184 176    

Mean 0.73 0.70    

SD 1.045 1.022    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.55 0.66    

SD 0.862 0.971    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 167 161    

Mean -0.17 -0.07    

SD 1.030 1.058    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.08)     

Ls Meanb -0.20 -0.14 -0.06 (-0.20, 0.08) 0.404  

SEb 0.056 0.057    

95% CIb -0.30, -0.09 -0.25, -0.02    

Ls Meanc -0.28 -0.19 -0.09 (-0.26, 0.09) 0.334  

SEc 0.090 0.092    

95% CIc -0.45, -0.10 -0.37, -0.01    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 224 of 1392 

Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.42 0.48    

SD 0.795 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 142    

Mean -0.26 -0.25    

SD 1.177 1.131    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.32 -0.31 0.00 (-0.14, 0.14) 0.969  

SEb 0.056 0.058    

95% CIb -0.43, -0.21 -0.43, -0.20    

Ls Meanc -0.34 -0.32 -0.02 (-0.19, 0.16) 0.854  

SEc 0.091 0.093    

95% CIc -0.52, -0.16 -0.50, -0.14    

 

  Day 15 Actual n 212 191    

Mean 0.22 0.16    

SD 0.608 0.481    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.48 -0.56    

SD 1.081 1.121    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.55 -0.59 0.04 (-0.11, 0.19) 0.587  

SEb 0.057 0.060    

95% CIb -0.66, -0.44 -0.71, -0.47    

Ls Meanc -0.53 -0.59 0.06 (-0.08, 0.20) 0.397  

SEc 0.068 0.072    

95% CIc -0.66, -0.39 -0.73, -0.44    

 

  Day 29 Actual n 160 145    

Mean 0.17 0.09    

SD 0.574 0.352    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 120 104    

Mean -0.53 -0.61    

SD 1.004 1.118    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.23)     

Ls Meanb -0.61 -0.71 0.09 (-0.06, 0.24) 0.227  

SEb 0.058 0.061    

95% CIb -0.73, -0.50 -0.82, -0.59    

Ls Meanc -0.62 -0.66 0.05 (-0.07, 0.17) 0.453  

SEc 0.059 0.063    

95% CIc -0.74, -0.50 -0.79, -0.54    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.39 -0.40 0.01 (-0.06, 0.08) 0.729  

 

  Baseline Actual n 184 176    

Mean 0.61 0.64    

SD 0.958 0.975    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.44 0.57    

SD 0.788 0.926    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 167 161    

Mean -0.15 -0.07    

SD 0.826 0.985    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.16 -0.09 -0.08 (-0.21, 0.06) 0.262  

SEb 0.053 0.055    

95% CIb -0.27, -0.06 -0.19, 0.02    

Ls Meanc -0.22 -0.11 -0.11 (-0.27, 0.05) 0.188  

SEc 0.082 0.084    

95% CIc -0.38, -0.06 -0.28, 0.05    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.39 0.44    

SD 0.768 0.830    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 142    

Mean -0.17 -0.22    

SD 1.116 1.086    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.21 -0.20 -0.01 (-0.15, 0.12) 0.872  

SEb 0.054 0.056    

95% CIb -0.32, -0.10 -0.31, -0.09    

Ls Meanc -0.23 -0.23 0.00 (-0.17, 0.18) 0.995  

SEc 0.090 0.092    

95% CIc -0.41, -0.06 -0.41, -0.05    

 

  Day 15 Actual n 212 191    

Mean 0.20 0.13    

SD 0.593 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.41 -0.52    

SD 1.058 1.101    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.20)     

Ls Meanb -0.44 -0.49 0.05 (-0.09, 0.19) 0.488  

SEb 0.055 0.058    

95% CIb -0.55, -0.33 -0.60, -0.38    

Ls Meanc -0.42 -0.49 0.07 (-0.06, 0.20) 0.278  

SEc 0.065 0.069    

95% CIc -0.55, -0.29 -0.63, -0.36    

 

  Day 29 Actual n 160 145    

Mean 0.12 0.06    

SD 0.454 0.283    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 120 104    

Mean -0.48 -0.55    

SD 0.970 1.023    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.21)     

Ls Meanb -0.52 -0.58 0.06 (-0.08, 0.20) 0.419  

SEb 0.056 0.059    

95% CIb -0.63, -0.41 -0.69, -0.46    

Ls Meanc -0.54 -0.60 0.06 (-0.05, 0.16) 0.280  

SEc 0.052 0.055    

95% CIc -0.64, -0.44 -0.71, -0.49    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.04 (-0.02, 0.09)     

Ls Meanb -0.39 -0.41 0.03 (-0.01, 0.07) 0.170  

 

  Baseline Actual n 183 176    

Mean 0.63 0.49    

SD 0.793 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.50 0.34    

SD 0.735 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 166 161    

Mean -0.07 -0.20    

SD 0.791 0.669    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.27 (0.14, 0.41)     

Ls Meanb -0.06 -0.27 0.21 (0.11, 0.31) <.001  

SEb 0.038 0.039    

95% CIb -0.14, 0.01 -0.34, -0.19    

Ls Meanc -0.10 -0.29 0.19 (0.06, 0.32) 0.005  

SEc 0.068 0.069    

95% CIc -0.23, 0.03 -0.43, -0.15    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.35 0.23    

SD 0.614 0.506    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 156 142    

Mean -0.24 -0.30    

SD 0.763 0.671    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.01, 0.28)     

Ls Meanb -0.26 -0.37 0.11 (0.01, 0.21) 0.040  

SEb 0.039 0.040    

95% CIb -0.34, -0.19 -0.45, -0.29    

Ls Meanc -0.24 -0.38 0.14 (0.02, 0.26) 0.022  

SEc 0.061 0.063    

95% CIc -0.36, -0.12 -0.51, -0.26    

 

  Day 15 Actual n 212 191    

Mean 0.17 0.14    

SD 0.431 0.387    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 146 128    

Mean -0.42 -0.38    

SD 0.732 0.677    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.43 -0.44 0.00 (-0.10, 0.11) 0.931  

SEb 0.040 0.042    

95% CIb -0.51, -0.35 -0.52, -0.35    

Ls Meanc -0.43 -0.45 0.02 (-0.07, 0.12) 0.642  

SEc 0.047 0.050    

95% CIc -0.52, -0.34 -0.55, -0.35    

 

  Day 29 Actual n 160 145    

Mean 0.10 0.10    

SD 0.375 0.360    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 119 104    

Mean -0.47 -0.41    

SD 0.790 0.633    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.11)     

Ls Meanb -0.51 -0.48 -0.03 (-0.13, 0.08) 0.651  

SEb 0.041 0.043    

95% CIb -0.59, -0.43 -0.57, -0.40    

Ls Meanc -0.42 -0.43 0.01 (-0.07, 0.09) 0.881  

SEc 0.039 0.042    

95% CIc -0.50, -0.34 -0.51, -0.34    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.15)     

Ls Meanb -0.27 -0.34 0.07 (0.02, 0.13) 0.007  

 

  Baseline Actual n 184 176    

Mean 0.49 0.49    

SD 0.823 0.848    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.36 0.32    

SD 0.728 0.714    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 167 161    

Mean -0.13 -0.12    

SD 0.721 0.731    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.18)     

Ls Meanb -0.15 -0.19 0.03 (-0.09, 0.15) 0.610  

SEb 0.047 0.048    

95% CIb -0.25, -0.06 -0.28, -0.09    

Ls Meanc -0.15 -0.15 0.01 (-0.13, 0.14) 0.926  

SEc 0.068 0.070    

95% CIc -0.28, -0.01 -0.29, -0.01    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.30 0.28    

SD 0.706 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 157 142    

Mean -0.15 -0.18    

SD 0.890 0.864    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.19)     

Ls Meanb -0.17 -0.21 0.04 (-0.09, 0.16) 0.572  

SEb 0.047 0.049    

95% CIb -0.27, -0.08 -0.30, -0.11    

Ls Meanc -0.17 -0.24 0.07 (-0.08, 0.22) 0.335  

SEc 0.078 0.080    

95% CIc -0.32, -0.01 -0.40, -0.08    

 

  Day 15 Actual n 212 191    

Mean 0.21 0.08    

SD 0.606 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.20 -0.38    

SD 0.914 0.784    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.20 (0.05, 0.35)     

Ls Meanb -0.25 -0.42 0.17 (0.05, 0.30) 0.008  

SEb 0.048 0.051    

95% CIb -0.35, -0.16 -0.52, -0.33    

Ls Meanc -0.25 -0.43 0.18 (0.06, 0.30) 0.004  

SEc 0.060 0.064    

95% CIc -0.37, -0.14 -0.56, -0.31    

 

  Day 29 Actual n 160 145    

Mean 0.14 0.10    

SD 0.427 0.360    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 120 104    

Mean -0.33 -0.44    

SD 0.843 0.912    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.02, 0.29)     

Ls Meanb -0.34 -0.46 0.11 (-0.02, 0.24) 0.090  

SEb 0.049 0.052    

95% CIb -0.44, -0.25 -0.56, -0.35    

Ls Meanc -0.39 -0.48 0.09 (-0.02, 0.19) 0.102  

SEc 0.052 0.055    

95% CIc -0.50, -0.29 -0.59, -0.37    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.08)     

Ls Meanb -0.45 -0.48 0.03 (0.00, 0.07) 0.070  

 

  Baseline Actual n 183 176    

Mean 0.57 0.52    

SD 0.787 0.792    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 236 227    

Mean 0.39 0.29    

SD 0.721 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 166 161    

Mean -0.13 -0.27    

SD 0.790 0.756    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.03, 0.26)     

Ls Meanb -0.19 -0.30 0.11 (0.02, 0.20) 0.014  

SEb 0.035 0.035    

95% CIb -0.25, -0.12 -0.37, -0.23    

Ls Meanc -0.16 -0.28 0.12 (-0.01, 0.26) 0.080  

SEc 0.069 0.071    

95% CIc -0.30, -0.03 -0.42, -0.14    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.26 0.15    

SD 0.637 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 156 142    

Mean -0.31 -0.40    

SD 0.862 0.851    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.37 -0.43 0.06 (-0.04, 0.15) 0.234  

SEb 0.035 0.037    

95% CIb -0.44, -0.30 -0.50, -0.36    

Ls Meanc -0.37 -0.44 0.07 (-0.05, 0.20) 0.245  

SEc 0.064 0.065    

95% CIc -0.50, -0.24 -0.57, -0.31    

 

  Day 15 Actual n 212 191    

Mean 0.11 0.05    

SD 0.416 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 146 128    

Mean -0.47 -0.46    

SD 0.872 0.803    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.49 -0.52 0.03 (-0.07, 0.13) 0.536  

SEb 0.036 0.038    

95% CIb -0.56, -0.42 -0.60, -0.45    

Ls Meanc -0.44 -0.50 0.05 (-0.03, 0.13) 0.195  

SEc 0.040 0.042    

95% CIc -0.52, -0.37 -0.58, -0.41    

 

  Day 29 Actual n 160 145    

Mean 0.03 0.08    

SD 0.193 0.335    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 119 104    

Mean -0.55 -0.46    

SD 0.810 0.775    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.05)     

Ls Meanb -0.56 -0.50 -0.06 (-0.16, 0.04) 0.260  

SEb 0.038 0.040    

95% CIb -0.63, -0.49 -0.58, -0.42    

Ls Meanc -0.52 -0.50 -0.03 (-0.09, 0.04) 0.411  

SEc 0.032 0.034    

95% CIc -0.59, -0.46 -0.56, -0.43    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.10 -0.09 -0.01 (-0.02, 0.01) 0.350  

 

  Baseline Actual n 184 176    

Mean 0.16 0.07    

SD 0.578 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 236 227    

Mean 0.06 0.04    

SD 0.300 0.271    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 167 161    

Mean -0.08 0.00    

SD 0.575 0.274    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.11)     

Ls Meanb -0.05 -0.05 0.01 (-0.04, 0.05) 0.821  

SEb 0.017 0.017    

95% CIb -0.08, -0.02 -0.09, -0.02    

Ls Meanc -0.07 -0.06 -0.01 (-0.07, 0.06) 0.861  

SEc 0.034 0.035    

95% CIc -0.13, 0.00 -0.13, 0.01    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 218 210    

Mean 0.04 0.02    

SD 0.277 0.195    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 157 142    

Mean -0.11 -0.02    

SD 0.630 0.366    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.07 -0.07 0.00 (-0.05, 0.05) 0.991  

SEb 0.017 0.018    

95% CIb -0.11, -0.04 -0.11, -0.04    

Ls Meanc -0.08 -0.09 0.02 (-0.05, 0.08) 0.631  

SEc 0.033 0.034    

95% CIc -0.14, -0.01 -0.16, -0.02    

 

  Day 15 Actual n 212 191    

Mean 0.01 0.00    

SD 0.137 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.5 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 147 128    

Mean -0.18 -0.06    

SD 0.616 0.326    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.12 -0.11 0.00 (-0.05, 0.04) 0.858  

SEb 0.018 0.019    

95% CIb -0.15, -0.08 -0.15, -0.08    

Ls Meanc -0.12 -0.13 0.01 (-0.02, 0.04) 0.554  

SEc 0.014 0.015    

95% CIc -0.15, -0.09 -0.16, -0.10    

 

  Day 29 Actual n 160 145    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 120 104    

Mean -0.21 -0.08    

SD 0.672 0.360    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.13 -0.12 -0.01 (-0.06, 0.04) 0.707  

SEb 0.019 0.020    

95% CIb -0.17, -0.09 -0.16, -0.08    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Hispanic Body Aches Overall  Effect Size (95% 

CI)a 

0.03 (-0.03, 0.09)     

Ls Meanb -0.86 -0.89 0.03 (-0.03, 0.08) 0.301  

 

  Baseline Actual n 177 193  <.001d  

Mean 1.18 1.14    

SD 1.004 0.950    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.74 0.76    

SD 0.924 0.900    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.47 -0.40    

SD 1.004 0.965    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.10)     

Ls Meanb -0.50 -0.46 -0.05 (-0.19, 0.09) 0.516  

SEb 0.054 0.052    

95% CIb -0.61, -0.40 -0.56, -0.35    

Ls Meanc -0.53 -0.49 -0.05 (-0.22, 0.13) 0.594  

SEc 0.081 0.081    

95% CIc -0.69, -0.37 -0.65, -0.33    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.53 0.56    

SD 0.801 0.870    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 146 150    

Mean -0.67 -0.58    

SD 1.045 1.095    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.71 -0.67 -0.04 (-0.19, 0.10) 0.553  

SEb 0.055 0.054    

95% CIb -0.82, -0.61 -0.77, -0.56    

Ls Meanc -0.74 -0.69 -0.06 (-0.23, 0.12) 0.537  

SEc 0.080 0.081    

95% CIc -0.90, -0.59 -0.85, -0.53    

 

  Day 15 Actual n 153 160    

Mean 0.32 0.22    

SD 0.694 0.522    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.86 -0.95    

SD 1.157 0.957    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.04, 0.28)     

Ls Meanb -0.92 -1.04 0.12 (-0.04, 0.27) 0.139  

SEb 0.059 0.057    

95% CIb -1.04, -0.81 -1.15, -0.93    

Ls Meanc -0.90 -1.04 0.14 (-0.01, 0.29) 0.071  

SEc 0.070 0.069    

95% CIc -1.04, -0.76 -1.17, -0.90    

 

  Day 29 Actual n 128 128    

Mean 0.18 0.18    

SD 0.524 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.98 -1.03    

SD 1.085 1.048    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -1.02 -1.02 0.00 (-0.16, 0.16) 0.997  

SEb 0.060 0.057    

95% CIb -1.13, -0.90 -1.13, -0.90    

Ls Meanc -1.06 -1.06 0.00 (-0.13, 0.13) 0.985  

SEc 0.060 0.060    

95% CIc -1.18, -0.94 -1.18, -0.94    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.69 -0.67 -0.02 (-0.05, 0.00) 0.111  

 

  Baseline Actual n 177 193  0.164d  

Mean 0.76 0.77    

SD 0.917 0.849    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.38 0.32    

SD 0.760 0.631    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.41 -0.44    

SD 1.007 0.844    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.17)     

Ls Meanb -0.39 -0.46 0.07 (-0.02, 0.15) 0.118  

SEb 0.032 0.030    

95% CIb -0.46, -0.33 -0.52, -0.40    

Ls Meanc -0.43 -0.49 0.05 (-0.09, 0.20) 0.460  

SEc 0.067 0.067    

95% CIc -0.57, -0.30 -0.62, -0.36    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.09 0.23    

SD 0.355 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 146 150    

Mean -0.66 -0.51    

SD 0.913 0.903    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.28, -0.08)     

Ls Meanb -0.69 -0.54 -0.15 (-0.24, -0.07) 0.001  

SEb 0.033 0.032    

95% CIb -0.76, -0.63 -0.60, -0.48    

Ls Meanc -0.68 -0.51 -0.17 (-0.28, -0.06) 0.002  

SEc 0.049 0.050    

95% CIc -0.78, -0.59 -0.61, -0.41    

 

  Day 15 Actual n 153 160    

Mean 0.05 0.03    

SD 0.265 0.193    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.68 -0.72    

SD 0.968 0.852    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.13)     

Ls Meanb -0.73 -0.75 0.02 (-0.07, 0.12) 0.620  

SEb 0.036 0.034    

95% CIb -0.80, -0.66 -0.82, -0.68    

Ls Meanc -0.71 -0.72 0.01 (-0.04, 0.07) 0.666  

SEc 0.026 0.026    

95% CIc -0.76, -0.65 -0.77, -0.67    

 

  Day 29 Actual n 128 128    

Mean 0.02 0.04    

SD 0.177 0.231    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.81 -0.75    

SD 0.968 0.897    

Min -4.00 -3.00    

Median -0.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.74 -0.76 0.01 (-0.09, 0.11) 0.796  

SEb 0.037 0.035    

95% CIb -0.82, -0.67 -0.83, -0.69    

Ls Meanc -0.81 -0.79 -0.02 (-0.08, 0.04) 0.483  

SEc 0.026 0.026    

95% CIc -0.86, -0.76 -0.84, -0.73    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.63 -0.66 0.04 (-0.01, 0.08) 0.108  

 

  Baseline Actual n 177 193  0.586d  

Mean 0.80 0.88    

SD 0.800 0.867    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.61 0.57    

SD 0.741 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.19 -0.36    

SD 0.833 0.827    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.24)     

Ls Meanb -0.29 -0.38 0.09 (-0.03, 0.20) 0.137  

SEb 0.044 0.042    

95% CIb -0.38, -0.21 -0.46, -0.30    

Ls Meanc -0.29 -0.42 0.12 (-0.02, 0.26) 0.089  

SEc 0.066 0.065    

95% CIc -0.42, -0.16 -0.54, -0.29    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.44 0.44    

SD 0.678 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 146 150    

Mean -0.32 -0.46    

SD 0.886 0.856    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.19)     

Ls Meanb -0.45 -0.49 0.04 (-0.07, 0.16) 0.480  

SEb 0.044 0.044    

95% CIb -0.54, -0.37 -0.58, -0.41    

Ls Meanc -0.40 -0.47 0.07 (-0.08, 0.22) 0.338  

SEc 0.066 0.067    

95% CIc -0.53, -0.27 -0.60, -0.34    

 

  Day 15 Actual n 153 160    

Mean 0.21 0.17    

SD 0.495 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.63 -0.71    

SD 0.787 0.827    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.19)     

Ls Meanb -0.70 -0.73 0.03 (-0.10, 0.16) 0.637  

SEb 0.048 0.046    

95% CIb -0.80, -0.61 -0.82, -0.64    

Ls Meanc -0.70 -0.76 0.06 (-0.05, 0.17) 0.271  

SEc 0.051 0.051    

95% CIc -0.80, -0.60 -0.86, -0.66    

 

  Day 29 Actual n 128 128    

Mean 0.06 0.05    

SD 0.274 0.289    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.67 -0.80    

SD 0.773 0.823    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.26)     

Ls Meanb -0.74 -0.83 0.09 (-0.04, 0.22) 0.170  

SEb 0.048 0.046    

95% CIb -0.83, -0.64 -0.92, -0.74    

Ls Meanc -0.70 -0.73 0.02 (-0.05, 0.10) 0.531  

SEc 0.034 0.035    

95% CIc -0.77, -0.64 -0.80, -0.66    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.14, 0.02)     

Ls Meanb -0.66 -0.61 -0.05 (-0.11, 0.02) 0.159  

 

  Baseline Actual n 177 193  0.371d  

Mean 1.12 1.06    

SD 0.821 0.785    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.98 1.05    

SD 0.809 0.855    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 157 178    

Mean -0.11 -0.03    

SD 0.800 0.869    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.27, 0.08)     

Ls Meanb -0.19 -0.11 -0.07 (-0.22, 0.07) 0.304  

SEb 0.056 0.054    

95% CIb -0.30, -0.08 -0.22, -0.01    

Ls Meanc -0.22 -0.15 -0.07 (-0.23, 0.09) 0.407  

SEc 0.075 0.074    

95% CIc -0.37, -0.07 -0.30, -0.01    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.83 0.90    

SD 0.871 0.887    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 146 150    

Mean -0.31 -0.15    

SD 0.936 0.944    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.25 (-0.43, -0.06)     

Ls Meanb -0.38 -0.19 -0.20 (-0.34, -0.05) 0.008  

SEb 0.056 0.055    

95% CIb -0.49, -0.27 -0.29, -0.08    

Ls Meanc -0.39 -0.24 -0.15 (-0.34, 0.03) 0.103  

SEc 0.083 0.084    

95% CIc -0.55, -0.23 -0.40, -0.07    

 

  Day 15 Actual n 153 160    

Mean 0.49 0.46    

SD 0.727 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.59 -0.65    

SD 0.997 0.813    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.21, 0.18)     

Ls Meanb -0.73 -0.72 -0.01 (-0.17, 0.14) 0.860  

SEb 0.060 0.059    

95% CIb -0.85, -0.61 -0.83, -0.60    

Ls Meanc -0.65 -0.70 0.05 (-0.11, 0.21) 0.541  

SEc 0.076 0.075    

95% CIc -0.80, -0.50 -0.84, -0.55    

 

  Day 29 Actual n 128 128    

Mean 0.26 0.20    

SD 0.565 0.417    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.83 -0.89    

SD 0.972 0.814    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.15, 0.24)     

Ls Meanb -0.90 -0.94 0.04 (-0.12, 0.19) 0.632  

SEb 0.060 0.058    

95% CIb -1.02, -0.78 -1.05, -0.82    

Ls Meanc -0.87 -0.94 0.08 (-0.05, 0.21) 0.251  

SEc 0.060 0.060    

95% CIc -0.99, -0.75 -1.06, -0.83    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 13 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.35 -0.36 0.01 (-0.02, 0.04) 0.493  

 

  Baseline Actual n 177 193  0.071d  

Mean 0.51 0.45    

SD 0.806 0.735    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.36 0.32    

SD 0.677 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.14 -0.14    

SD 0.880 0.757    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.20)     

Ls Meanb -0.12 -0.18 0.06 (-0.03, 0.15) 0.164  

SEb 0.034 0.032    

95% CIb -0.19, -0.05 -0.25, -0.12    

Ls Meanc -0.17 -0.22 0.06 (-0.07, 0.19) 0.394  

SEc 0.060 0.060    

95% CIc -0.29, -0.05 -0.34, -0.10    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.28 0.25    

SD 0.610 0.558    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 146 150    

Mean -0.23 -0.21    

SD 0.900 0.765    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.22 -0.25 0.03 (-0.06, 0.12) 0.551  

SEb 0.035 0.034    

95% CIb -0.29, -0.15 -0.32, -0.18    

Ls Meanc -0.24 -0.27 0.03 (-0.09, 0.16) 0.605  

SEc 0.056 0.057    

95% CIc -0.35, -0.13 -0.38, -0.16    

 

  Day 15 Actual n 153 160    

Mean 0.13 0.09    

SD 0.440 0.369    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.37 -0.36    

SD 0.867 0.787    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.36 -0.39 0.03 (-0.07, 0.13) 0.558  

SEb 0.038 0.036    

95% CIb -0.44, -0.29 -0.46, -0.32    

Ls Meanc -0.38 -0.44 0.06 (-0.04, 0.15) 0.235  

SEc 0.044 0.044    

95% CIc -0.47, -0.29 -0.52, -0.35    

 

  Day 29 Actual n 128 128    

Mean 0.02 0.01    

SD 0.177 0.088    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 108 121    

Mean -0.37 -0.43    

SD 0.678 0.740    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.16)     

Ls Meanb -0.42 -0.44 0.02 (-0.08, 0.13) 0.639  

SEb 0.039 0.037    

95% CIb -0.49, -0.34 -0.51, -0.37    

Ls Meanc -0.40 -0.41 0.01 (-0.03, 0.05) 0.508  

SEc 0.017 0.017    

95% CIc -0.43, -0.37 -0.45, -0.38    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.07)     

Ls Meanb -0.18 -0.19 0.01 (-0.03, 0.05) 0.566  

 

  Baseline Actual n 177 193  0.491d  

Mean 0.32 0.33    

SD 0.700 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.35 0.37    

SD 0.698 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 157 178    

Mean 0.04 0.03    

SD 0.715 0.762    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.15)     

Ls Meanb -0.01 -0.02 0.00 (-0.10, 0.11) 0.936  

SEb 0.041 0.039    

95% CIb -0.09, 0.07 -0.09, 0.06    

Ls Meanc 0.01 0.00 0.01 (-0.13, 0.15) 0.896  

SEc 0.065 0.065    

95% CIc -0.12, 0.14 -0.13, 0.13    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.25 0.31    

SD 0.587 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 146 150    

Mean -0.11 -0.05    

SD 0.806 0.911    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.14 (-0.29, 0.02)     

Ls Meanb -0.13 -0.03 -0.10 (-0.21, 0.01) 0.077  

SEb 0.042 0.041    

95% CIb -0.21, -0.04 -0.11, 0.05    

Ls Meanc -0.18 -0.12 -0.07 (-0.21, 0.08) 0.379  

SEc 0.065 0.066    

95% CIc -0.31, -0.06 -0.25, 0.01    

 

  Day 15 Actual n 153 160    

Mean 0.19 0.09    

SD 0.571 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.10 -0.25    

SD 0.712 0.699    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (-0.01, 0.32)     

Ls Meanb -0.17 -0.28 0.11 (0.00, 0.23) 0.060  

SEb 0.045 0.044    

95% CIb -0.26, -0.08 -0.37, -0.20    

Ls Meanc -0.15 -0.29 0.14 (0.03, 0.24) 0.011  

SEc 0.050 0.049    

95% CIc -0.25, -0.05 -0.39, -0.19    

 

  Day 29 Actual n 128 128    

Mean 0.07 0.07    

SD 0.336 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.21 -0.31    

SD 0.724 0.773    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.10, 0.23)     

Ls Meanb -0.26 -0.31 0.05 (-0.07, 0.17) 0.428  

SEb 0.046 0.044    

95% CIb -0.35, -0.17 -0.39, -0.22    

Ls Meanc -0.28 -0.29 0.01 (-0.08, 0.10) 0.820  

SEc 0.040 0.040    

95% CIc -0.36, -0.20 -0.37, -0.21    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.01 (-0.07, 0.05)     

Ls Meanb -0.84 -0.83 -0.01 (-0.07, 0.05) 0.761  

 

  Baseline Actual n 177 193  0.831d  

Mean 1.25 1.34    

SD 0.986 1.039    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 195 211    

Mean 0.91 1.06    

SD 0.937 0.976    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.36 -0.21    

SD 0.994 1.019    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.31, -0.01)     

Ls Meanb -0.48 -0.32 -0.16 (-0.32, -0.01) 0.039  

SEb 0.060 0.058    

95% CIb -0.60, -0.36 -0.43, -0.21    

Ls Meanc -0.51 -0.36 -0.15 (-0.33, 0.03) 0.094  

SEc 0.083 0.083    

95% CIc -0.67, -0.35 -0.52, -0.19    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.79 0.80    

SD 0.926 0.921    

Min 0.00 0.00    

Median 1.00 0.50    

Max 4.00 3.00    

 

   Change n 146 150    

Mean -0.49 -0.49    

SD 0.991 1.104    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -0.58 -0.58 0.00 (-0.16, 0.16) 0.985  

SEb 0.061 0.060    

95% CIb -0.70, -0.46 -0.70, -0.46    

Ls Meanc -0.58 -0.57 -0.01 (-0.20, 0.18) 0.928  

SEc 0.085 0.087    

95% CIc -0.74, -0.41 -0.74, -0.40    

 

  Day 15 Actual n 153 160    

Mean 0.42 0.43    

SD 0.723 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.86 -0.87    

SD 1.003 1.061    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.15)     

Ls Meanb -0.98 -0.96 -0.02 (-0.19, 0.16) 0.862  

SEb 0.065 0.064    

95% CIb -1.11, -0.85 -1.09, -0.84    

Ls Meanc -0.96 -0.96 0.00 (-0.16, 0.17) 0.971  

SEc 0.078 0.077    

95% CIc -1.11, -0.81 -1.12, -0.81    

 

  Day 29 Actual n 128 128    

Mean 0.25 0.32    

SD 0.575 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.98 -1.02    

SD 1.004 1.064    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.16)     

Ls Meanb -1.09 -1.08 -0.01 (-0.18, 0.16) 0.918  

SEb 0.066 0.063    

95% CIb -1.22, -0.96 -1.20, -0.95    

Ls Meanc -1.14 -1.08 -0.06 (-0.20, 0.09) 0.449  

SEc 0.066 0.066    

95% CIc -1.26, -1.01 -1.21, -0.95    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.06 (0.01, 0.11)     

Ls Meanb -0.74 -0.80 0.06 (0.01, 0.11) 0.013  

 

  Baseline Actual n 177 193  <.001d  

Mean 1.08 1.11    

SD 0.976 0.967    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.67 0.59    

SD 0.828 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.38 -0.56    

SD 1.016 0.997    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.02, 0.26)     

Ls Meanb -0.43 -0.55 0.12 (-0.01, 0.25) 0.082  

SEb 0.052 0.049    

95% CIb -0.53, -0.33 -0.64, -0.45    

Ls Meanc -0.47 -0.60 0.13 (-0.03, 0.29) 0.103  

SEc 0.075 0.075    

95% CIc -0.61, -0.32 -0.75, -0.45    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.48 0.52    

SD 0.787 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 146 150    

Mean -0.60 -0.63    

SD 1.007 1.020    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.11)     

Ls Meanb -0.68 -0.64 -0.04 (-0.18, 0.10) 0.599  

SEb 0.053 0.052    

95% CIb -0.78, -0.57 -0.74, -0.54    

Ls Meanc -0.62 -0.61 -0.01 (-0.16, 0.14) 0.913  

SEc 0.069 0.070    

95% CIc -0.75, -0.48 -0.75, -0.47    

 

  Day 15 Actual n 153 160    

Mean 0.34 0.26    

SD 0.709 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 24 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.76 -0.89    

SD 1.073 1.027    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.25)     

Ls Meanb -0.81 -0.90 0.09 (-0.06, 0.24) 0.232  

SEb 0.057 0.055    

95% CIb -0.92, -0.69 -1.00, -0.79    

Ls Meanc -0.80 -0.88 0.08 (-0.06, 0.23) 0.249  

SEc 0.067 0.066    

95% CIc -0.93, -0.66 -1.01, -0.75    

 

  Day 29 Actual n 128 128    

Mean 0.16 0.21    

SD 0.466 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.90 -0.96    

SD 1.041 0.934    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.13)     

Ls Meanb -0.94 -0.92 -0.02 (-0.18, 0.13) 0.769  

SEb 0.058 0.056    

95% CIb -1.05, -0.83 -1.03, -0.81    

Ls Meanc -1.00 -0.94 -0.06 (-0.17, 0.06) 0.337  

SEc 0.053 0.054    

95% CIc -1.11, -0.90 -1.05, -0.84    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.00 (-0.06, 0.05)     

Ls Meanb -0.92 -0.92 0.00 (-0.06, 0.05) 0.937  

 

  Baseline Actual n 177 193  <.001d  

Mean 1.19 1.22    

SD 0.981 1.004    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.74 0.73    

SD 0.928 0.910    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.50 -0.52    

SD 1.048 1.032    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.53 -0.52 -0.01 (-0.14, 0.13) 0.899  

SEb 0.052 0.050    

95% CIb -0.63, -0.43 -0.62, -0.42    

Ls Meanc -0.58 -0.58 0.00 (-0.18, 0.18) 0.972  

SEc 0.084 0.083    

95% CIc -0.75, -0.42 -0.74, -0.41    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.47 0.52    

SD 0.780 0.865    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 146 150    

Mean -0.76 -0.69    

SD 0.978 1.170    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.06)     

Ls Meanb -0.80 -0.72 -0.09 (-0.23, 0.06) 0.235  

SEb 0.053 0.052    

95% CIb -0.91, -0.70 -0.82, -0.61    

Ls Meanc -0.78 -0.69 -0.09 (-0.27, 0.08) 0.301  

SEc 0.080 0.081    

95% CIc -0.94, -0.63 -0.85, -0.53    

 

  Day 15 Actual n 153 160    

Mean 0.25 0.22    

SD 0.631 0.510    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.98 -1.02    

SD 1.080 0.942    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.19)     

Ls Meanb -1.02 -1.06 0.04 (-0.11, 0.19) 0.583  

SEb 0.057 0.056    

95% CIb -1.13, -0.91 -1.17, -0.95    

Ls Meanc -0.99 -1.03 0.03 (-0.10, 0.16) 0.610  

SEc 0.061 0.061    

95% CIc -1.11, -0.87 -1.15, -0.91    

 

  Day 29 Actual n 128 128    

Mean 0.14 0.18    

SD 0.430 0.460    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -1.10 -1.07    

SD 1.058 1.089    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.23, 0.08)     

Ls Meanb -1.10 -1.02 -0.07 (-0.23, 0.08) 0.342  

SEb 0.058 0.056    

95% CIb -1.21, -0.98 -1.13, -0.91    

Ls Meanc -1.14 -1.09 -0.06 (-0.17, 0.06) 0.340  

SEc 0.052 0.052    

95% CIc -1.24, -1.04 -1.19, -0.98    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.38 -0.38 0.00 (-0.03, 0.03) 0.926  

 

  Baseline Actual n 177 193  0.249d  

Mean 0.46 0.43    

SD 0.776 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.39 0.30    

SD 0.741 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.06 -0.12    

SD 0.896 0.683    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.02, 0.26)     

Ls Meanb -0.07 -0.17 0.10 (0.02, 0.19) 0.020  

SEb 0.034 0.032    

95% CIb -0.13, 0.00 -0.23, -0.11    

Ls Meanc -0.13 -0.21 0.08 (-0.06, 0.22) 0.247  

SEc 0.065 0.065    

95% CIc -0.26, 0.00 -0.34, -0.08    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.19 0.28    

SD 0.547 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 146 150    

Mean -0.25 -0.20    

SD 0.851 0.819    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.06)     

Ls Meanb -0.27 -0.22 -0.05 (-0.14, 0.04) 0.301  

SEb 0.034 0.034    

95% CIb -0.33, -0.20 -0.29, -0.15    

Ls Meanc -0.33 -0.25 -0.08 (-0.21, 0.06) 0.273  

SEc 0.061 0.062    

95% CIc -0.45, -0.21 -0.37, -0.13    

 

  Day 15 Actual n 153 160    

Mean 0.09 0.04    

SD 0.435 0.221    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.40 -0.41    

SD 0.862 0.756    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.20)     

Ls Meanb -0.40 -0.45 0.05 (-0.05, 0.15) 0.306  

SEb 0.037 0.036    

95% CIb -0.47, -0.33 -0.52, -0.38    

Ls Meanc -0.40 -0.46 0.07 (-0.02, 0.15) 0.109  

SEc 0.039 0.039    

95% CIc -0.47, -0.32 -0.54, -0.39    

 

  Day 29 Actual n 128 128    

Mean 0.02 0.02    

SD 0.125 0.152    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 108 121    

Mean -0.46 -0.49    

SD 0.825 0.787    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.16)     

Ls Meanb -0.47 -0.48 0.02 (-0.08, 0.12) 0.735  

SEb 0.038 0.036    

95% CIb -0.54, -0.39 -0.55, -0.41    

Ls Meanc -0.49 -0.48 0.00 (-0.04, 0.03) 0.814  

SEc 0.017 0.018    

95% CIc -0.52, -0.45 -0.52, -0.45    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.08 (0.02, 0.15)     

Ls Meanb -0.44 -0.52 0.08 (0.02, 0.15) 0.014  

 

  Baseline Actual n 177 193  0.092d  

Mean 0.68 0.73    

SD 1.001 1.022    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.64 0.68    

SD 0.906 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.05 -0.07    

SD 1.073 1.068    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.13 -0.10 -0.03 (-0.17, 0.11) 0.653  

SEb 0.055 0.053    

95% CIb -0.24, -0.02 -0.20, 0.01    

Ls Meanc -0.17 -0.18 0.01 (-0.17, 0.19) 0.895  

SEc 0.085 0.084    

95% CIc -0.34, -0.01 -0.35, -0.02    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.49 0.51    

SD 0.842 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 146 150    

Mean -0.22 -0.19    

SD 1.195 1.224    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -0.28 -0.26 -0.02 (-0.16, 0.12) 0.799  

SEb 0.056 0.055    

95% CIb -0.39, -0.17 -0.37, -0.15    

Ls Meanc -0.31 -0.32 0.01 (-0.18, 0.20) 0.948  

SEc 0.085 0.086    

95% CIc -0.48, -0.15 -0.49, -0.15    

 

  Day 15 Actual n 153 160    

Mean 0.26 0.20    

SD 0.657 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.43 -0.53    

SD 1.124 1.151    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.25)     

Ls Meanb -0.50 -0.60 0.10 (-0.05, 0.25) 0.189  

SEb 0.059 0.058    

95% CIb -0.62, -0.39 -0.72, -0.49    

Ls Meanc -0.49 -0.60 0.12 (-0.03, 0.26) 0.115  

SEc 0.068 0.067    

95% CIc -0.62, -0.35 -0.73, -0.47    

 

  Day 29 Actual n 128 128    

Mean 0.18 0.04    

SD 0.567 0.195    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 108 121    

Mean -0.51 -0.68    

SD 1.000 1.026    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.24 (0.09, 0.39)     

Ls Meanb -0.53 -0.78 0.25 (0.10, 0.40) 0.001  

SEb 0.059 0.057    

95% CIb -0.65, -0.42 -0.89, -0.67    

Ls Meanc -0.55 -0.70 0.15 (0.05, 0.25) 0.004  

SEc 0.047 0.047    

95% CIc -0.64, -0.46 -0.79, -0.61    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.14)     

Ls Meanb -0.40 -0.47 0.07 (0.00, 0.13) 0.038  

 

  Baseline Actual n 177 193  0.174d  

Mean 0.60 0.65    

SD 0.942 0.958    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.55 0.55    

SD 0.856 0.846    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.06 -0.12    

SD 0.989 0.978    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.18)     

Ls Meanb -0.10 -0.15 0.05 (-0.08, 0.18) 0.492  

SEb 0.051 0.049    

95% CIb -0.20, 0.00 -0.25, -0.05    

Ls Meanc -0.19 -0.25 0.06 (-0.11, 0.23) 0.475  

SEc 0.078 0.077    

95% CIc -0.34, -0.04 -0.40, -0.10    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.43 0.43    

SD 0.798 0.787    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 146 150    

Mean -0.21 -0.19    

SD 1.097 1.149    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.16)     

Ls Meanb -0.24 -0.26 0.02 (-0.12, 0.15) 0.816  

SEb 0.052 0.051    

95% CIb -0.34, -0.14 -0.36, -0.16    

Ls Meanc -0.29 -0.29 0.00 (-0.18, 0.18) 0.970  

SEc 0.081 0.082    

95% CIc -0.45, -0.13 -0.45, -0.13    

 

  Day 15 Actual n 153 160    

Mean 0.20 0.18    

SD 0.554 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.41 -0.47    

SD 1.046 1.042    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.23)     

Ls Meanb -0.45 -0.53 0.08 (-0.06, 0.22) 0.257  

SEb 0.055 0.054    

95% CIb -0.56, -0.34 -0.64, -0.43    

Ls Meanc -0.43 -0.51 0.08 (-0.04, 0.21) 0.191  

SEc 0.060 0.059    

95% CIc -0.54, -0.31 -0.63, -0.40    

 

  Day 29 Actual n 128 128    

Mean 0.13 0.04    

SD 0.435 0.231    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.46 -0.63    

SD 0.961 0.976    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (0.03, 0.32)     

Ls Meanb -0.49 -0.66 0.17 (0.03, 0.31) 0.019  

SEb 0.055 0.053    

95% CIb -0.60, -0.38 -0.76, -0.55    

Ls Meanc -0.50 -0.63 0.12 (0.03, 0.22) 0.011  

SEc 0.043 0.043    

95% CIc -0.59, -0.42 -0.71, -0.54    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.04)     

Ls Meanb -0.57 -0.57 0.00 (-0.04, 0.04) 0.853  

 

  Baseline Actual n 177 193  0.291d  

Mean 0.68 0.70    

SD 0.800 0.771    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.43 0.40    

SD 0.680 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.20 -0.34    

SD 0.822 0.759    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.21)     

Ls Meanb -0.30 -0.38 0.07 (-0.03, 0.17) 0.158  

SEb 0.038 0.036    

95% CIb -0.38, -0.23 -0.45, -0.30    

Ls Meanc -0.30 -0.40 0.09 (-0.04, 0.22) 0.164  

SEc 0.061 0.061    

95% CIc -0.42, -0.18 -0.52, -0.28    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.31 0.36    

SD 0.550 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 146 150    

Mean -0.40 -0.36    

SD 0.843 0.726    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.49 -0.43 -0.05 (-0.15, 0.05) 0.312  

SEb 0.039 0.038    

95% CIb -0.56, -0.41 -0.51, -0.36    

Ls Meanc -0.44 -0.40 -0.04 (-0.16, 0.09) 0.558  

SEc 0.057 0.057    

95% CIc -0.55, -0.33 -0.52, -0.29    

 

  Day 15 Actual n 153 160    

Mean 0.16 0.14    

SD 0.451 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.55 -0.62    

SD 0.785 0.752    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.15)     

Ls Meanb -0.62 -0.64 0.01 (-0.10, 0.12) 0.820  

SEb 0.041 0.040    

95% CIb -0.70, -0.54 -0.71, -0.56    

Ls Meanc -0.64 -0.69 0.06 (-0.04, 0.16) 0.271  

SEc 0.047 0.047    

95% CIc -0.73, -0.54 -0.79, -0.60    

 

  Day 29 Actual n 128 128    

Mean 0.06 0.09    

SD 0.243 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 108 121    

Mean -0.47 -0.65    

SD 0.729 0.793    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.65 -0.66 0.01 (-0.10, 0.12) 0.914  

SEb 0.042 0.040    

95% CIb -0.74, -0.57 -0.74, -0.58    

Ls Meanc -0.58 -0.57 -0.01 (-0.08, 0.06) 0.798  

SEc 0.034 0.034    

95% CIc -0.64, -0.51 -0.63, -0.50    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.08)     

Ls Meanb -0.30 -0.32 0.03 (-0.01, 0.07) 0.157  

 

  Baseline Actual n 177 193  0.002d  

Mean 0.40 0.46    

SD 0.785 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.36 0.36    

SD 0.742 0.758    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 157 178    

Mean -0.08 -0.07    

SD 0.805 0.796    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.12 -0.10 -0.03 (-0.13, 0.08) 0.631  

SEb 0.040 0.038    

95% CIb -0.20, -0.04 -0.17, -0.02    

Ls Meanc -0.09 -0.07 -0.03 (-0.17, 0.12) 0.721  

SEc 0.067 0.066    

95% CIc -0.22, 0.04 -0.20, 0.06    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.20 0.26    

SD 0.592 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 146 150    

Mean -0.22 -0.26    

SD 0.859 0.870    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.07)     

Ls Meanb -0.24 -0.19 -0.05 (-0.16, 0.06) 0.363  

SEb 0.041 0.040    

95% CIb -0.32, -0.16 -0.26, -0.11    

Ls Meanc -0.25 -0.22 -0.03 (-0.17, 0.11) 0.719  

SEc 0.063 0.064    

95% CIc -0.37, -0.12 -0.35, -0.10    

 

  Day 15 Actual n 153 160    

Mean 0.16 0.06    

SD 0.567 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.20 -0.39    

SD 0.770 0.829    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.15 (0.01, 0.30)     

Ls Meanb -0.29 -0.41 0.12 (0.01, 0.24) 0.040  

SEb 0.044 0.043    

95% CIb -0.38, -0.21 -0.50, -0.33    

Ls Meanc -0.28 -0.40 0.12 (0.02, 0.23) 0.023  

SEc 0.050 0.050    

95% CIc -0.38, -0.18 -0.50, -0.30    

 

  Day 29 Actual n 128 128    

Mean 0.06 0.06    

SD 0.301 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 108 121    

Mean -0.31 -0.38    

SD 0.767 0.859    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.10, 0.19)     

Ls Meanb -0.36 -0.40 0.04 (-0.08, 0.16) 0.523  

SEb 0.045 0.043    

95% CIb -0.45, -0.28 -0.49, -0.32    

Ls Meanc -0.36 -0.37 0.01 (-0.07, 0.08) 0.881  

SEc 0.035 0.035    

95% CIc -0.43, -0.30 -0.44, -0.30    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.53 -0.56 0.02 (-0.02, 0.07) 0.282  

 

  Baseline Actual n 177 193  <.001d  

Mean 0.67 0.72    

SD 0.788 0.846    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 195 211    

Mean 0.45 0.37    

SD 0.726 0.674    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 157 178    

Mean -0.22 -0.35    

SD 0.827 0.845    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.05, 0.22)     

Ls Meanb -0.29 -0.36 0.07 (-0.04, 0.18) 0.204  

SEb 0.042 0.041    

95% CIb -0.38, -0.21 -0.44, -0.28    

Ls Meanc -0.27 -0.37 0.10 (-0.04, 0.23) 0.180  

SEc 0.065 0.065    

95% CIc -0.40, -0.14 -0.49, -0.24    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.33 0.25    

SD 0.692 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 146 150    

Mean -0.38 -0.49    

SD 0.832 0.995    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.48 -0.50 0.02 (-0.09, 0.14) 0.705  

SEb 0.043 0.042    

95% CIb -0.56, -0.39 -0.58, -0.42    

Ls Meanc -0.45 -0.50 0.05 (-0.09, 0.19) 0.487  

SEc 0.061 0.062    

95% CIc -0.57, -0.33 -0.62, -0.38    

 

  Day 15 Actual n 153 160    

Mean 0.18 0.13    

SD 0.539 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.49 -0.63    

SD 0.886 0.870    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -0.59 -0.61 0.02 (-0.10, 0.15) 0.687  

SEb 0.046 0.045    

95% CIb -0.68, -0.50 -0.70, -0.53    

Ls Meanc -0.56 -0.62 0.06 (-0.05, 0.17) 0.307  

SEc 0.052 0.052    

95% CIc -0.67, -0.46 -0.72, -0.52    

 

  Day 29 Actual n 128 128    

Mean 0.09 0.13    

SD 0.397 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 108 121    

Mean -0.57 -0.55    

SD 0.878 0.796    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.10)     

Ls Meanb -0.64 -0.60 -0.04 (-0.16, 0.08) 0.528  

SEb 0.047 0.045    

95% CIb -0.73, -0.55 -0.69, -0.51    

Ls Meanc -0.63 -0.59 -0.04 (-0.14, 0.07) 0.462  

SEc 0.048 0.048    

95% CIc -0.73, -0.54 -0.69, -0.50    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.13 -0.13 0.00 (-0.01, 0.02) 0.882  

 

  Baseline Actual n 177 193  0.299d  

Mean 0.20 0.09    

SD 0.584 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 195 211    

Mean 0.07 0.04    

SD 0.338 0.255    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 157 178    

Mean -0.11 -0.04    

SD 0.554 0.381    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.14)     

Ls Meanb -0.08 -0.10 0.02 (-0.02, 0.07) 0.326  

SEb 0.017 0.016    

95% CIb -0.11, -0.05 -0.13, -0.07    

Ls Meanc -0.08 -0.10 0.02 (-0.04, 0.08) 0.559  

SEc 0.029 0.029    

95% CIc -0.14, -0.02 -0.16, -0.04    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 180 178    

Mean 0.04 0.05    

SD 0.296 0.306    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 146 150    

Mean -0.12 -0.04    

SD 0.569 0.529    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.09)     

Ls Meanb -0.09 -0.09 0.00 (-0.05, 0.04) 0.910  

SEb 0.018 0.017    

95% CIb -0.13, -0.06 -0.12, -0.05    

Ls Meanc -0.11 -0.09 -0.02 (-0.09, 0.06) 0.667  

SEc 0.033 0.034    

95% CIc -0.17, -0.04 -0.16, -0.02    

 

  Day 15 Actual n 153 160    

Mean 0.03 0.01    

SD 0.197 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 135    

Mean -0.18 -0.07    

SD 0.619 0.337    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.13 -0.14 0.01 (-0.04, 0.07) 0.575  

SEb 0.019 0.018    

95% CIb -0.16, -0.09 -0.18, -0.11    

Ls Meanc -0.12 -0.14 0.02 (-0.01, 0.06) 0.199  

SEc 0.017 0.017    

95% CIc -0.15, -0.09 -0.18, -0.11    

 

  Day 29 Actual n 128 128    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 108 121    

Mean -0.21 -0.08    

SD 0.642 0.356    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.16 -0.15 -0.01 (-0.07, 0.04) 0.588  

SEb 0.020 0.019    

95% CIb -0.20, -0.12 -0.18, -0.11    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 49 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Not Hispanic Body Aches Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, -0.01)     

Ls Meanb -0.81 -0.74 -0.07 (-0.13, -0.01) 0.030  

 

  Baseline Actual n 132 132    

Mean 1.07 0.84    

SD 1.127 0.923    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.52 0.52    

SD 0.854 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 122 120    

Mean -0.51 -0.26    

SD 1.093 0.957    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.26, 0.03)     

Ls Meanb -0.50 -0.38 -0.12 (-0.26, 0.03) 0.121  

SEb 0.056 0.056    

95% CIb -0.61, -0.39 -0.49, -0.27    

Ls Meanc -0.53 -0.39 -0.14 (-0.34, 0.06) 0.161  

SEc 0.094 0.092    

95% CIc -0.72, -0.35 -0.57, -0.21    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 154    

Mean 0.29 0.27    

SD 0.704 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 106    

Mean -0.70 -0.59    

SD 1.105 0.903    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.09)     

Ls Meanb -0.73 -0.67 -0.06 (-0.21, 0.09) 0.438  

SEb 0.057 0.058    

95% CIb -0.84, -0.62 -0.78, -0.56    

Ls Meanc -0.71 -0.72 0.01 (-0.16, 0.18) 0.911  

SEc 0.081 0.080    

95% CIc -0.87, -0.55 -0.88, -0.56    

 

  Day 15 Actual n 152 140    

Mean 0.09 0.11    

SD 0.363 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.97 -0.69    

SD 1.093 0.900    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.08)     

Ls Meanb -0.93 -0.86 -0.07 (-0.23, 0.08) 0.348  

SEb 0.058 0.060    

95% CIb -1.05, -0.82 -0.98, -0.74    

Ls Meanc -0.89 -0.82 -0.07 (-0.17, 0.03) 0.166  

SEc 0.046 0.048    

95% CIc -0.99, -0.80 -0.92, -0.73    

 

  Day 29 Actual n 122 117    

Mean 0.08 0.08    

SD 0.377 0.375    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 92 82    

Mean -1.01 -0.77    

SD 1.114 0.879    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.10)     

Ls Meanb -0.94 -0.89 -0.06 (-0.22, 0.10) 0.478  

SEb 0.059 0.061    

95% CIb -1.06, -0.83 -1.01, -0.77    

Ls Meanc -0.89 -0.90 0.01 (-0.10, 0.11) 0.917  

SEc 0.047 0.047    

95% CIc -0.98, -0.80 -0.99, -0.80    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.70 -0.71 0.01 (-0.02, 0.04) 0.562  

 

  Baseline Actual n 132 132    

Mean 0.85 0.73    

SD 1.037 0.964    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 167 164    

Mean 0.31 0.35    

SD 0.628 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 121 120    

Mean -0.45 -0.38    

SD 0.957 0.831    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.13)     

Ls Meanb -0.42 -0.45 0.03 (-0.08, 0.13) 0.623  

SEb 0.038 0.038    

95% CIb -0.50, -0.35 -0.52, -0.37    

Ls Meanc -0.47 -0.46 -0.01 (-0.16, 0.15) 0.918  

SEc 0.072 0.070    

95% CIc -0.61, -0.33 -0.60, -0.33    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.14 0.19    

SD 0.474 0.544    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.64 -0.57    

SD 0.990 1.001    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.06)     

Ls Meanb -0.67 -0.62 -0.04 (-0.15, 0.06) 0.411  

SEb 0.039 0.040    

95% CIb -0.74, -0.59 -0.70, -0.55    

Ls Meanc -0.68 -0.67 -0.01 (-0.14, 0.12) 0.883  

SEc 0.059 0.058    

95% CIc -0.79, -0.56 -0.78, -0.55    

 

  Day 15 Actual n 152 140    

Mean 0.03 0.05    

SD 0.213 0.325    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 54 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.79 -0.65    

SD 1.019 0.976    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.07)     

Ls Meanb -0.77 -0.74 -0.04 (-0.14, 0.07) 0.527  

SEb 0.040 0.042    

95% CIb -0.85, -0.70 -0.82, -0.66    

Ls Meanc -0.75 -0.71 -0.04 (-0.13, 0.04) 0.331  

SEc 0.038 0.039    

95% CIc -0.83, -0.68 -0.79, -0.64    

 

  Day 29 Actual n 122 117    

Mean 0.03 0.01    

SD 0.220 0.092    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 92 82    

Mean -0.84 -0.70    

SD 1.092 0.952    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb -0.78 -0.81 0.04 (-0.08, 0.15) 0.545  

SEb 0.042 0.044    

95% CIb -0.86, -0.70 -0.90, -0.73    

Ls Meanc -0.76 -0.80 0.03 (-0.02, 0.08) 0.227  

SEc 0.024 0.024    

95% CIc -0.81, -0.72 -0.84, -0.75    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 55 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.07)     

Ls Meanb -0.41 -0.41 0.01 (-0.05, 0.06) 0.833  

 

  Baseline Actual n 132 132    

Mean 0.73 0.51    

SD 0.958 0.786    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.46 0.41    

SD 0.757 0.700    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 122 120    

Mean -0.20 -0.11    

SD 0.842 0.708    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.05, 0.23)     

Ls Meanb -0.14 -0.22 0.08 (-0.04, 0.20) 0.212  

SEb 0.047 0.047    

95% CIb -0.23, -0.05 -0.31, -0.13    

Ls Meanc -0.16 -0.16 0.01 (-0.15, 0.17) 0.919  

SEc 0.075 0.074    

95% CIc -0.31, -0.01 -0.31, -0.02    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.35 0.32    

SD 0.654 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 116 107    

Mean -0.24 -0.21    

SD 0.891 0.786    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.23 -0.30 0.07 (-0.06, 0.19) 0.281  

SEb 0.047 0.048    

95% CIb -0.32, -0.14 -0.40, -0.21    

Ls Meanc -0.24 -0.32 0.08 (-0.08, 0.24) 0.306  

SEc 0.073 0.072    

95% CIc -0.38, -0.09 -0.46, -0.17    

 

  Day 15 Actual n 152 140    

Mean 0.12 0.10    

SD 0.381 0.346    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.48 -0.38    

SD 0.845 0.801    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.18)     

Ls Meanb -0.46 -0.50 0.03 (-0.10, 0.16) 0.616  

SEb 0.048 0.050    

95% CIb -0.56, -0.37 -0.59, -0.40    

Ls Meanc -0.46 -0.50 0.04 (-0.06, 0.13) 0.420  

SEc 0.043 0.045    

95% CIc -0.54, -0.37 -0.59, -0.41    

 

  Day 29 Actual n 122 117    

Mean 0.07 0.12    

SD 0.292 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 92 82    

Mean -0.52 -0.33    

SD 0.955 0.817    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.10)     

Ls Meanb -0.54 -0.50 -0.04 (-0.17, 0.09) 0.545  

SEb 0.049 0.051    

95% CIb -0.64, -0.44 -0.60, -0.40    

Ls Meanc -0.46 -0.44 -0.02 (-0.12, 0.08) 0.713  

SEc 0.046 0.046    

95% CIc -0.55, -0.37 -0.53, -0.35    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 58 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.07 (-0.15, 0.01)     

Ls Meanb -0.71 -0.65 -0.06 (-0.13, 0.01) 0.106  

 

  Baseline Actual n 132 132    

Mean 1.19 1.13    

SD 0.892 0.766    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 1.07 1.04    

SD 0.842 0.821    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 122 120    

Mean -0.10 -0.07    

SD 0.697 0.764    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.21)     

Ls Meanb -0.11 -0.12 0.01 (-0.14, 0.17) 0.854  

SEb 0.061 0.061    

95% CIb -0.23, 0.01 -0.24, -0.01    

Ls Meanc -0.10 -0.08 -0.02 (-0.19, 0.15) 0.799  

SEc 0.079 0.077    

95% CIc -0.26, 0.05 -0.23, 0.07    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.83 0.90    

SD 0.817 0.862    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.32 -0.23    

SD 0.798 0.842    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.29, 0.10)     

Ls Meanb -0.34 -0.27 -0.08 (-0.24, 0.08) 0.336  

SEb 0.061 0.063    

95% CIb -0.46, -0.22 -0.39, -0.14    

Ls Meanc -0.31 -0.27 -0.04 (-0.23, 0.15) 0.664  

SEc 0.089 0.088    

95% CIc -0.49, -0.14 -0.44, -0.10    

 

  Day 15 Actual n 152 140    

Mean 0.30 0.34    

SD 0.576 0.583    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.86 -0.76    

SD 0.887 0.896    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.29, 0.11)     

Ls Meanb -0.88 -0.80 -0.08 (-0.24, 0.09) 0.373  

SEb 0.062 0.065    

95% CIb -1.00, -0.75 -0.93, -0.67    

Ls Meanc -0.86 -0.80 -0.06 (-0.22, 0.09) 0.418  

SEc 0.071 0.073    

95% CIc -1.00, -0.72 -0.94, -0.65    

 

  Day 29 Actual n 122 117    

Mean 0.20 0.18    

SD 0.480 0.448    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 92 82    

Mean -1.02 -0.90    

SD 0.877 0.883    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.18, 0.23)     

Ls Meanb -0.99 -1.01 0.02 (-0.15, 0.19) 0.817  

SEb 0.064 0.066    

95% CIb -1.11, -0.86 -1.14, -0.88    

Ls Meanc -0.98 -1.04 0.06 (-0.08, 0.20) 0.415  

SEc 0.064 0.064    

95% CIc -1.11, -0.86 -1.17, -0.91    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 61 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.03)     

Ls Meanb -0.23 -0.22 -0.01 (-0.04, 0.02) 0.631  

 

  Baseline Actual n 132 132    

Mean 0.33 0.30    

SD 0.715 0.627    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 167 164    

Mean 0.23 0.24    

SD 0.577 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 121 120    

Mean -0.07 -0.03    

SD 0.629 0.809    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.13)     

Ls Meanb -0.05 -0.05 -0.01 (-0.10, 0.08) 0.901  

SEb 0.034 0.034    

95% CIb -0.12, 0.01 -0.11, 0.02    

Ls Meanc -0.10 -0.06 -0.04 (-0.18, 0.11) 0.624  

SEc 0.067 0.065    

95% CIc -0.23, 0.04 -0.19, 0.07    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.13 0.12    

SD 0.469 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.17 -0.20    

SD 0.650 0.636    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.20)     

Ls Meanb -0.17 -0.22 0.04 (-0.05, 0.14) 0.360  

SEb 0.034 0.035    

95% CIb -0.24, -0.10 -0.28, -0.15    

Ls Meanc -0.18 -0.24 0.05 (-0.05, 0.16) 0.342  

SEc 0.049 0.048    

95% CIc -0.28, -0.09 -0.33, -0.14    

 

  Day 15 Actual n 152 140    

Mean 0.03 0.04    

SD 0.198 0.236    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.28 -0.19    

SD 0.668 0.624    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.08)     

Ls Meanb -0.29 -0.24 -0.04 (-0.14, 0.06) 0.401  

SEb 0.035 0.037    

95% CIb -0.35, -0.22 -0.32, -0.17    

Ls Meanc -0.27 -0.25 -0.02 (-0.09, 0.05) 0.531  

SEc 0.031 0.033    

95% CIc -0.34, -0.21 -0.32, -0.19    

 

  Day 29 Actual n 122 117    

Mean 0.02 0.02    

SD 0.202 0.130    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 92 82    

Mean -0.30 -0.22    

SD 0.675 0.545    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.12)     

Ls Meanb -0.30 -0.27 -0.02 (-0.13, 0.08) 0.641  

SEb 0.037 0.039    

95% CIb -0.37, -0.22 -0.35, -0.20    

Ls Meanc -0.25 -0.26 0.01 (-0.04, 0.06) 0.690  

SEc 0.025 0.025    

95% CIc -0.30, -0.20 -0.31, -0.21    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.05 (-0.03, 0.13)     

Ls Meanb -0.17 -0.21 0.04 (-0.02, 0.10) 0.221  

 

  Baseline Actual n 132 132    

Mean 0.39 0.33    

SD 0.807 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.28 0.21    

SD 0.637 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 122 120    

Mean -0.03 -0.12    

SD 0.792 0.688    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.03, 0.31)     

Ls Meanb -0.05 -0.16 0.11 (-0.02, 0.24) 0.099  

SEb 0.049 0.050    

95% CIb -0.15, 0.04 -0.26, -0.06    

Ls Meanc -0.05 -0.15 0.11 (-0.04, 0.25) 0.153  

SEc 0.068 0.066    

95% CIc -0.18, 0.09 -0.28, -0.02    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.24 0.26    

SD 0.626 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.09 0.00    

SD 0.802 0.901    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.24, 0.10)     

Ls Meanb -0.11 -0.06 -0.05 (-0.18, 0.08) 0.445  

SEb 0.050 0.051    

95% CIb -0.21, -0.01 -0.16, 0.04    

Ls Meanc -0.12 -0.08 -0.03 (-0.21, 0.14) 0.693  

SEc 0.080 0.079    

95% CIc -0.27, 0.04 -0.24, 0.07    

 

  Day 15 Actual n 152 140    

Mean 0.09 0.15    

SD 0.381 0.522    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.15 -0.16    

SD 0.768 0.719    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.14, 0.21)     

Ls Meanb -0.19 -0.21 0.03 (-0.11, 0.16) 0.713  

SEb 0.051 0.052    

95% CIb -0.29, -0.09 -0.32, -0.11    

Ls Meanc -0.21 -0.19 -0.02 (-0.15, 0.11) 0.801  

SEc 0.060 0.061    

95% CIc -0.33, -0.09 -0.31, -0.07    

 

  Day 29 Actual n 122 117    

Mean 0.07 0.03    

SD 0.334 0.225    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 92 82    

Mean -0.25 -0.27    

SD 0.885 0.721    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.24)     

Ls Meanb -0.26 -0.31 0.05 (-0.09, 0.19) 0.475  

SEb 0.052 0.053    

95% CIb -0.36, -0.15 -0.41, -0.20    

Ls Meanc -0.24 -0.32 0.08 (-0.01, 0.16) 0.081  

SEc 0.040 0.041    

95% CIc -0.32, -0.16 -0.40, -0.24    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.04)     

Ls Meanb -0.97 -0.93 -0.04 (-0.13, 0.04) 0.320  

 

  Baseline Actual n 132 132    

Mean 1.59 1.39    

SD 1.070 0.986    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 1.16 1.12    

SD 1.023 0.989    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 122 120    

Mean -0.25 -0.18    

SD 0.941 0.923    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.11, 0.26)     

Ls Meanb -0.30 -0.38 0.08 (-0.11, 0.27) 0.427  

SEb 0.074 0.074    

95% CIb -0.45, -0.16 -0.53, -0.23    

Ls Meanc -0.33 -0.35 0.03 (-0.18, 0.23) 0.808  

SEc 0.098 0.095    

95% CIc -0.52, -0.14 -0.54, -0.17    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.86 0.90    

SD 0.949 0.985    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 116 107    

Mean -0.53 -0.41    

SD 1.025 0.941    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.28, 0.10)     

Ls Meanb -0.66 -0.57 -0.09 (-0.29, 0.10) 0.346  

SEb 0.075 0.076    

95% CIb -0.81, -0.51 -0.71, -0.42    

Ls Meanc -0.71 -0.69 -0.02 (-0.24, 0.20) 0.866  

SEc 0.101 0.099    

95% CIc -0.91, -0.51 -0.88, -0.49    

 

  Day 15 Actual n 152 140    

Mean 0.36 0.35    

SD 0.667 0.678    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -1.13 -0.99    

SD 1.171 0.951    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.19, 0.20)     

Ls Meanb -1.17 -1.17 0.01 (-0.20, 0.21) 0.944  

SEb 0.076 0.078    

95% CIb -1.32, -1.02 -1.33, -1.02    

Ls Meanc -1.18 -1.19 0.01 (-0.17, 0.19) 0.882  

SEc 0.082 0.084    

95% CIc -1.34, -1.02 -1.36, -1.02    

 

  Day 29 Actual n 122 117    

Mean 0.30 0.29    

SD 0.615 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 92 82    

Mean -1.20 -1.12    

SD 1.141 1.059    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.17, 0.24)     

Ls Meanb -1.23 -1.26 0.03 (-0.17, 0.24) 0.746  

SEb 0.078 0.080    

95% CIb -1.38, -1.07 -1.42, -1.10    

Ls Meanc -1.21 -1.27 0.06 (-0.12, 0.24) 0.498  

SEc 0.084 0.084    

95% CIc -1.38, -1.05 -1.44, -1.11    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.02)     

Ls Meanb -0.85 -0.82 -0.04 (-0.09, 0.02) 0.190  

 

  Baseline Actual n 132 132    

Mean 1.11 1.05    

SD 1.001 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 168 164    

Mean 0.52 0.66    

SD 0.781 0.847    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 122 120    

Mean -0.55 -0.40    

SD 0.946 1.016    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.26, 0.04)     

Ls Meanb -0.57 -0.46 -0.11 (-0.26, 0.04) 0.138  

SEb 0.055 0.055    

95% CIb -0.68, -0.46 -0.57, -0.35    

Ls Meanc -0.71 -0.57 -0.14 (-0.33, 0.04) 0.130  

SEc 0.089 0.086    

95% CIc -0.89, -0.54 -0.74, -0.40    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.44 0.45    

SD 0.810 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.59 -0.62    

SD 1.103 1.043    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -0.63 -0.65 0.03 (-0.12, 0.17) 0.735  

SEb 0.055 0.057    

95% CIb -0.73, -0.52 -0.76, -0.54    

Ls Meanc -0.68 -0.75 0.07 (-0.12, 0.27) 0.448  

SEc 0.091 0.089    

95% CIc -0.85, -0.50 -0.93, -0.57    

 

  Day 15 Actual n 152 140    

Mean 0.13 0.21    

SD 0.404 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.98 -0.77    

SD 0.952 0.950    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.06)     

Ls Meanb -0.99 -0.89 -0.09 (-0.25, 0.06) 0.228  

SEb 0.057 0.059    

95% CIb -1.10, -0.88 -1.01, -0.78    

Ls Meanc -0.96 -0.82 -0.14 (-0.26, -0.03) 0.013  

SEc 0.051 0.053    

95% CIc -1.06, -0.86 -0.92, -0.72    

 

  Day 29 Actual n 122 117    

Mean 0.06 0.09    

SD 0.234 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 92 82    

Mean -1.09 -0.96    

SD 1.013 0.949    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.23, 0.10)     

Ls Meanb -1.10 -1.04 -0.06 (-0.22, 0.10) 0.443  

SEb 0.059 0.061    

95% CIb -1.21, -0.98 -1.16, -0.92    

Ls Meanc -1.06 -1.01 -0.05 (-0.13, 0.04) 0.292  

SEc 0.041 0.040    

95% CIc -1.14, -0.98 -1.09, -0.93    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.10 (-0.16, -0.04)     

Ls Meanb -0.88 -0.78 -0.10 (-0.17, -0.04) 0.003  

 

  Baseline Actual n 132 132    

Mean 1.10 1.00    

SD 1.083 0.941    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.49 0.55    

SD 0.766 0.823    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 122 120    

Mean -0.56 -0.43    

SD 0.996 0.896    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.05)     

Ls Meanb -0.58 -0.47 -0.10 (-0.25, 0.05) 0.179  

SEb 0.057 0.057    

95% CIb -0.69, -0.47 -0.59, -0.36    

Ls Meanc -0.59 -0.48 -0.11 (-0.29, 0.07) 0.224  

SEc 0.086 0.083    

95% CIc -0.76, -0.43 -0.65, -0.32    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.32 0.34    

SD 0.722 0.725    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.66 -0.71    

SD 1.022 0.952    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.72 -0.74 0.01 (-0.14, 0.17) 0.852  

SEb 0.058 0.059    

95% CIb -0.84, -0.61 -0.85, -0.62    

Ls Meanc -0.69 -0.77 0.08 (-0.10, 0.26) 0.369  

SEc 0.082 0.081    

95% CIc -0.85, -0.53 -0.93, -0.61    

 

  Day 15 Actual n 152 140    

Mean 0.10 0.19    

SD 0.378 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.97 -0.78    

SD 1.032 1.074    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.28, 0.03)     

Ls Meanb -0.99 -0.86 -0.13 (-0.28, 0.03) 0.114  

SEb 0.059 0.061    

95% CIb -1.10, -0.87 -0.98, -0.74    

Ls Meanc -0.92 -0.79 -0.13 (-0.26, 0.00) 0.051  

SEc 0.059 0.061    

95% CIc -1.03, -0.80 -0.91, -0.67    

 

  Day 29 Actual n 122 117    

Mean 0.07 0.16    

SD 0.344 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 92 82    

Mean -1.01 -0.78    

SD 1.074 0.982    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.33, -0.02)     

Ls Meanb -1.04 -0.87 -0.18 (-0.34, -0.02) 0.031  

SEb 0.060 0.062    

95% CIb -1.16, -0.93 -0.99, -0.74    

Ls Meanc -0.97 -0.83 -0.14 (-0.27, -0.01) 0.040  

SEc 0.062 0.062    

95% CIc -1.09, -0.85 -0.95, -0.71    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.05 (-0.10, 0.00)     

Ls Meanb -0.30 -0.27 -0.03 (-0.07, 0.00) 0.060  

 

  Baseline Actual n 132 132    

Mean 0.40 0.35    

SD 0.780 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.24 0.24    

SD 0.640 0.595    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 122 120    

Mean -0.10 -0.12    

SD 0.721 0.638    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.20)     

Ls Meanb -0.10 -0.16 0.05 (-0.03, 0.14) 0.231  

SEb 0.034 0.034    

95% CIb -0.17, -0.04 -0.23, -0.09    

Ls Meanc -0.13 -0.17 0.04 (-0.10, 0.18) 0.600  

SEc 0.067 0.065    

95% CIc -0.26, 0.00 -0.29, -0.04    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.16 0.19    

SD 0.465 0.544    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.16 -0.18    

SD 0.685 0.627    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.20 -0.18 -0.01 (-0.11, 0.08) 0.750  

SEb 0.034 0.035    

95% CIb -0.26, -0.13 -0.25, -0.11    

Ls Meanc -0.23 -0.26 0.03 (-0.09, 0.15) 0.573  

SEc 0.056 0.055    

95% CIc -0.34, -0.12 -0.37, -0.16    

 

  Day 15 Actual n 152 140    

Mean 0.01 0.06    

SD 0.081 0.355    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.33 -0.28    

SD 0.708 0.559    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.36 -0.33 -0.03 (-0.13, 0.06) 0.511  

SEb 0.035 0.036    

95% CIb -0.43, -0.29 -0.40, -0.26    

Ls Meanc -0.35 -0.31 -0.04 (-0.10, 0.02) 0.230  

SEc 0.028 0.029    

95% CIc -0.40, -0.29 -0.36, -0.25    

 

  Day 29 Actual n 122 117    

Mean 0.01 0.03    

SD 0.091 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 92 82    

Mean -0.40 -0.26    

SD 0.826 0.562    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.05)     

Ls Meanb -0.37 -0.31 -0.06 (-0.16, 0.04) 0.220  

SEb 0.036 0.037    

95% CIb -0.44, -0.30 -0.39, -0.24    

Ls Meanc -0.37 -0.33 -0.05 (-0.12, 0.02) 0.190  

SEc 0.034 0.034    

95% CIc -0.44, -0.31 -0.39, -0.26    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.06)     

Ls Meanb -0.47 -0.45 -0.02 (-0.10, 0.06) 0.608  

 

  Baseline Actual n 132 132    

Mean 0.70 0.67    

SD 1.024 0.978    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.53 0.61    

SD 0.875 0.943    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 122 120    

Mean -0.17 -0.07    

SD 0.985 1.075    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.10)     

Ls Meanb -0.18 -0.13 -0.05 (-0.21, 0.10) 0.497  

SEb 0.061 0.061    

95% CIb -0.30, -0.06 -0.25, -0.01    

Ls Meanc -0.27 -0.18 -0.09 (-0.30, 0.11) 0.361  

SEc 0.096 0.093    

95% CIc -0.46, -0.08 -0.36, 0.01    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.42 0.48    

SD 0.817 0.863    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.25 -0.22    

SD 1.133 1.067    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.15)     

Ls Meanb -0.28 -0.27 -0.01 (-0.17, 0.15) 0.885  

SEb 0.062 0.063    

95% CIb -0.40, -0.16 -0.39, -0.14    

Ls Meanc -0.36 -0.30 -0.06 (-0.26, 0.14) 0.547  

SEc 0.095 0.093    

95% CIc -0.54, -0.17 -0.48, -0.11    

 

  Day 15 Actual n 152 140    

Mean 0.18 0.16    

SD 0.553 0.503    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.47 -0.49    

SD 0.996 1.081    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.13)     

Ls Meanb -0.55 -0.52 -0.03 (-0.19, 0.13) 0.716  

SEb 0.063 0.064    

95% CIb -0.67, -0.43 -0.65, -0.40    

Ls Meanc -0.51 -0.49 -0.02 (-0.16, 0.12) 0.772  

SEc 0.066 0.068    

95% CIc -0.64, -0.38 -0.62, -0.35    

 

  Day 29 Actual n 122 117    

Mean 0.13 0.09    

SD 0.513 0.371    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 92 82    

Mean -0.50 -0.49    

SD 0.966 1.091    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -0.58 -0.59 0.01 (-0.16, 0.18) 0.916  

SEb 0.064 0.065    

95% CIb -0.70, -0.45 -0.71, -0.46    

Ls Meanc -0.56 -0.54 -0.02 (-0.15, 0.11) 0.733  

SEc 0.061 0.061    

95% CIc -0.68, -0.44 -0.66, -0.42    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.00 (-0.07, 0.07)     

Ls Meanb -0.41 -0.41 0.00 (-0.07, 0.07) 0.989  

 

  Baseline Actual n 132 132    

Mean 0.64 0.64    

SD 0.982 0.958    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.42 0.52    

SD 0.785 0.889    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 122 120    

Mean -0.18 -0.12    

SD 0.761 0.997    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.09)     

Ls Meanb -0.18 -0.12 -0.06 (-0.20, 0.09) 0.462  

SEb 0.057 0.057    

95% CIb -0.29, -0.07 -0.23, -0.01    

Ls Meanc -0.22 -0.13 -0.09 (-0.27, 0.09) 0.328  

SEc 0.085 0.083    

95% CIc -0.39, -0.05 -0.29, 0.03    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.42 0.45    

SD 0.824 0.847    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.18 -0.25    

SD 1.076 1.056    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.15)     

Ls Meanb -0.20 -0.19 0.00 (-0.15, 0.15) 0.983  

SEb 0.057 0.058    

95% CIb -0.31, -0.08 -0.31, -0.08    

Ls Meanc -0.27 -0.29 0.01 (-0.19, 0.21) 0.916  

SEc 0.094 0.092    

95% CIc -0.46, -0.09 -0.47, -0.10    

 

  Day 15 Actual n 152 140    

Mean 0.18 0.12    

SD 0.565 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.44 -0.52    

SD 0.985 1.110    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.19)     

Ls Meanb -0.48 -0.51 0.03 (-0.12, 0.18) 0.691  

SEb 0.058 0.060    

95% CIb -0.59, -0.36 -0.62, -0.39    

Ls Meanc -0.44 -0.47 0.03 (-0.11, 0.17) 0.689  

SEc 0.064 0.066    

95% CIc -0.57, -0.31 -0.60, -0.34    

 

  Day 29 Actual n 122 117    

Mean 0.10 0.06    

SD 0.434 0.302    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 92 82    

Mean -0.50 -0.48    

SD 0.966 1.021    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.14)     

Ls Meanb -0.55 -0.53 -0.02 (-0.18, 0.14) 0.814  

SEb 0.059 0.061    

95% CIb -0.67, -0.43 -0.65, -0.41    

Ls Meanc -0.54 -0.53 -0.01 (-0.12, 0.11) 0.891  

SEc 0.054 0.054    

95% CIc -0.64, -0.43 -0.64, -0.42    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.04 (-0.02, 0.09)     

Ls Meanb -0.34 -0.37 0.03 (-0.01, 0.07) 0.205  

 

  Baseline Actual n 131 132    

Mean 0.56 0.48    

SD 0.756 0.715    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.44 0.33    

SD 0.690 0.566    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 121 120    

Mean -0.11 -0.21    

SD 0.783 0.672    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (0.04, 0.33)     

Ls Meanb -0.08 -0.22 0.14 (0.03, 0.25) 0.010  

SEb 0.040 0.040    

95% CIb -0.16, 0.00 -0.30, -0.14    

Ls Meanc -0.13 -0.25 0.12 (-0.03, 0.26) 0.111  

SEc 0.068 0.066    

95% CIc -0.27, 0.00 -0.38, -0.12    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.29 0.21    

SD 0.584 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 115 107    

Mean -0.23 -0.30    

SD 0.717 0.767    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.26)     

Ls Meanb -0.24 -0.32 0.08 (-0.03, 0.19) 0.148  

SEb 0.041 0.042    

95% CIb -0.32, -0.16 -0.41, -0.24    

Ls Meanc -0.24 -0.35 0.10 (-0.03, 0.24) 0.131  

SEc 0.063 0.062    

95% CIc -0.37, -0.12 -0.47, -0.22    

 

  Day 15 Actual n 152 140    

Mean 0.15 0.12    

SD 0.378 0.369    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 95    

Mean -0.37 -0.38    

SD 0.718 0.702    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.20)     

Ls Meanb -0.35 -0.38 0.03 (-0.08, 0.14) 0.583  

SEb 0.042 0.043    

95% CIb -0.43, -0.27 -0.47, -0.30    

Ls Meanc -0.37 -0.40 0.03 (-0.07, 0.13) 0.570  

SEc 0.045 0.046    

95% CIc -0.46, -0.28 -0.49, -0.31    

 

  Day 29 Actual n 122 117    

Mean 0.11 0.12    

SD 0.411 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 91 82    

Mean -0.42 -0.35    

SD 0.761 0.616    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.14)     

Ls Meanb -0.43 -0.41 -0.01 (-0.13, 0.10) 0.810  

SEb 0.043 0.045    

95% CIb -0.51, -0.34 -0.50, -0.33    

Ls Meanc -0.36 -0.35 -0.01 (-0.10, 0.09) 0.903  

SEc 0.045 0.045    

95% CIc -0.45, -0.27 -0.44, -0.26    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.06, 0.10)     

Ls Meanb -0.28 -0.30 0.02 (-0.05, 0.08) 0.627  

 

  Baseline Actual n 132 132    

Mean 0.57 0.42    

SD 0.867 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.39 0.27    

SD 0.725 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 122 120    

Mean -0.13 -0.12    

SD 0.680 0.663    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.07, 0.27)     

Ls Meanb -0.12 -0.20 0.08 (-0.06, 0.22) 0.258  

SEb 0.054 0.054    

95% CIb -0.23, -0.02 -0.31, -0.10    

Ls Meanc -0.14 -0.19 0.05 (-0.09, 0.19) 0.484  

SEc 0.067 0.065    

95% CIc -0.27, -0.01 -0.32, -0.06    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.29 0.33    

SD 0.677 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 116 107    

Mean -0.20 -0.04    

SD 0.815 0.835    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.09)     

Ls Meanb -0.22 -0.15 -0.07 (-0.21, 0.07) 0.323  

SEb 0.055 0.056    

95% CIb -0.32, -0.11 -0.25, -0.04    

Ls Meanc -0.23 -0.17 -0.06 (-0.24, 0.11) 0.480  

SEc 0.081 0.080    

95% CIc -0.39, -0.07 -0.32, -0.01    

 

  Day 15 Actual n 152 140    

Mean 0.17 0.11    

SD 0.499 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.28 -0.22    

SD 0.891 0.774    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.24)     

Ls Meanb -0.29 -0.35 0.05 (-0.09, 0.20) 0.477  

SEb 0.055 0.057    

95% CIb -0.40, -0.18 -0.46, -0.23    

Ls Meanc -0.28 -0.34 0.06 (-0.08, 0.20) 0.425  

SEc 0.064 0.067    

95% CIc -0.41, -0.16 -0.47, -0.21    

 

  Day 29 Actual n 122 117    

Mean 0.13 0.09    

SD 0.425 0.371    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 92 82    

Mean -0.37 -0.30    

SD 0.922 0.748    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.14, 0.23)     

Ls Meanb -0.36 -0.40 0.04 (-0.11, 0.19) 0.610  

SEb 0.057 0.058    

95% CIb -0.48, -0.25 -0.52, -0.29    

Ls Meanc -0.34 -0.42 0.07 (-0.05, 0.19) 0.234  

SEc 0.056 0.056    

95% CIc -0.45, -0.23 -0.53, -0.31    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 91 of 1392 

Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.06)     

Ls Meanb -0.42 -0.44 0.02 (-0.01, 0.05) 0.178  

 

  Baseline Actual n 131 132    

Mean 0.52 0.49    

SD 0.798 0.786    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 168 164    

Mean 0.31 0.27    

SD 0.647 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 121 120    

Mean -0.12 -0.31    

SD 0.781 0.765    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.05, 0.28)     

Ls Meanb -0.18 -0.31 0.13 (0.04, 0.22) 0.005  

SEb 0.033 0.034    

95% CIb -0.24, -0.11 -0.37, -0.24    

Ls Meanc -0.17 -0.30 0.13 (-0.01, 0.27) 0.075  

SEc 0.067 0.065    

95% CIc -0.30, -0.03 -0.42, -0.17    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.18 0.14    

SD 0.514 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 115 107    

Mean -0.30 -0.39    

SD 0.808 0.749    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.20)     

Ls Meanb -0.34 -0.41 0.06 (-0.03, 0.16) 0.171  

SEb 0.034 0.035    

95% CIb -0.41, -0.27 -0.47, -0.34    

Ls Meanc -0.35 -0.41 0.07 (-0.06, 0.19) 0.296  

SEc 0.057 0.056    

95% CIc -0.46, -0.23 -0.52, -0.30    

 

  Day 15 Actual n 152 140    

Mean 0.05 0.04    

SD 0.210 0.236    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 95    

Mean -0.42 -0.48    

SD 0.810 0.823    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.46 -0.49 0.03 (-0.07, 0.12) 0.588  

SEb 0.035 0.037    

95% CIb -0.53, -0.39 -0.56, -0.42    

Ls Meanc -0.44 -0.45 0.00 (-0.07, 0.07) 0.985  

SEc 0.032 0.033    

95% CIc -0.51, -0.38 -0.51, -0.38    

 

  Day 29 Actual n 122 117    

Mean 0.02 0.07    

SD 0.128 0.314    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 91 82    

Mean -0.48 -0.49    

SD 0.808 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.06)     

Ls Meanb -0.54 -0.48 -0.05 (-0.15, 0.05) 0.319  

SEb 0.037 0.038    

95% CIb -0.61, -0.46 -0.56, -0.41    

Ls Meanc -0.49 -0.47 -0.02 (-0.07, 0.04) 0.553  

SEc 0.024 0.024    

95% CIc -0.53, -0.44 -0.52, -0.43    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.07 -0.06 -0.01 (-0.02, 0.00) 0.120  

 

  Baseline Actual n 132 132    

Mean 0.10 0.08    

SD 0.507 0.363    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 168 164    

Mean 0.05 0.04    

SD 0.264 0.269    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 122 120    

Mean -0.05 -0.02    

SD 0.461 0.343    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.11)     

Ls Meanb -0.02 -0.03 0.01 (-0.03, 0.05) 0.751  

SEb 0.015 0.015    

95% CIb -0.05, 0.01 -0.06, 0.00    

Ls Meanc -0.05 -0.04 -0.01 (-0.08, 0.06) 0.832  

SEc 0.033 0.032    

95% CIc -0.11, 0.01 -0.11, 0.02    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 153 155    

Mean 0.02 0.00    

SD 0.139 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 116 107    

Mean -0.09 -0.03    

SD 0.568 0.215    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.10)     

Ls Meanb -0.06 -0.06 0.00 (-0.04, 0.05) 0.832  

SEb 0.015 0.016    

95% CIb -0.09, -0.03 -0.09, -0.03    

Ls Meanc -0.05 -0.08 0.03 (0.00, 0.06) 0.095  

SEc 0.014 0.014    

95% CIc -0.08, -0.02 -0.11, -0.05    

 

  Day 15 Actual n 152 140    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.6 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 95    

Mean -0.12 -0.03    

SD 0.557 0.228    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.08)     

Ls Meanb -0.08 -0.08 -0.01 (-0.05, 0.04) 0.780  

SEb 0.015 0.016    

95% CIb -0.11, -0.05 -0.11, -0.05    

Ls Meanc -0.08 -0.08 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.08, -0.08 -0.08, -0.08    

 

  Day 29 Actual n 122 117    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 92 82    

Mean -0.14 -0.04    

SD 0.604 0.246    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.08 -0.08 0.00 (-0.05, 0.05) 0.999  

SEb 0.016 0.017    

95% CIb -0.12, -0.05 -0.12, -0.05    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Europe Body Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, -0.01)     

Ls Meanb -0.75 -0.69 -0.06 (-0.12, -0.01) 0.030  

 

  Baseline Actual n 105 114  <.001d  

Mean 1.01 0.72    

SD 1.148 0.847    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 151 156    

Mean 0.50 0.51    

SD 0.807 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 98 104    

Mean -0.55 -0.22    

SD 1.047 0.881    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.29, -0.01)     

Ls Meanb -0.49 -0.35 -0.15 (-0.29, -0.01) 0.042  

SEb 0.055 0.053    

95% CIb -0.60, -0.39 -0.45, -0.24    

Ls Meanc -0.54 -0.36 -0.18 (-0.38, 0.02) 0.081  

SEc 0.092 0.088    

95% CIc -0.72, -0.35 -0.53, -0.19    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.35 0.26    

SD 0.725 0.610    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 94 93    

Mean -0.67 -0.49    

SD 1.081 0.829    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.09)     

Ls Meanb -0.66 -0.60 -0.06 (-0.20, 0.09) 0.448  

SEb 0.055 0.055    

95% CIb -0.76, -0.55 -0.71, -0.49    

Ls Meanc -0.65 -0.62 -0.03 (-0.20, 0.15) 0.769  

SEc 0.079 0.076    

95% CIc -0.81, -0.49 -0.78, -0.47    

 

  Day 15 Actual n 144 137    

Mean 0.13 0.08    

SD 0.441 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.89 -0.62    

SD 1.114 0.816    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.07)     

Ls Meanb -0.87 -0.79 -0.08 (-0.23, 0.07) 0.320  

SEb 0.056 0.056    

95% CIb -0.98, -0.76 -0.91, -0.68    

Ls Meanc -0.79 -0.76 -0.03 (-0.13, 0.07) 0.597  

SEc 0.046 0.046    

95% CIc -0.88, -0.70 -0.85, -0.67    

 

  Day 29 Actual n 103 108    

Mean 0.08 0.05    

SD 0.362 0.252    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 72 72    

Mean -0.93 -0.67    

SD 1.105 0.805    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.09)     

Ls Meanb -0.87 -0.80 -0.07 (-0.22, 0.09) 0.403  

SEb 0.059 0.058    

95% CIb -0.98, -0.75 -0.92, -0.69    

Ls Meanc -0.79 -0.79 0.00 (-0.10, 0.11) 0.956  

SEc 0.049 0.048    

95% CIc -0.88, -0.69 -0.89, -0.70    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.05)     

Ls Meanb -0.66 -0.68 0.02 (-0.01, 0.05) 0.194  

 

  Baseline Actual n 105 114  0.031d  

Mean 0.82 0.68    

SD 1.045 0.926    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 150 156    

Mean 0.32 0.30    

SD 0.659 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 97 104    

Mean -0.40 -0.38    

SD 0.943 0.753    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.10 (0.00, 0.20)     

Ls Meanb -0.35 -0.45 0.10 (0.00, 0.20) 0.059  

SEb 0.038 0.037    

95% CIb -0.43, -0.28 -0.52, -0.38    

Ls Meanc -0.42 -0.47 0.06 (-0.10, 0.22) 0.476  

SEc 0.075 0.071    

95% CIc -0.56, -0.27 -0.61, -0.33    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.14 0.14    

SD 0.455 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 94 93    

Mean -0.62 -0.60    

SD 0.985 0.968    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.62 -0.64 0.02 (-0.09, 0.12) 0.742  

SEb 0.039 0.038    

95% CIb -0.70, -0.55 -0.71, -0.56    

Ls Meanc -0.66 -0.68 0.03 (-0.10, 0.15) 0.669  

SEc 0.059 0.056    

95% CIc -0.77, -0.54 -0.79, -0.57    

 

  Day 15 Actual n 144 137    

Mean 0.03 0.02    

SD 0.218 0.190    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.75 -0.65    

SD 1.034 0.960    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.74 -0.73 -0.01 (-0.11, 0.10) 0.881  

SEb 0.039 0.040    

95% CIb -0.82, -0.67 -0.81, -0.66    

Ls Meanc -0.72 -0.72 0.01 (-0.06, 0.07) 0.874  

SEc 0.031 0.031    

95% CIc -0.78, -0.66 -0.78, -0.66    

 

  Day 29 Actual n 103 108    

Mean 0.04 0.01    

SD 0.239 0.096    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 72 72    

Mean -0.79 -0.64    

SD 1.100 0.909    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.72 -0.76 0.04 (-0.07, 0.16) 0.491  

SEb 0.043 0.042    

95% CIb -0.81, -0.64 -0.85, -0.68    

Ls Meanc -0.71 -0.75 0.04 (-0.02, 0.10) 0.196  

SEc 0.028 0.028    

95% CIc -0.76, -0.65 -0.80, -0.69    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.04)     

Ls Meanb -0.33 -0.31 -0.02 (-0.06, 0.03) 0.484  

 

  Baseline Actual n 105 114  <.001d  

Mean 0.58 0.36    

SD 0.875 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 151 156    

Mean 0.37 0.38    

SD 0.689 0.686    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 98 104    

Mean -0.16 -0.05    

SD 0.756 0.597    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.10, 0.20)     

Ls Meanb -0.11 -0.15 0.04 (-0.08, 0.15) 0.547  

SEb 0.044 0.042    

95% CIb -0.20, -0.03 -0.23, -0.07    

Ls Meanc -0.14 -0.11 -0.03 (-0.19, 0.13) 0.725  

SEc 0.075 0.071    

95% CIc -0.29, 0.01 -0.25, 0.03    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.27 0.26    

SD 0.558 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 94 93    

Mean -0.21 -0.14    

SD 0.802 0.636    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.19)     

Ls Meanb -0.21 -0.23 0.03 (-0.09, 0.14) 0.652  

SEb 0.044 0.044    

95% CIb -0.29, -0.12 -0.32, -0.15    

Ls Meanc -0.21 -0.23 0.02 (-0.12, 0.17) 0.749  

SEc 0.068 0.065    

95% CIc -0.34, -0.08 -0.36, -0.10    

 

  Day 15 Actual n 144 137    

Mean 0.12 0.07    

SD 0.401 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.42 -0.27    

SD 0.842 0.662    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.14)     

Ls Meanb -0.38 -0.36 -0.01 (-0.13, 0.10) 0.811  

SEb 0.045 0.045    

95% CIb -0.47, -0.29 -0.45, -0.28    

Ls Meanc -0.38 -0.41 0.02 (-0.07, 0.12) 0.627  

SEc 0.044 0.044    

95% CIc -0.47, -0.30 -0.49, -0.32    

 

  Day 29 Actual n 103 108    

Mean 0.08 0.07    

SD 0.303 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 72 72    

Mean -0.35 -0.28    

SD 0.842 0.716    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.17)     

Ls Meanb -0.38 -0.39 0.01 (-0.12, 0.13) 0.935  

SEb 0.047 0.046    

95% CIb -0.47, -0.29 -0.48, -0.30    

Ls Meanc -0.31 -0.34 0.02 (-0.08, 0.13) 0.670  

SEc 0.050 0.049    

95% CIc -0.41, -0.21 -0.43, -0.24    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.03)     

Ls Meanb -0.72 -0.67 -0.05 (-0.12, 0.02) 0.180  

 

  Baseline Actual n 105 114  0.086d  

Mean 1.12 1.11    

SD 0.885 0.750    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 151 156    

Mean 1.06 1.02    

SD 0.810 0.799    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 98 104    

Mean -0.04 -0.08    

SD 0.672 0.664    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.16, 0.25)     

Ls Meanb -0.11 -0.14 0.04 (-0.13, 0.21) 0.657  

SEb 0.065 0.063    

95% CIb -0.23, 0.02 -0.27, -0.02    

Ls Meanc -0.06 -0.10 0.04 (-0.14, 0.21) 0.681  

SEc 0.081 0.076    

95% CIc -0.22, 0.10 -0.25, 0.05    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.83 0.86    

SD 0.867 0.871    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 94 93    

Mean -0.30 -0.27    

SD 0.801 0.823    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.32, 0.10)     

Ls Meanb -0.38 -0.29 -0.09 (-0.26, 0.08) 0.307  

SEb 0.066 0.065    

95% CIb -0.51, -0.25 -0.42, -0.16    

Ls Meanc -0.35 -0.32 -0.03 (-0.25, 0.18) 0.752  

SEc 0.099 0.095    

95% CIc -0.55, -0.16 -0.51, -0.13    

 

  Day 15 Actual n 144 137    

Mean 0.32 0.32    

SD 0.611 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.85 -0.78    

SD 0.889 0.850    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.34, 0.09)     

Ls Meanb -0.89 -0.79 -0.10 (-0.27, 0.08) 0.272  

SEb 0.067 0.067    

95% CIb -1.02, -0.76 -0.92, -0.66    

Ls Meanc -0.90 -0.83 -0.07 (-0.23, 0.10) 0.415  

SEc 0.076 0.076    

95% CIc -1.05, -0.75 -0.98, -0.68    

 

  Day 29 Actual n 103 108    

Mean 0.17 0.14    

SD 0.422 0.398    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 72 72    

Mean -1.04 -0.97    

SD 0.895 0.855    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.20)     

Ls Meanb -1.03 -1.01 -0.02 (-0.20, 0.16) 0.832  

SEb 0.069 0.068    

95% CIb -1.17, -0.90 -1.15, -0.88    

Ls Meanc -1.03 -1.09 0.06 (-0.08, 0.19) 0.416  

SEc 0.063 0.062    

95% CIc -1.16, -0.91 -1.21, -0.97    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.22 -0.21 -0.01 (-0.04, 0.02) 0.650  

 

  Baseline Actual n 105 114  <.001d  

Mean 0.30 0.24    

SD 0.695 0.520    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 150 156    

Mean 0.18 0.22    

SD 0.492 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 97 104    

Mean -0.09 -0.05    

SD 0.631 0.688    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.16)     

Ls Meanb -0.08 -0.08 0.00 (-0.09, 0.10) 0.953  

SEb 0.035 0.034    

95% CIb -0.15, -0.01 -0.15, -0.01    

Ls Meanc -0.10 -0.09 -0.02 (-0.16, 0.13) 0.813  

SEc 0.067 0.063    

95% CIc -0.24, 0.03 -0.21, 0.04    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.17 0.09    

SD 0.519 0.332    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 94 93    

Mean -0.19 -0.22    

SD 0.644 0.568    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.23)     

Ls Meanb -0.18 -0.23 0.05 (-0.05, 0.14) 0.324  

SEb 0.036 0.035    

95% CIb -0.25, -0.11 -0.30, -0.16    

Ls Meanc -0.20 -0.26 0.05 (-0.04, 0.15) 0.268  

SEc 0.045 0.043    

95% CIc -0.29, -0.12 -0.34, -0.17    

 

  Day 15 Actual n 144 137    

Mean 0.05 0.04    

SD 0.273 0.239    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.25 -0.20    

SD 0.657 0.573    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.15)     

Ls Meanb -0.26 -0.25 -0.01 (-0.11, 0.09) 0.866  

SEb 0.036 0.037    

95% CIb -0.33, -0.19 -0.32, -0.18    

Ls Meanc -0.25 -0.25 0.00 (-0.06, 0.07) 0.953  

SEc 0.030 0.030    

95% CIc -0.30, -0.19 -0.31, -0.19    

 

  Day 29 Actual n 103 108    

Mean 0.02 0.02    

SD 0.197 0.135    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 72 72    

Mean -0.25 -0.19    

SD 0.599 0.493    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.23, 0.11)     

Ls Meanb -0.28 -0.24 -0.03 (-0.14, 0.07) 0.510  

SEb 0.039 0.038    

95% CIb -0.35, -0.20 -0.32, -0.17    

Ls Meanc -0.21 -0.21 0.01 (-0.05, 0.06) 0.835  

SEc 0.026 0.026    

95% CIc -0.26, -0.15 -0.26, -0.16    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.08 (-0.01, 0.17)     

Ls Meanb -0.14 -0.19 0.06 (-0.01, 0.12) 0.090  

 

  Baseline Actual n 105 114  0.146d  

Mean 0.35 0.27    

SD 0.772 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 151 156    

Mean 0.25 0.19    

SD 0.602 0.569    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 98 104    

Mean -0.02 -0.09    

SD 0.825 0.684    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.02, 0.36)     

Ls Meanb -0.03 -0.15 0.12 (-0.02, 0.25) 0.083  

SEb 0.052 0.050    

95% CIb -0.13, 0.07 -0.25, -0.05    

Ls Meanc -0.02 -0.15 0.13 (-0.03, 0.29) 0.109  

SEc 0.074 0.070    

95% CIc -0.17, 0.12 -0.29, -0.01    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.24 0.23    

SD 0.618 0.598    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 94 93    

Mean -0.07 -0.01    

SD 0.806 0.773    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.21, 0.19)     

Ls Meanb -0.08 -0.08 -0.01 (-0.14, 0.13) 0.916  

SEb 0.052 0.051    

95% CIb -0.19, 0.02 -0.18, 0.02    

Ls Meanc -0.10 -0.08 -0.02 (-0.19, 0.15) 0.817  

SEc 0.079 0.076    

95% CIc -0.26, 0.05 -0.23, 0.07    

 

  Day 15 Actual n 144 137    

Mean 0.10 0.09    

SD 0.422 0.373    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.14 -0.14    

SD 0.806 0.675    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.12, 0.28)     

Ls Meanb -0.16 -0.21 0.05 (-0.08, 0.19) 0.454  

SEb 0.053 0.053    

95% CIb -0.26, -0.05 -0.31, -0.11    

Ls Meanc -0.17 -0.21 0.04 (-0.09, 0.17) 0.519  

SEc 0.059 0.059    

95% CIc -0.29, -0.05 -0.33, -0.09    

 

  Day 29 Actual n 103 108    

Mean 0.07 0.03    

SD 0.350 0.214    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 72 72    

Mean -0.18 -0.18    

SD 0.861 0.565    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.17, 0.24)     

Ls Meanb -0.21 -0.24 0.02 (-0.12, 0.16) 0.759  

SEb 0.054 0.053    

95% CIb -0.32, -0.11 -0.34, -0.13    

Ls Meanc -0.15 -0.24 0.09 (-0.01, 0.19) 0.081  

SEc 0.047 0.046    

95% CIc -0.24, -0.06 -0.33, -0.15    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.07)     

Ls Meanb -0.97 -0.94 -0.03 (-0.12, 0.07) 0.595  

 

  Baseline Actual n 105 114  0.694d  

Mean 1.64 1.38    

SD 1.066 0.999    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 3.00    

 

  Day 3 Actual n 151 156    

Mean 1.13 1.08    

SD 1.037 0.987    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 98 104    

Mean -0.28 -0.20    

SD 0.939 0.918    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.11, 0.30)     

Ls Meanb -0.31 -0.41 0.10 (-0.11, 0.31) 0.350  

SEb 0.082 0.079    

95% CIb -0.47, -0.15 -0.57, -0.26    

Ls Meanc -0.33 -0.38 0.05 (-0.18, 0.28) 0.684  

SEc 0.106 0.100    

95% CIc -0.54, -0.12 -0.58, -0.18    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.92 0.88    

SD 0.993 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 94 93    

Mean -0.56 -0.42    

SD 1.043 0.948    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.26, 0.16)     

Ls Meanb -0.66 -0.60 -0.05 (-0.27, 0.16) 0.625  

SEb 0.083 0.082    

95% CIb -0.82, -0.49 -0.76, -0.44    

Ls Meanc -0.71 -0.70 -0.01 (-0.25, 0.23) 0.943  

SEc 0.111 0.106    

95% CIc -0.93, -0.49 -0.91, -0.49    

 

  Day 15 Actual n 144 137    

Mean 0.39 0.33    

SD 0.701 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -1.10 -0.98    

SD 1.214 0.951    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.20, 0.23)     

Ls Meanb -1.15 -1.16 0.01 (-0.21, 0.23) 0.905  

SEb 0.084 0.083    

95% CIb -1.31, -0.98 -1.33, -1.00    

Ls Meanc -1.16 -1.20 0.03 (-0.16, 0.23) 0.729  

SEc 0.090 0.090    

95% CIc -1.34, -0.98 -1.38, -1.02    

 

  Day 29 Actual n 103 108    

Mean 0.32 0.27    

SD 0.645 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 72 72    

Mean -1.17 -1.08    

SD 1.151 1.058    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.16, 0.28)     

Ls Meanb -1.20 -1.25 0.06 (-0.17, 0.29) 0.619  

SEb 0.087 0.086    

95% CIb -1.37, -1.03 -1.42, -1.09    

Ls Meanc -1.18 -1.26 0.08 (-0.13, 0.29) 0.466  

SEc 0.097 0.094    

95% CIc -1.37, -0.99 -1.45, -1.07    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.90 -0.87 -0.02 (-0.07, 0.03) 0.362  

 

  Baseline Actual n 105 114  <.001d  

Mean 1.13 1.05    

SD 0.981 0.976    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 151 156    

Mean 0.52 0.60    

SD 0.756 0.817    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 98 104    

Mean -0.60 -0.47    

SD 0.950 1.033    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.08)     

Ls Meanb -0.59 -0.52 -0.07 (-0.21, 0.07) 0.358  

SEb 0.053 0.052    

95% CIb -0.70, -0.49 -0.63, -0.42    

Ls Meanc -0.74 -0.65 -0.09 (-0.29, 0.11) 0.373  

SEc 0.095 0.089    

95% CIc -0.93, -0.55 -0.83, -0.47    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.48 0.48    

SD 0.848 0.765    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 94 93    

Mean -0.63 -0.66    

SD 1.067 1.078    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.16)     

Ls Meanb -0.66 -0.68 0.02 (-0.13, 0.16) 0.828  

SEb 0.054 0.054    

95% CIb -0.77, -0.55 -0.78, -0.57    

Ls Meanc -0.73 -0.76 0.04 (-0.18, 0.25) 0.744  

SEc 0.099 0.094    

95% CIc -0.92, -0.53 -0.95, -0.58    

 

  Day 15 Actual n 144 137    

Mean 0.17 0.12    

SD 0.502 0.365    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.98 -0.91    

SD 0.949 0.996    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.13)     

Ls Meanb -1.01 -0.99 -0.02 (-0.17, 0.12) 0.745  

SEb 0.055 0.056    

95% CIb -1.12, -0.91 -1.10, -0.88    

Ls Meanc -0.98 -0.95 -0.03 (-0.13, 0.07) 0.556  

SEc 0.045 0.045    

95% CIc -1.07, -0.89 -1.04, -0.87    

 

  Day 29 Actual n 103 108    

Mean 0.07 0.03    

SD 0.253 0.165    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 72 72    

Mean -1.08 -1.07    

SD 0.960 0.954    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.13)     

Ls Meanb -1.11 -1.08 -0.03 (-0.19, 0.13) 0.723  

SEb 0.059 0.059    

95% CIb -1.23, -0.99 -1.20, -0.97    

Ls Meanc -1.09 -1.10 0.01 (-0.05, 0.07) 0.735  

SEc 0.028 0.027    

95% CIc -1.15, -1.04 -1.16, -1.05    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.10 (-0.16, -0.03)     

Ls Meanb -0.87 -0.77 -0.09 (-0.16, -0.03) 0.002  

 

  Baseline Actual n 105 114  <.001d  

Mean 1.08 0.92    

SD 1.089 0.894    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 151 156    

Mean 0.51 0.53    

SD 0.756 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 98 104    

Mean -0.56 -0.43    

SD 0.975 0.798    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.09)     

Ls Meanb -0.56 -0.49 -0.06 (-0.21, 0.08) 0.395  

SEb 0.057 0.056    

95% CIb -0.67, -0.45 -0.60, -0.38    

Ls Meanc -0.59 -0.52 -0.08 (-0.26, 0.11) 0.421  

SEc 0.086 0.081    

95% CIc -0.76, -0.42 -0.68, -0.36    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.37 0.32    

SD 0.739 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 94 93    

Mean -0.66 -0.69    

SD 1.043 0.909    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.18)     

Ls Meanb -0.70 -0.73 0.03 (-0.13, 0.18) 0.727  

SEb 0.058 0.057    

95% CIb -0.82, -0.59 -0.84, -0.62    

Ls Meanc -0.70 -0.77 0.07 (-0.10, 0.25) 0.405  

SEc 0.082 0.079    

95% CIc -0.86, -0.53 -0.93, -0.62    

 

  Day 15 Actual n 144 137    

Mean 0.13 0.15    

SD 0.456 0.478    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 27 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.93 -0.73    

SD 1.046 0.993    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.27, 0.05)     

Ls Meanb -0.97 -0.86 -0.11 (-0.27, 0.05) 0.167  

SEb 0.058 0.059    

95% CIb -1.08, -0.85 -0.97, -0.74    

Ls Meanc -0.85 -0.78 -0.07 (-0.20, 0.07) 0.310  

SEc 0.061 0.061    

95% CIc -0.97, -0.73 -0.90, -0.66    

 

  Day 29 Actual n 103 108    

Mean 0.07 0.12    

SD 0.321 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 72 72    

Mean -0.99 -0.75    

SD 1.055 0.931    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.31, 0.01)     

Ls Meanb -1.02 -0.87 -0.15 (-0.31, 0.01) 0.074  

SEb 0.061 0.061    

95% CIb -1.14, -0.90 -0.99, -0.75    

Ls Meanc -0.93 -0.82 -0.11 (-0.24, 0.03) 0.114  

SEc 0.062 0.060    

95% CIc -1.05, -0.81 -0.94, -0.71    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.27 -0.26 -0.01 (-0.04, 0.01) 0.426  

 

  Baseline Actual n 105 114  <.001d  

Mean 0.35 0.29    

SD 0.734 0.576    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 151 156    

Mean 0.21 0.17    

SD 0.573 0.466    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 98 104    

Mean -0.07 -0.16    

SD 0.707 0.542    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.19 (0.07, 0.30)     

Ls Meanb -0.08 -0.20 0.12 (0.05, 0.20) 0.002  

SEb 0.029 0.028    

95% CIb -0.14, -0.02 -0.25, -0.15    

Ls Meanc -0.08 -0.20 0.12 (-0.01, 0.25) 0.079  

SEc 0.061 0.058    

95% CIc -0.20, 0.04 -0.31, -0.08    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 29 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.14 0.16    

SD 0.423 0.467    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 94 93    

Mean -0.16 -0.17    

SD 0.627 0.564    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.18 -0.18 0.00 (-0.08, 0.08) 0.976  

SEb 0.029 0.029    

95% CIb -0.24, -0.12 -0.24, -0.12    

Ls Meanc -0.23 -0.24 0.01 (-0.10, 0.12) 0.870  

SEc 0.051 0.049    

95% CIc -0.33, -0.13 -0.34, -0.14    

 

  Day 15 Actual n 144 137    

Mean 0.01 0.01    

SD 0.083 0.085    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.30 -0.29    

SD 0.691 0.594    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.31 -0.31 0.00 (-0.08, 0.08) 0.993  

SEb 0.030 0.030    

95% CIb -0.37, -0.25 -0.37, -0.25    

Ls Meanc -0.31 -0.31 0.00 (-0.03, 0.03) 0.862  

SEc 0.014 0.014    

95% CIc -0.34, -0.28 -0.34, -0.28    

 

  Day 29 Actual n 103 108    

Mean 0.01 0.01    

SD 0.099 0.096    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 72 72    

Mean -0.32 -0.28    

SD 0.766 0.610    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.31 -0.30 -0.01 (-0.09, 0.08) 0.899  

SEb 0.032 0.032    

95% CIb -0.37, -0.24 -0.36, -0.24    

Ls Meanc -0.30 -0.30 0.00 (-0.04, 0.04) 0.969  

SEc 0.018 0.018    

95% CIc -0.34, -0.27 -0.34, -0.27    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.04)     

Ls Meanb -0.48 -0.44 -0.04 (-0.13, 0.05) 0.335  

 

  Baseline Actual n 105 114  0.030d  

Mean 0.73 0.68    

SD 1.049 0.971    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 151 156    

Mean 0.51 0.66    

SD 0.871 0.947    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 98 104    

Mean -0.18 -0.05    

SD 1.009 1.009    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.24, 0.10)     

Ls Meanb -0.17 -0.10 -0.07 (-0.24, 0.10) 0.416  

SEb 0.068 0.066    

95% CIb -0.30, -0.04 -0.23, 0.03    

Ls Meanc -0.27 -0.16 -0.11 (-0.33, 0.11) 0.317  

SEc 0.103 0.098    

95% CIc -0.47, -0.06 -0.35, 0.04    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.40 0.50    

SD 0.791 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 94 93    

Mean -0.31 -0.20    

SD 1.173 1.059    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.28, 0.07)     

Ls Meanb -0.32 -0.21 -0.10 (-0.28, 0.07) 0.248  

SEb 0.068 0.067    

95% CIb -0.45, -0.18 -0.34, -0.08    

Ls Meanc -0.36 -0.23 -0.13 (-0.35, 0.10) 0.268  

SEc 0.105 0.100    

95% CIc -0.56, -0.15 -0.43, -0.03    

 

  Day 15 Actual n 144 137    

Mean 0.17 0.16    

SD 0.559 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.49 -0.53    

SD 1.032 1.053    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.15)     

Ls Meanb -0.55 -0.53 -0.03 (-0.21, 0.15) 0.762  

SEb 0.069 0.068    

95% CIb -0.69, -0.42 -0.66, -0.39    

Ls Meanc -0.53 -0.52 -0.01 (-0.17, 0.15) 0.903  

SEc 0.071 0.071    

95% CIc -0.67, -0.39 -0.66, -0.38    

 

  Day 29 Actual n 103 108    

Mean 0.17 0.09    

SD 0.617 0.375    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 72 72    

Mean -0.51 -0.54    

SD 0.993 1.113    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.15, 0.21)     

Ls Meanb -0.58 -0.61 0.03 (-0.15, 0.21) 0.759  

SEb 0.071 0.069    

95% CIb -0.72, -0.44 -0.75, -0.48    

Ls Meanc -0.59 -0.59 -0.01 (-0.16, 0.15) 0.940  

SEc 0.072 0.070    

95% CIc -0.74, -0.45 -0.73, -0.45    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.07)     

Ls Meanb -0.40 -0.38 -0.02 (-0.10, 0.06) 0.651  

 

  Baseline Actual n 105 114  0.285d  

Mean 0.66 0.63    

SD 1.008 0.924    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 151 156    

Mean 0.43 0.53    

SD 0.804 0.838    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 98 104    

Mean -0.18 -0.11    

SD 0.804 0.902    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.14)     

Ls Meanb -0.15 -0.12 -0.03 (-0.20, 0.13) 0.693  

SEb 0.064 0.062    

95% CIb -0.28, -0.03 -0.24, 0.00    

Ls Meanc -0.20 -0.13 -0.06 (-0.26, 0.13) 0.504  

SEc 0.089 0.085    

95% CIc -0.37, -0.02 -0.30, 0.04    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.37 0.47    

SD 0.748 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 94 93    

Mean -0.21 -0.16    

SD 1.106 1.086    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.28, 0.06)     

Ls Meanb -0.22 -0.11 -0.10 (-0.27, 0.06) 0.220  

SEb 0.065 0.063    

95% CIb -0.34, -0.09 -0.24, 0.01    

Ls Meanc -0.25 -0.15 -0.10 (-0.33, 0.12) 0.372  

SEc 0.105 0.100    

95% CIc -0.46, -0.05 -0.35, 0.05    

 

  Day 15 Actual n 144 137    

Mean 0.17 0.12    

SD 0.571 0.445    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.43 -0.51    

SD 1.020 1.065    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.14, 0.21)     

Ls Meanb -0.45 -0.48 0.03 (-0.14, 0.20) 0.726  

SEb 0.065 0.065    

95% CIb -0.58, -0.33 -0.61, -0.36    

Ls Meanc -0.42 -0.46 0.03 (-0.12, 0.19) 0.659  

SEc 0.070 0.070    

95% CIc -0.56, -0.29 -0.59, -0.32    

 

  Day 29 Actual n 103 108    

Mean 0.11 0.06    

SD 0.463 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 72 72    

Mean -0.50 -0.50    

SD 0.993 1.021    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.18, 0.18)     

Ls Meanb -0.54 -0.54 0.00 (-0.17, 0.17) 0.983  

SEb 0.067 0.066    

95% CIb -0.67, -0.41 -0.67, -0.41    

Ls Meanc -0.55 -0.55 0.01 (-0.13, 0.14) 0.922  

SEc 0.062 0.061    

95% CIc -0.67, -0.42 -0.67, -0.43    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.13)     

Ls Meanb -0.29 -0.34 0.05 (0.00, 0.09) 0.041  

 

  Baseline Actual n 104 114  0.016d  

Mean 0.53 0.41    

SD 0.763 0.649    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 151 156    

Mean 0.40 0.29    

SD 0.674 0.559    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 97 104    

Mean -0.06 -0.15    

SD 0.761 0.620    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.23 (0.07, 0.40)     

Ls Meanb -0.03 -0.20 0.17 (0.05, 0.28) 0.004  

SEb 0.044 0.042    

95% CIb -0.12, 0.05 -0.28, -0.11    

Ls Meanc -0.11 -0.24 0.13 (-0.03, 0.29) 0.104  

SEc 0.074 0.070    

95% CIc -0.26, 0.03 -0.38, -0.11    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.30 0.17    

SD 0.583 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 93 93    

Mean -0.22 -0.26    

SD 0.750 0.674    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.16 (-0.01, 0.32)     

Ls Meanb -0.19 -0.30 0.11 (0.00, 0.23) 0.060  

SEb 0.044 0.043    

95% CIb -0.27, -0.10 -0.38, -0.21    

Ls Meanc -0.20 -0.32 0.11 (-0.03, 0.26) 0.129  

SEc 0.068 0.065    

95% CIc -0.34, -0.07 -0.44, -0.19    

 

  Day 15 Actual n 144 137    

Mean 0.15 0.08    

SD 0.373 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 91 85    

Mean -0.36 -0.36    

SD 0.723 0.633    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.25)     

Ls Meanb -0.31 -0.37 0.06 (-0.06, 0.18) 0.331  

SEb 0.045 0.045    

95% CIb -0.40, -0.22 -0.46, -0.28    

Ls Meanc -0.35 -0.41 0.06 (-0.03, 0.15) 0.165  

SEc 0.041 0.041    

95% CIc -0.43, -0.27 -0.49, -0.33    

 

  Day 29 Actual n 103 108    

Mean 0.12 0.07    

SD 0.427 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 71 72    

Mean -0.37 -0.33    

SD 0.779 0.605    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.17, 0.18)     

Ls Meanb -0.38 -0.38 0.00 (-0.12, 0.13) 0.963  

SEb 0.047 0.046    

95% CIb -0.47, -0.29 -0.47, -0.29    

Ls Meanc -0.29 -0.32 0.03 (-0.08, 0.13) 0.615  

SEc 0.049 0.047    

95% CIc -0.39, -0.19 -0.41, -0.22    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.25 -0.30 0.04 (-0.02, 0.11) 0.204  

 

  Baseline Actual n 105 114  <.001d  

Mean 0.52 0.38    

SD 0.845 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 151 156    

Mean 0.33 0.26    

SD 0.690 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 98 104    

Mean -0.13 -0.09    

SD 0.683 0.655    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.13, 0.25)     

Ls Meanb -0.15 -0.19 0.04 (-0.10, 0.19) 0.553  

SEb 0.058 0.056    

95% CIb -0.26, -0.03 -0.30, -0.08    

Ls Meanc -0.14 -0.16 0.03 (-0.13, 0.18) 0.742  

SEc 0.072 0.069    

95% CIc -0.28, 0.01 -0.30, -0.03    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.23 0.29    

SD 0.612 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 94 93    

Mean -0.19 -0.04    

SD 0.820 0.765    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.29, 0.10)     

Ls Meanb -0.22 -0.15 -0.08 (-0.23, 0.07) 0.320  

SEb 0.058 0.057    

95% CIb -0.34, -0.11 -0.26, -0.03    

Ls Meanc -0.24 -0.15 -0.09 (-0.27, 0.09) 0.345  

SEc 0.084 0.081    

95% CIc -0.40, -0.07 -0.31, 0.01    

 

  Day 15 Actual n 144 137    

Mean 0.19 0.08    

SD 0.558 0.365    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.21 -0.24    

SD 0.871 0.797    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.15 (-0.05, 0.34)     

Ls Meanb -0.24 -0.36 0.12 (-0.04, 0.27) 0.139  

SEb 0.059 0.059    

95% CIb -0.35, -0.12 -0.47, -0.24    

Ls Meanc -0.23 -0.36 0.14 (-0.01, 0.29) 0.076  

SEc 0.068 0.068    

95% CIc -0.36, -0.09 -0.50, -0.23    

 

  Day 29 Actual n 103 108    

Mean 0.15 0.07    

SD 0.452 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 72 72    

Mean -0.29 -0.24    

SD 0.879 0.682    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.11, 0.29)     

Ls Meanb -0.31 -0.38 0.07 (-0.09, 0.23) 0.386  

SEb 0.061 0.060    

95% CIb -0.43, -0.19 -0.49, -0.26    

Ls Meanc -0.25 -0.36 0.10 (-0.04, 0.24) 0.147  

SEc 0.064 0.063    

95% CIc -0.38, -0.13 -0.48, -0.23    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 43 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.07)     

Ls Meanb -0.39 -0.42 0.03 (0.00, 0.06) 0.056  

 

  Baseline Actual n 104 114  <.001d  

Mean 0.45 0.47    

SD 0.762 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 151 156    

Mean 0.32 0.27    

SD 0.659 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 97 104    

Mean -0.10 -0.30    

SD 0.784 0.762    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.02, 0.25)     

Ls Meanb -0.17 -0.27 0.10 (0.01, 0.19) 0.026  

SEb 0.034 0.033    

95% CIb -0.24, -0.11 -0.34, -0.21    

Ls Meanc -0.17 -0.29 0.12 (-0.04, 0.28) 0.143  

SEc 0.074 0.070    

95% CIc -0.32, -0.03 -0.43, -0.15    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.22 0.12    

SD 0.609 0.389    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 93 93    

Mean -0.29 -0.41    

SD 0.867 0.769    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.35 -0.38 0.03 (-0.06, 0.12) 0.482  

SEb 0.034 0.034    

95% CIb -0.41, -0.28 -0.45, -0.31    

Ls Meanc -0.35 -0.38 0.03 (-0.10, 0.16) 0.644  

SEc 0.059 0.056    

95% CIc -0.47, -0.23 -0.49, -0.27    

 

  Day 15 Actual n 144 137    

Mean 0.09 0.04    

SD 0.372 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 91 85    

Mean -0.35 -0.48    

SD 0.794 0.781    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.18)     

Ls Meanb -0.42 -0.46 0.04 (-0.05, 0.14) 0.371  

SEb 0.035 0.035    

95% CIb -0.49, -0.35 -0.53, -0.39    

Ls Meanc -0.39 -0.42 0.03 (-0.04, 0.10) 0.423  

SEc 0.034 0.034    

95% CIc -0.46, -0.33 -0.49, -0.36    

 

  Day 29 Actual n 103 108    

Mean 0.01 0.03    

SD 0.099 0.214    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 71 72    

Mean -0.42 -0.56    

SD 0.768 0.837    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.48 -0.47 -0.01 (-0.12, 0.09) 0.774  

SEb 0.038 0.037    

95% CIb -0.56, -0.41 -0.54, -0.40    

Ls Meanc -0.47 -0.47 0.00 (-0.04, 0.04) 0.980  

SEc 0.018 0.018    

95% CIc -0.51, -0.44 -0.51, -0.44    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.02)     

Ls Meanb -0.06 -0.06 0.00 (-0.01, 0.01) 0.807  

 

  Baseline Actual n 105 114  0.002d  

Mean 0.12 0.02    

SD 0.567 0.132    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 151 156    

Mean 0.05 0.02    

SD 0.267 0.138    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 98 104    

Mean -0.06 0.01    

SD 0.514 0.220    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (0.02, 0.17)     

Ls Meanb 0.00 -0.04 0.04 (0.01, 0.07) 0.013  

SEb 0.011 0.011    

95% CIb -0.02, 0.02 -0.06, -0.02    

Ls Meanc -0.03 -0.04 0.01 (-0.05, 0.08) 0.679  

SEc 0.031 0.029    

95% CIc -0.09, 0.03 -0.10, 0.02    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 142 145    

Mean 0.02 0.00    

SD 0.144 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 94 93    

Mean -0.12 -0.01    

SD 0.620 0.104    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.04, 0.12)     

Ls Meanb -0.05 -0.07 0.02 (-0.01, 0.05) 0.288  

SEb 0.011 0.012    

95% CIb -0.07, -0.03 -0.09, -0.05    

Ls Meanc -0.06 -0.08 0.02 (-0.01, 0.05) 0.145  

SEc 0.014 0.013    

95% CIc -0.08, -0.03 -0.11, -0.05    

 

  Day 15 Actual n 144 137    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 48 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 92 85    

Mean -0.14 -0.01    

SD 0.604 0.108    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.07 -0.07 0.00 (-0.04, 0.03) 0.774  

SEb 0.012 0.012    

95% CIb -0.10, -0.05 -0.09, -0.04    

Ls Meanc -0.08 -0.08 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.08, -0.08 -0.08, -0.08    

 

  Day 29 Actual n 103 108    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 72 72    

Mean -0.18 -0.01    

SD 0.678 0.118    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.07)     

Ls Meanb -0.07 -0.07 -0.01 (-0.04, 0.03) 0.743  

SEb 0.013 0.013    

95% CIb -0.10, -0.05 -0.09, -0.04    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Other Body Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.07)     

Ls Meanb -0.87 -0.88 0.01 (-0.04, 0.07) 0.619  

 

  Baseline Actual n 160 188    

Mean 1.16 1.14    

SD 0.996 0.955    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.71 0.74    

SD 0.924 0.884    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 141 174    

Mean -0.44 -0.41    

SD 1.045 1.003    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.13)     

Ls Meanb -0.47 -0.45 -0.01 (-0.16, 0.13) 0.855  

SEb 0.056 0.052    

95% CIb -0.58, -0.36 -0.55, -0.35    

Ls Meanc -0.51 -0.49 -0.02 (-0.20, 0.17) 0.855  

SEc 0.087 0.083    

95% CIc -0.68, -0.34 -0.65, -0.33    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 157    

Mean 0.45 0.52    

SD 0.735 0.859    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 134 145    

Mean -0.72 -0.63    

SD 1.038 1.085    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.74 -0.70 -0.04 (-0.18, 0.11) 0.637  

SEb 0.057 0.054    

95% CIb -0.85, -0.63 -0.81, -0.60    

Ls Meanc -0.77 -0.72 -0.05 (-0.23, 0.13) 0.574  

SEc 0.080 0.079    

95% CIc -0.93, -0.61 -0.88, -0.57    

 

  Day 15 Actual n 118 140    

Mean 0.25 0.22    

SD 0.584 0.551    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.93 -0.93    

SD 1.101 0.986    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.22)     

Ls Meanb -0.96 -1.02 0.06 (-0.10, 0.21) 0.494  

SEb 0.062 0.057    

95% CIb -1.09, -0.84 -1.13, -0.91    

Ls Meanc -0.94 -0.99 0.05 (-0.09, 0.19) 0.471  

SEc 0.067 0.064    

95% CIc -1.07, -0.81 -1.12, -0.86    

 

  Day 29 Actual n 108 118    

Mean 0.19 0.20    

SD 0.555 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 116    

Mean -1.00 -0.98    

SD 1.073 1.047    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.11)     

Ls Meanb -1.02 -0.97 -0.05 (-0.21, 0.11) 0.526  

SEb 0.062 0.058    

95% CIb -1.14, -0.90 -1.08, -0.86    

Ls Meanc -1.06 -1.02 -0.03 (-0.17, 0.10) 0.633  

SEc 0.065 0.062    

95% CIc -1.18, -0.93 -1.15, -0.90    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.00)     

Ls Meanb -0.66 -0.63 -0.02 (-0.05, 0.00) 0.102  

 

  Baseline Actual n 160 188    

Mean 0.73 0.72    

SD 0.923 0.820    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.37 0.30    

SD 0.746 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 141 174    

Mean -0.40 -0.42    

SD 0.955 0.861    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.18)     

Ls Meanb -0.38 -0.44 0.07 (-0.02, 0.15) 0.115  

SEb 0.033 0.030    

95% CIb -0.44, -0.31 -0.50, -0.39    

Ls Meanc -0.43 -0.49 0.06 (-0.09, 0.20) 0.435  

SEc 0.067 0.064    

95% CIc -0.56, -0.30 -0.61, -0.36    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 53 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.10 0.27    

SD 0.360 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 134 146    

Mean -0.63 -0.42    

SD 0.923 0.861    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.29, -0.09)     

Ls Meanb -0.64 -0.48 -0.16 (-0.25, -0.08) <.001  

SEb 0.034 0.032    

95% CIb -0.71, -0.58 -0.54, -0.41    

Ls Meanc -0.63 -0.46 -0.18 (-0.29, -0.06) 0.003  

SEc 0.052 0.051    

95% CIc -0.74, -0.53 -0.56, -0.36    

 

  Day 15 Actual n 118 140    

Mean 0.03 0.02    

SD 0.224 0.145    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.69 -0.66    

SD 0.956 0.819    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.71 -0.71 0.01 (-0.09, 0.11) 0.856  

SEb 0.037 0.034    

95% CIb -0.78, -0.63 -0.78, -0.65    

Ls Meanc -0.67 -0.67 0.00 (-0.04, 0.03) 0.807  

SEc 0.018 0.017    

95% CIc -0.71, -0.64 -0.70, -0.63    

 

  Day 29 Actual n 108 118    

Mean 0.02 0.04    

SD 0.192 0.241    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 116    

Mean -0.77 -0.66    

SD 0.973 0.845    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.12)     

Ls Meanb -0.70 -0.70 0.00 (-0.10, 0.10) 0.967  

SEb 0.038 0.035    

95% CIb -0.77, -0.63 -0.77, -0.63    

Ls Meanc -0.73 -0.71 -0.02 (-0.08, 0.04) 0.447  

SEc 0.029 0.027    

95% CIc -0.79, -0.68 -0.77, -0.66    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.62 -0.64 0.02 (-0.02, 0.07) 0.299  

 

  Baseline Actual n 160 188    

Mean 0.78 0.85    

SD 0.814 0.848    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.57 0.51    

SD 0.710 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.19 -0.37    

SD 0.836 0.855    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.24)     

Ls Meanb -0.29 -0.38 0.09 (-0.02, 0.20) 0.122  

SEb 0.044 0.040    

95% CIb -0.38, -0.20 -0.46, -0.30    

Ls Meanc -0.28 -0.40 0.12 (-0.02, 0.27) 0.093  

SEc 0.068 0.064    

95% CIc -0.41, -0.15 -0.53, -0.27    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.41 0.39    

SD 0.672 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 134 146    

Mean -0.37 -0.48    

SD 0.872 0.904    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.47 -0.50 0.04 (-0.08, 0.15) 0.544  

SEb 0.044 0.042    

95% CIb -0.55, -0.38 -0.58, -0.42    

Ls Meanc -0.43 -0.49 0.06 (-0.09, 0.21) 0.419  

SEc 0.066 0.064    

95% CIc -0.56, -0.30 -0.61, -0.36    

 

  Day 15 Actual n 118 140    

Mean 0.16 0.18    

SD 0.413 0.453    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.65 -0.68    

SD 0.766 0.835    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.70 -0.70 0.00 (-0.12, 0.12) 0.995  

SEb 0.048 0.045    

95% CIb -0.79, -0.60 -0.79, -0.61    

Ls Meanc -0.71 -0.71 0.00 (-0.11, 0.11) 0.994  

SEc 0.052 0.049    

95% CIc -0.81, -0.61 -0.81, -0.61    

 

  Day 29 Actual n 108 118    

Mean 0.06 0.06    

SD 0.247 0.271    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 100 116    

Mean -0.63 -0.73    

SD 0.761 0.806    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.10, 0.20)     

Ls Meanb -0.73 -0.77 0.04 (-0.08, 0.17) 0.495  

SEb 0.048 0.045    

95% CIb -0.82, -0.63 -0.86, -0.68    

Ls Meanc -0.65 -0.67 0.02 (-0.05, 0.09) 0.631  

SEc 0.033 0.032    

95% CIc -0.72, -0.58 -0.73, -0.60    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.07 (-0.15, 0.02)     

Ls Meanb -0.59 -0.54 -0.05 (-0.12, 0.01) 0.113  

 

  Baseline Actual n 160 188    

Mean 1.08 1.02    

SD 0.816 0.770    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.97 1.00    

SD 0.811 0.827    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.08 -0.02    

SD 0.802 0.883    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.22, 0.14)     

Ls Meanb -0.11 -0.08 -0.03 (-0.17, 0.11) 0.686  

SEb 0.058 0.053    

95% CIb -0.22, 0.00 -0.18, 0.02    

Ls Meanc -0.18 -0.15 -0.03 (-0.20, 0.13) 0.688  

SEc 0.077 0.074    

95% CIc -0.34, -0.03 -0.30, -0.01    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.78 0.91    

SD 0.803 0.891    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 134 146    

Mean -0.28 -0.09    

SD 0.871 0.954    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.43, -0.06)     

Ls Meanb -0.32 -0.13 -0.19 (-0.34, -0.05) 0.010  

SEb 0.058 0.055    

95% CIb -0.44, -0.21 -0.24, -0.02    

Ls Meanc -0.35 -0.19 -0.16 (-0.34, 0.03) 0.096  

SEc 0.083 0.082    

95% CIc -0.51, -0.18 -0.35, -0.03    

 

  Day 15 Actual n 118 140    

Mean 0.42 0.46    

SD 0.646 0.661    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.58 -0.60    

SD 0.922 0.820    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.27, 0.13)     

Ls Meanb -0.71 -0.66 -0.05 (-0.21, 0.11) 0.517  

SEb 0.062 0.058    

95% CIb -0.83, -0.59 -0.77, -0.54    

Ls Meanc -0.62 -0.63 0.01 (-0.15, 0.16) 0.930  

SEc 0.075 0.072    

95% CIc -0.77, -0.47 -0.77, -0.49    

 

  Day 29 Actual n 108 118    

Mean 0.30 0.22    

SD 0.584 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 100 116    

Mean -0.77 -0.78    

SD 0.952 0.781    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.17, 0.22)     

Ls Meanb -0.83 -0.85 0.02 (-0.14, 0.18) 0.804  

SEb 0.062 0.058    

95% CIb -0.95, -0.71 -0.96, -0.73    

Ls Meanc -0.76 -0.82 0.06 (-0.07, 0.19) 0.365  

SEc 0.063 0.060    

95% CIc -0.88, -0.64 -0.94, -0.70    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.32 -0.31 -0.01 (-0.03, 0.02) 0.539  

 

  Baseline Actual n 160 188    

Mean 0.44 0.40    

SD 0.733 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.29 0.28    

SD 0.601 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.16 -0.11    

SD 0.848 0.744    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.13)     

Ls Meanb -0.13 -0.14 0.01 (-0.08, 0.09) 0.881  

SEb 0.032 0.030    

95% CIb -0.20, -0.07 -0.20, -0.08    

Ls Meanc -0.19 -0.19 0.00 (-0.13, 0.12) 0.958  

SEc 0.058 0.055    

95% CIc -0.30, -0.07 -0.29, -0.08    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 62 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.19 0.23    

SD 0.461 0.531    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 134 146    

Mean -0.20 -0.17    

SD 0.830 0.727    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -0.22 -0.19 -0.03 (-0.12, 0.06) 0.503  

SEb 0.033 0.032    

95% CIb -0.28, -0.15 -0.25, -0.13    

Ls Meanc -0.22 -0.19 -0.02 (-0.14, 0.09) 0.678  

SEc 0.051 0.050    

95% CIc -0.32, -0.12 -0.29, -0.09    

 

  Day 15 Actual n 118 140    

Mean 0.08 0.06    

SD 0.309 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.32 -0.33    

SD 0.808 0.717    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.16)     

Ls Meanb -0.33 -0.34 0.02 (-0.08, 0.11) 0.714  

SEb 0.036 0.033    

95% CIb -0.40, -0.26 -0.41, -0.28    

Ls Meanc -0.34 -0.38 0.03 (-0.04, 0.11) 0.364  

SEc 0.036 0.034    

95% CIc -0.41, -0.27 -0.45, -0.31    

 

  Day 29 Actual n 108 118    

Mean 0.03 0.01    

SD 0.214 0.092    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 100 116    

Mean -0.36 -0.36    

SD 0.659 0.678    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.37 -0.38 0.01 (-0.09, 0.11) 0.835  

SEb 0.037 0.034    

95% CIb -0.44, -0.29 -0.44, -0.31    

Ls Meanc -0.36 -0.38 0.02 (-0.02, 0.06) 0.365  

SEc 0.021 0.020    

95% CIc -0.40, -0.32 -0.42, -0.34    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.01 (-0.07, 0.06)     

Ls Meanb -0.16 -0.16 0.00 (-0.05, 0.04) 0.844  

 

  Baseline Actual n 160 188    

Mean 0.29 0.28    

SD 0.648 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.34 0.30    

SD 0.657 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean 0.04 0.02    

SD 0.721 0.749    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.23)     

Ls Meanb 0.00 -0.04 0.05 (-0.06, 0.15) 0.386  

SEb 0.041 0.038    

95% CIb -0.08, 0.09 -0.12, 0.03    

Ls Meanc 0.00 -0.04 0.04 (-0.10, 0.17) 0.591  

SEc 0.064 0.061    

95% CIc -0.13, 0.13 -0.16, 0.08    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.23 0.30    

SD 0.565 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 134 146    

Mean -0.07 0.01    

SD 0.762 0.913    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.16 (-0.32, 0.01)     

Ls Meanb -0.08 0.02 -0.10 (-0.21, 0.01) 0.064  

SEb 0.042 0.040    

95% CIb -0.17, 0.00 -0.06, 0.10    

Ls Meanc -0.17 -0.11 -0.06 (-0.22, 0.09) 0.409  

SEc 0.069 0.068    

95% CIc -0.31, -0.04 -0.24, 0.03    

 

  Day 15 Actual n 118 140    

Mean 0.12 0.09    

SD 0.437 0.358    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.08 -0.18    

SD 0.601 0.592    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.24)     

Ls Meanb -0.19 -0.23 0.04 (-0.07, 0.16) 0.472  

SEb 0.045 0.042    

95% CIb -0.28, -0.10 -0.31, -0.15    

Ls Meanc -0.14 -0.21 0.06 (-0.03, 0.16) 0.182  

SEc 0.046 0.043    

95% CIc -0.23, -0.05 -0.29, -0.12    

 

  Day 29 Actual n 108 118    

Mean 0.05 0.07    

SD 0.252 0.313    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 116    

Mean -0.22 -0.23    

SD 0.690 0.677    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.15, 0.20)     

Ls Meanb -0.24 -0.26 0.02 (-0.10, 0.13) 0.777  

SEb 0.045 0.042    

95% CIb -0.33, -0.15 -0.34, -0.17    

Ls Meanc -0.26 -0.24 -0.02 (-0.10, 0.06) 0.663  

SEc 0.037 0.036    

95% CIc -0.33, -0.18 -0.31, -0.17    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.06)     

Ls Meanb -0.80 -0.79 -0.01 (-0.08, 0.06) 0.766  

 

  Baseline Actual n 160 188    

Mean 1.23 1.29    

SD 0.992 1.010    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.93 1.05    

SD 0.910 0.966    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.32 -0.19    

SD 1.044 1.011    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.29, 0.03)     

Ls Meanb -0.42 -0.29 -0.13 (-0.29, 0.03) 0.114  

SEb 0.063 0.058    

95% CIb -0.54, -0.29 -0.40, -0.17    

Ls Meanc -0.45 -0.33 -0.11 (-0.30, 0.07) 0.241  

SEc 0.088 0.083    

95% CIc -0.62, -0.27 -0.50, -0.17    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.72 0.74    

SD 0.831 0.897    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 134 146    

Mean -0.52 -0.47    

SD 1.002 1.096    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.13)     

Ls Meanb -0.58 -0.55 -0.03 (-0.19, 0.14) 0.730  

SEb 0.064 0.060    

95% CIb -0.71, -0.46 -0.67, -0.43    

Ls Meanc -0.59 -0.55 -0.04 (-0.23, 0.15) 0.698  

SEc 0.085 0.083    

95% CIc -0.76, -0.42 -0.72, -0.39    

 

  Day 15 Actual n 118 140    

Mean 0.39 0.39    

SD 0.614 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.88 -0.85    

SD 0.978 1.070    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.15)     

Ls Meanb -0.97 -0.94 -0.03 (-0.20, 0.15) 0.760  

SEb 0.069 0.064    

95% CIb -1.10, -0.83 -1.06, -0.81    

Ls Meanc -0.93 -0.91 -0.02 (-0.18, 0.14) 0.810  

SEc 0.075 0.072    

95% CIc -1.08, -0.78 -1.05, -0.77    

 

  Day 29 Actual n 108 118    

Mean 0.29 0.31    

SD 0.597 0.550    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 116    

Mean -0.97 -0.95    

SD 1.020 1.062    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.22, 0.13)     

Ls Meanb -1.06 -1.02 -0.04 (-0.22, 0.13) 0.629  

SEb 0.068 0.064    

95% CIb -1.20, -0.93 -1.14, -0.89    

Ls Meanc -1.08 -1.03 -0.04 (-0.19, 0.10) 0.560  

SEc 0.069 0.066    

95% CIc -1.21, -0.94 -1.16, -0.90    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.69 -0.72 0.04 (-0.01, 0.09) 0.144  

 

  Baseline Actual n 160 188    

Mean 1.03 1.07    

SD 0.987 0.939    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.66 0.59    

SD 0.823 0.786    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.30 -0.51    

SD 1.007 0.990    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.26)     

Ls Meanb -0.37 -0.48 0.11 (-0.03, 0.25) 0.118  

SEb 0.054 0.049    

95% CIb -0.48, -0.27 -0.58, -0.38    

Ls Meanc -0.40 -0.53 0.13 (-0.04, 0.29) 0.137  

SEc 0.079 0.075    

95% CIc -0.56, -0.25 -0.68, -0.38    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.43 0.44    

SD 0.724 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 134 146    

Mean -0.58 -0.60    

SD 1.021 1.007    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.63 -0.60 -0.04 (-0.18, 0.10) 0.592  

SEb 0.055 0.052    

95% CIb -0.74, -0.53 -0.70, -0.49    

Ls Meanc -0.58 -0.57 -0.01 (-0.16, 0.15) 0.928  

SEc 0.069 0.068    

95% CIc -0.72, -0.45 -0.71, -0.44    

 

  Day 15 Actual n 118 140    

Mean 0.34 0.31    

SD 0.682 0.589    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.71 -0.78    

SD 1.028 0.987    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.19)     

Ls Meanb -0.76 -0.79 0.03 (-0.13, 0.18) 0.728  

SEb 0.060 0.055    

95% CIb -0.87, -0.64 -0.89, -0.68    

Ls Meanc -0.72 -0.73 0.01 (-0.14, 0.16) 0.921  

SEc 0.071 0.068    

95% CIc -0.86, -0.58 -0.86, -0.60    

 

  Day 29 Actual n 108 118    

Mean 0.19 0.24    

SD 0.496 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 116    

Mean -0.83 -0.86    

SD 1.055 0.903    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.13)     

Ls Meanb -0.86 -0.83 -0.03 (-0.18, 0.13) 0.714  

SEb 0.060 0.056    

95% CIb -0.97, -0.74 -0.94, -0.72    

Ls Meanc -0.91 -0.83 -0.08 (-0.20, 0.04) 0.208  

SEc 0.059 0.056    

95% CIc -1.03, -0.79 -0.94, -0.72    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.04)     

Ls Meanb -0.90 -0.88 -0.02 (-0.07, 0.04) 0.495  

 

  Baseline Actual n 160 188    

Mean 1.17 1.21    

SD 0.986 1.001    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.67 0.71    

SD 0.897 0.904    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.50 -0.51    

SD 1.033 1.079    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.52 -0.49 -0.03 (-0.17, 0.11) 0.671  

SEb 0.054 0.050    

95% CIb -0.63, -0.42 -0.59, -0.40    

Ls Meanc -0.57 -0.54 -0.03 (-0.22, 0.16) 0.754  

SEc 0.088 0.084    

95% CIc -0.75, -0.40 -0.71, -0.38    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.39 0.47    

SD 0.699 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 134 146    

Mean -0.79 -0.73    

SD 0.982 1.177    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.07)     

Ls Meanb -0.80 -0.73 -0.07 (-0.21, 0.07) 0.346  

SEb 0.055 0.052    

95% CIb -0.91, -0.69 -0.83, -0.63    

Ls Meanc -0.79 -0.71 -0.08 (-0.26, 0.10) 0.371  

SEc 0.080 0.078    

95% CIc -0.95, -0.64 -0.87, -0.56    

 

  Day 15 Actual n 118 140    

Mean 0.20 0.24    

SD 0.516 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -1.00 -0.98    

SD 1.090 0.988    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.17, 0.14)     

Ls Meanb -1.01 -1.00 -0.01 (-0.17, 0.14) 0.884  

SEb 0.060 0.056    

95% CIb -1.13, -0.90 -1.11, -0.89    

Ls Meanc -0.99 -0.95 -0.04 (-0.17, 0.09) 0.553  

SEc 0.062 0.059    

95% CIc -1.11, -0.86 -1.06, -0.83    

 

  Day 29 Actual n 108 118    

Mean 0.16 0.22    

SD 0.457 0.509    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 116    

Mean -1.10 -0.98    

SD 1.068 1.095    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.29, 0.02)     

Ls Meanb -1.08 -0.95 -0.13 (-0.29, 0.02) 0.089  

SEb 0.060 0.056    

95% CIb -1.20, -0.96 -1.05, -0.84    

Ls Meanc -1.10 -1.00 -0.09 (-0.22, 0.03) 0.138  

SEc 0.059 0.056    

95% CIc -1.21, -0.98 -1.12, -0.89    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.05)     

Ls Meanb -0.32 -0.32 0.00 (-0.03, 0.03) 0.943  

 

  Baseline Actual n 160 188    

Mean 0.40 0.39    

SD 0.711 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.34 0.29    

SD 0.705 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.06 -0.09    

SD 0.763 0.699    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.23)     

Ls Meanb -0.05 -0.12 0.07 (-0.01, 0.16) 0.086  

SEb 0.033 0.031    

95% CIb -0.11, 0.02 -0.18, -0.06    

Ls Meanc -0.12 -0.17 0.05 (-0.08, 0.19) 0.447  

SEc 0.065 0.062    

95% CIc -0.25, 0.01 -0.30, -0.05    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.16 0.25    

SD 0.467 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 134 146    

Mean -0.23 -0.18    

SD 0.714 0.785    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.22 -0.18 -0.04 (-0.13, 0.05) 0.341  

SEb 0.034 0.032    

95% CIb -0.29, -0.15 -0.24, -0.11    

Ls Meanc -0.30 -0.22 -0.07 (-0.19, 0.05) 0.263  

SEc 0.056 0.055    

95% CIc -0.41, -0.18 -0.33, -0.12    

 

  Day 15 Actual n 118 140    

Mean 0.09 0.03    

SD 0.413 0.167    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.33 -0.36    

SD 0.711 0.713    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.20)     

Ls Meanb -0.34 -0.38 0.04 (-0.05, 0.14) 0.369  

SEb 0.037 0.034    

95% CIb -0.41, -0.27 -0.45, -0.32    

Ls Meanc -0.33 -0.39 0.05 (-0.02, 0.13) 0.158  

SEc 0.035 0.034    

95% CIc -0.40, -0.27 -0.45, -0.32    

 

  Day 29 Actual n 108 118    

Mean 0.02 0.03    

SD 0.135 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 100 116    

Mean -0.36 -0.41    

SD 0.718 0.734    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.40 -0.40 0.01 (-0.09, 0.10) 0.902  

SEb 0.037 0.035    

95% CIb -0.47, -0.33 -0.47, -0.34    

Ls Meanc -0.39 -0.39 0.00 (-0.04, 0.04) 0.841  

SEc 0.019 0.018    

95% CIc -0.43, -0.36 -0.43, -0.35    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.11 (0.04, 0.18)     

Ls Meanb -0.38 -0.48 0.11 (0.04, 0.18) 0.003  

 

  Baseline Actual n 160 188    

Mean 0.64 0.68    

SD 0.961 1.016    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.66 0.60    

SD 0.926 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.01 -0.07    

SD 0.989 1.070    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.09 -0.10 0.01 (-0.13, 0.15) 0.890  

SEb 0.058 0.054    

95% CIb -0.20, 0.03 -0.20, 0.01    

Ls Meanc -0.12 -0.18 0.06 (-0.13, 0.24) 0.548  

SEc 0.087 0.083    

95% CIc -0.29, 0.05 -0.34, -0.02    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.56 0.46    

SD 0.912 0.811    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 134 146    

Mean -0.16 -0.18    

SD 1.182 1.202    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -0.21 -0.24 0.03 (-0.11, 0.18) 0.659  

SEb 0.058 0.055    

95% CIb -0.32, -0.09 -0.35, -0.13    

Ls Meanc -0.28 -0.34 0.06 (-0.13, 0.25) 0.541  

SEc 0.087 0.085    

95% CIc -0.45, -0.11 -0.51, -0.17    

 

  Day 15 Actual n 118 140    

Mean 0.31 0.19    

SD 0.698 0.478    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.35 -0.46    

SD 1.091 1.139    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.04, 0.28)     

Ls Meanb -0.43 -0.55 0.12 (-0.04, 0.27) 0.147  

SEb 0.062 0.058    

95% CIb -0.56, -0.31 -0.67, -0.44    

Ls Meanc -0.39 -0.52 0.13 (-0.02, 0.28) 0.092  

SEc 0.071 0.068    

95% CIc -0.53, -0.25 -0.65, -0.39    

 

  Day 29 Actual n 108 118    

Mean 0.18 0.04    

SD 0.526 0.202    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 100 116    

Mean -0.48 -0.60    

SD 0.979 1.012    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.25 (0.09, 0.40)     

Ls Meanb -0.45 -0.69 0.24 (0.09, 0.40) 0.002  

SEb 0.062 0.058    

95% CIb -0.57, -0.32 -0.80, -0.58    

Ls Meanc -0.49 -0.63 0.15 (0.04, 0.25) 0.006  

SEc 0.049 0.047    

95% CIc -0.58, -0.39 -0.73, -0.54    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.16)     

Ls Meanb -0.36 -0.45 0.08 (0.02, 0.15) 0.013  

 

  Baseline Actual n 160 188    

Mean 0.58 0.62    

SD 0.908 0.960    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.51 0.48    

SD 0.846 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.05 -0.14    

SD 0.959 0.999    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.09 -0.16 0.07 (-0.06, 0.20) 0.316  

SEb 0.053 0.049    

95% CIb -0.19, 0.01 -0.25, -0.06    

Ls Meanc -0.16 -0.23 0.08 (-0.10, 0.25) 0.387  

SEc 0.081 0.077    

95% CIc -0.32, 0.00 -0.38, -0.08    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.49 0.36    

SD 0.883 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 134 146    

Mean -0.16 -0.23    

SD 1.105 1.119    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.25)     

Ls Meanb -0.18 -0.28 0.10 (-0.04, 0.24) 0.148  

SEb 0.054 0.051    

95% CIb -0.29, -0.08 -0.38, -0.18    

Ls Meanc -0.26 -0.37 0.10 (-0.08, 0.28) 0.265  

SEc 0.081 0.080    

95% CIc -0.42, -0.10 -0.52, -0.21    

 

  Day 15 Actual n 118 140    

Mean 0.22 0.16    

SD 0.572 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.37 -0.44    

SD 1.024 1.038    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.24)     

Ls Meanb -0.42 -0.50 0.08 (-0.06, 0.23) 0.254  

SEb 0.057 0.054    

95% CIb -0.53, -0.30 -0.60, -0.39    

Ls Meanc -0.37 -0.46 0.09 (-0.04, 0.22) 0.173  

SEc 0.061 0.058    

95% CIc -0.49, -0.25 -0.57, -0.34    

 

  Day 29 Actual n 108 118    

Mean 0.14 0.04    

SD 0.442 0.241    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 116    

Mean -0.46 -0.57    

SD 0.947 0.962    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.15 (0.00, 0.30)     

Ls Meanb -0.44 -0.58 0.14 (0.00, 0.28) 0.057  

SEb 0.056 0.053    

95% CIb -0.55, -0.33 -0.68, -0.48    

Ls Meanc -0.47 -0.58 0.12 (0.02, 0.21) 0.016  

SEc 0.045 0.043    

95% CIc -0.56, -0.38 -0.67, -0.50    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.01)     

Ls Meanb -0.58 -0.56 -0.03 (-0.07, 0.01) 0.167  

 

  Baseline Actual n 160 188    

Mean 0.66 0.70    

SD 0.768 0.778    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.34 0.41    

SD 0.596 0.627    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 141 174    

Mean -0.29 -0.33    

SD 0.780 0.770    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.38 -0.36 -0.02 (-0.12, 0.08) 0.645  

SEb 0.039 0.036    

95% CIb -0.46, -0.31 -0.43, -0.29    

Ls Meanc -0.38 -0.36 -0.02 (-0.14, 0.11) 0.798  

SEc 0.060 0.057    

95% CIc -0.50, -0.26 -0.48, -0.25    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.29 0.35    

SD 0.539 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 134 146    

Mean -0.39 -0.37    

SD 0.784 0.761    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.49 -0.44 -0.05 (-0.15, 0.05) 0.351  

SEb 0.039 0.037    

95% CIb -0.57, -0.41 -0.51, -0.37    

Ls Meanc -0.45 -0.41 -0.04 (-0.16, 0.09) 0.562  

SEc 0.057 0.056    

95% CIc -0.56, -0.34 -0.52, -0.30    

 

  Day 15 Actual n 118 140    

Mean 0.14 0.16    

SD 0.398 0.420    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.54 -0.62    

SD 0.768 0.779    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.11)     

Ls Meanb -0.64 -0.61 -0.03 (-0.14, 0.08) 0.642  

SEb 0.043 0.040    

95% CIb -0.72, -0.55 -0.69, -0.53    

Ls Meanc -0.64 -0.65 0.01 (-0.09, 0.11) 0.855  

SEc 0.049 0.047    

95% CIc -0.73, -0.54 -0.74, -0.55    

 

  Day 29 Actual n 108 118    

Mean 0.08 0.10    

SD 0.278 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 100 116    

Mean -0.48 -0.63    

SD 0.731 0.786    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -0.66 -0.64 -0.02 (-0.13, 0.09) 0.769  

SEb 0.043 0.040    

95% CIb -0.74, -0.57 -0.72, -0.56    

Ls Meanc -0.57 -0.56 -0.01 (-0.09, 0.07) 0.861  

SEc 0.038 0.037    

95% CIc -0.64, -0.49 -0.63, -0.49    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.27 -0.27 0.00 (-0.04, 0.04) 0.969  

 

  Baseline Actual n 160 188    

Mean 0.36 0.38    

SD 0.747 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.33 0.29    

SD 0.692 0.666    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.06 -0.06    

SD 0.795 0.791    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.07 -0.10 0.03 (-0.07, 0.13) 0.551  

SEb 0.039 0.036    

95% CIb -0.15, 0.00 -0.17, -0.03    

Ls Meanc -0.08 -0.09 0.01 (-0.13, 0.15) 0.878  

SEc 0.066 0.063    

95% CIc -0.21, 0.05 -0.21, 0.04    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.16 0.25    

SD 0.467 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 134 146    

Mean -0.22 -0.17    

SD 0.789 0.866    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.27, 0.01)     

Ls Meanb -0.22 -0.12 -0.10 (-0.20, 0.01) 0.064  

SEb 0.040 0.038    

95% CIb -0.30, -0.14 -0.20, -0.05    

Ls Meanc -0.25 -0.18 -0.07 (-0.20, 0.07) 0.314  

SEc 0.061 0.059    

95% CIc -0.37, -0.13 -0.30, -0.06    

 

  Day 15 Actual n 118 140    

Mean 0.08 0.06    

SD 0.324 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.21 -0.29    

SD 0.669 0.739    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.19)     

Ls Meanb -0.30 -0.33 0.03 (-0.08, 0.14) 0.581  

SEb 0.043 0.040    

95% CIb -0.39, -0.22 -0.41, -0.26    

Ls Meanc -0.27 -0.30 0.03 (-0.06, 0.12) 0.500  

SEc 0.042 0.040    

95% CIc -0.35, -0.19 -0.38, -0.22    

 

  Day 29 Actual n 108 118    

Mean 0.03 0.07    

SD 0.165 0.284    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 100 116    

Mean -0.29 -0.28    

SD 0.743 0.741    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.12)     

Ls Meanb -0.34 -0.31 -0.03 (-0.14, 0.09) 0.651  

SEb 0.043 0.040    

95% CIb -0.42, -0.25 -0.39, -0.23    

Ls Meanc -0.32 -0.29 -0.04 (-0.10, 0.03) 0.250  

SEc 0.031 0.029    

95% CIc -0.38, -0.26 -0.34, -0.23    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.53 -0.54 0.01 (-0.03, 0.05) 0.639  

 

  Baseline Actual n 160 188    

Mean 0.64 0.70    

SD 0.780 0.857    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 156 188    

Mean 0.41 0.34    

SD 0.690 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 141 174    

Mean -0.20 -0.37    

SD 0.813 0.835    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.00, 0.26)     

Ls Meanb -0.27 -0.38 0.11 (0.00, 0.22) 0.044  

SEb 0.042 0.039    

95% CIb -0.35, -0.19 -0.46, -0.30    

Ls Meanc -0.25 -0.38 0.12 (-0.01, 0.26) 0.072  

SEc 0.064 0.061    

95% CIc -0.38, -0.12 -0.50, -0.26    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.26 0.25    

SD 0.550 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 134 146    

Mean -0.41 -0.47    

SD 0.758 0.977    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.14)     

Ls Meanb -0.47 -0.48 0.01 (-0.10, 0.12) 0.904  

SEb 0.043 0.041    

95% CIb -0.55, -0.39 -0.56, -0.40    

Ls Meanc -0.46 -0.49 0.03 (-0.10, 0.15) 0.689  

SEc 0.058 0.057    

95% CIc -0.57, -0.35 -0.60, -0.38    

 

  Day 15 Actual n 118 140    

Mean 0.11 0.12    

SD 0.341 0.369    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.50 -0.62    

SD 0.744 0.890    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.15)     

Ls Meanb -0.59 -0.59 0.00 (-0.12, 0.12) 0.970  

SEb 0.046 0.043    

95% CIb -0.68, -0.50 -0.68, -0.51    

Ls Meanc -0.57 -0.58 0.01 (-0.08, 0.10) 0.804  

SEc 0.044 0.042    

95% CIc -0.66, -0.49 -0.67, -0.50    

 

  Day 29 Actual n 108 118    

Mean 0.09 0.14    

SD 0.399 0.368    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 100 116    

Mean -0.53 -0.49    

SD 0.870 0.775    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.07)     

Ls Meanb -0.62 -0.57 -0.06 (-0.18, 0.06) 0.334  

SEb 0.046 0.043    

95% CIb -0.72, -0.53 -0.65, -0.48    

Ls Meanc -0.58 -0.54 -0.05 (-0.15, 0.06) 0.379  

SEc 0.048 0.046    

95% CIc -0.68, -0.49 -0.63, -0.45    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.02)     

Ls Meanb -0.11 -0.10 0.00 (-0.01, 0.01) 0.656  

 

  Baseline Actual n 160 188    

Mean 0.16 0.09    

SD 0.508 0.377    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 156 188    

Mean 0.06 0.03    

SD 0.326 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 141 174    

Mean -0.09 -0.04    

SD 0.446 0.378    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.14)     

Ls Meanb -0.06 -0.08 0.02 (-0.02, 0.06) 0.336  

SEb 0.016 0.015    

95% CIb -0.09, -0.03 -0.11, -0.05    

Ls Meanc -0.07 -0.08 0.01 (-0.05, 0.07) 0.812  

SEc 0.028 0.027    

95% CIc -0.12, -0.01 -0.13, -0.02    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 145 158    

Mean 0.02 0.06    

SD 0.143 0.324    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 134 146    

Mean -0.10 -0.03    

SD 0.479 0.531    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.09 -0.06 -0.03 (-0.07, 0.02) 0.255  

SEb 0.016 0.016    

95% CIb -0.12, -0.05 -0.09, -0.03    

Ls Meanc -0.11 -0.07 -0.04 (-0.10, 0.02) 0.234  

SEc 0.028 0.028    

95% CIc -0.16, -0.05 -0.12, -0.01    

 

  Day 15 Actual n 118 140    

Mean 0.01 0.00    

SD 0.092 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 107 131    

Mean -0.14 -0.07    

SD 0.522 0.333    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.11)     

Ls Meanb -0.12 -0.12 0.00 (-0.05, 0.05) 0.929  

SEb 0.018 0.017    

95% CIb -0.15, -0.08 -0.15, -0.09    

Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.02) 0.343  

SEc 0.008 0.008    

95% CIc -0.11, -0.08 -0.12, -0.09    

 

  Day 29 Actual n 108 118    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 100 116    

Mean -0.15 -0.08    

SD 0.539 0.353    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.13 -0.12 -0.01 (-0.06, 0.04) 0.679  

SEb 0.019 0.017    

95% CIb -0.17, -0.10 -0.15, -0.09    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

US Body Aches Overall  Effect Size (95% 

CI)a 

0.07 (-0.11, 0.24)     

Ls Meanb -0.98 -1.05 0.07 (-0.12, 0.25) 0.454  

 

  Baseline Actual n 44 23    

Mean 1.30 1.52    

SD 1.047 0.994    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.84 0.90    

SD 1.005 0.978    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.50 -0.40    

SD 1.038 0.995    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.53, 0.27)     

Ls Meanb -0.65 -0.52 -0.13 (-0.54, 0.28) 0.531  

SEb 0.138 0.189    

95% CIb -0.92, -0.38 -0.89, -0.15    

Ls Meanc -0.52 -0.37 -0.15 (-0.66, 0.35) 0.545  

SEc 0.237 0.305    

95% CIc -0.99, -0.05 -0.98, 0.24    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.57 0.77    

SD 0.958 1.040    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 34 18    

Mean -0.59 -0.67    

SD 1.184 1.328    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.54, 0.27)     

Ls Meanb -0.82 -0.68 -0.14 (-0.56, 0.28) 0.515  

SEb 0.142 0.192    

95% CIb -1.10, -0.54 -1.06, -0.30    

Ls Meanc -0.72 -0.65 -0.07 (-0.68, 0.53) 0.811  

SEc 0.285 0.377    

95% CIc -1.30, -0.15 -1.41, 0.11    

 

  Day 15 Actual n 43 23    

Mean 0.35 0.35    

SD 0.813 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 99 of 1392 

Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.90 -1.36    

SD 1.274 0.929    

Min -3.00 -3.00    

Median -1.00 -1.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.08, 0.78)     

Ls Meanb -0.97 -1.33 0.36 (-0.08, 0.81) 0.110  

SEb 0.145 0.203    

95% CIb -1.25, -0.68 -1.73, -0.93    

Ls Meanc -1.13 -1.36 0.23 (-0.35, 0.80) 0.432  

SEc 0.233 0.333    

95% CIc -1.60, -0.66 -2.03, -0.69    

 

  Day 29 Actual n 39 19    

Mean 0.10 0.16    

SD 0.384 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 28 15    

Mean -1.14 -1.73    

SD 1.177 0.884    

Min -3.00 -3.00    

Median -1.50 -2.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.45 (0.02, 0.88)     

Ls Meanb -1.15 -1.62 0.47 (0.02, 0.91) 0.038  

SEb 0.147 0.201    

95% CIb -1.44, -0.87 -2.02, -1.23    

Ls Meanc -1.41 -1.60 0.19 (-0.06, 0.44) 0.127  

SEc 0.098 0.137    

95% CIc -1.61, -1.21 -1.88, -1.33    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.96 -0.95 -0.01 (-0.11, 0.10) 0.888  

 

  Baseline Actual n 44 23    

Mean 1.00 1.39    

SD 0.940 1.118    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.36 0.71    

SD 0.699 0.938    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.60 -0.60    

SD 1.172 1.046    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.32 (-0.61, -0.03)     

Ls Meanb -0.68 -0.36 -0.32 (-0.61, -0.03) 0.030  

SEb 0.093 0.128    

95% CIb -0.86, -0.50 -0.62, -0.11    

Ls Meanc -0.50 -0.09 -0.41 (-0.89, 0.06) 0.089  

SEc 0.218 0.280    

95% CIc -0.94, -0.06 -0.65, 0.47    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.07 0.27    

SD 0.442 0.583    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 34 18    

Mean -0.82 -1.11    

SD 0.936 1.231    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.47, 0.13)     

Ls Meanb -1.02 -0.85 -0.17 (-0.47, 0.13) 0.269  

SEb 0.097 0.132    

95% CIb -1.21, -0.83 -1.11, -0.60    

Ls Meanc -0.94 -0.79 -0.15 (-0.47, 0.18) 0.368  

SEc 0.150 0.201    

95% CIc -1.24, -0.64 -1.20, -0.39    

 

  Day 15 Actual n 43 23    

Mean 0.07 0.22    

SD 0.338 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.81 -1.21    

SD 1.014 1.188    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.43, 0.21)     

Ls Meanb -0.95 -0.84 -0.11 (-0.43, 0.21) 0.495  

SEb 0.100 0.143    

95% CIb -1.15, -0.75 -1.12, -0.56    

Ls Meanc -0.95 -0.72 -0.22 (-0.66, 0.21) 0.306  

SEc 0.171 0.246    

95% CIc -1.29, -0.60 -1.22, -0.23    

 

  Day 29 Actual n 39 19    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 28 15    

Mean -1.11 -1.73    

SD 0.994 0.961    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.12, 0.53)     

Ls Meanb -1.11 -1.32 0.21 (-0.12, 0.53) 0.211  

SEb 0.102 0.140    

95% CIb -1.31, -0.91 -1.59, -1.04    

Ls Meanc -1.33 -1.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.33, -1.33 -1.33, -1.33    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.08 (-0.10, 0.25)     

Ls Meanb -0.84 -0.91 0.07 (-0.10, 0.24) 0.407  

 

  Baseline Actual n 44 23    

Mean 1.16 1.61    

SD 0.939 0.941    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.91 1.10    

SD 0.880 0.978    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.30 -0.40    

SD 1.018 0.883    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.47, 0.36)     

Ls Meanb -0.40 -0.34 -0.05 (-0.44, 0.34) 0.795  

SEb 0.130 0.179    

95% CIb -0.65, -0.14 -0.70, 0.01    

Ls Meanc -0.34 -0.27 -0.07 (-0.54, 0.40) 0.775  

SEc 0.217 0.283    

95% CIc -0.77, 0.10 -0.83, 0.30    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.78 0.97    

SD 0.814 0.890    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 34 18    

Mean -0.18 -0.44    

SD 1.141 0.984    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.52, 0.34)     

Ls Meanb -0.44 -0.36 -0.09 (-0.49, 0.32) 0.675  

SEb 0.134 0.182    

95% CIb -0.70, -0.18 -0.71, 0.00    

Ls Meanc -0.19 -0.21 0.02 (-0.50, 0.53) 0.946  

SEc 0.242 0.320    

95% CIc -0.68, 0.29 -0.85, 0.44    

 

  Day 15 Actual n 43 23    

Mean 0.33 0.30    

SD 0.606 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.61 -1.43    

SD 0.882 0.938    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.38 (-0.08, 0.83)     

Ls Meanb -0.89 -1.25 0.35 (-0.08, 0.78) 0.106  

SEb 0.137 0.194    

95% CIb -1.16, -0.62 -1.63, -0.87    

Ls Meanc -0.83 -1.26 0.43 (0.08, 0.79) 0.019  

SEc 0.139 0.206    

95% CIc -1.11, -0.55 -1.67, -0.84    

 

  Day 29 Actual n 39 19    

Mean 0.05 0.32    

SD 0.320 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 28 15    

Mean -1.14 -1.27    

SD 1.008 1.163    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.31, 0.60)     

Ls Meanb -1.16 -1.29 0.14 (-0.29, 0.56) 0.530  

SEb 0.140 0.191    

95% CIb -1.43, -0.88 -1.67, -0.92    

Ls Meanc -1.25 -1.15 -0.11 (-0.42, 0.21) 0.496  

SEc 0.123 0.177    

95% CIc -1.50, -1.01 -1.51, -0.79    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.00 (-0.18, 0.19)     

Ls Meanb -0.91 -0.92 0.00 (-0.16, 0.16) 0.972  

 

  Baseline Actual n 44 23    

Mean 1.45 1.52    

SD 0.848 0.846    

Min 0.00 0.00    

Median 1.50 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 1.05 1.42    

SD 0.903 1.025    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 40 20    

Mean -0.38 -0.15    

SD 0.740 1.089    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.40 (-0.88, 0.07)     

Ls Meanb -0.47 -0.13 -0.34 (-0.74, 0.06) 0.094  

SEb 0.131 0.182    

95% CIb -0.73, -0.21 -0.48, 0.23    

Ls Meanc -0.25 0.12 -0.37 (-0.84, 0.10) 0.118  

SEc 0.216 0.280    

95% CIc -0.69, 0.18 -0.44, 0.68    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.98 1.03    

SD 0.906 0.809    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 34 18    

Mean -0.50 -0.50    

SD 1.080 0.786    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.58, 0.39)     

Ls Meanb -0.54 -0.46 -0.08 (-0.49, 0.33) 0.692  

SEb 0.136 0.185    

95% CIb -0.81, -0.27 -0.82, -0.09    

Ls Meanc -0.24 -0.14 -0.10 (-0.60, 0.40) 0.693  

SEc 0.236 0.314    

95% CIc -0.71, 0.24 -0.77, 0.49    

 

  Day 15 Actual n 43 23    

Mean 0.58 0.48    

SD 0.823 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.81 -1.07    

SD 1.195 0.997    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.27 (-0.25, 0.78)     

Ls Meanb -0.89 -1.12 0.23 (-0.21, 0.67) 0.313  

SEb 0.140 0.198    

95% CIb -1.17, -0.62 -1.51, -0.73    

Ls Meanc -0.68 -0.78 0.10 (-0.46, 0.66) 0.715  

SEc 0.226 0.326    

95% CIc -1.14, -0.22 -1.44, -0.12    

 

  Day 29 Actual n 39 19    

Mean 0.23 0.26    

SD 0.583 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 28 15    

Mean -1.14 -1.47    

SD 0.891 0.990    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.38 (-0.13, 0.90)     

Ls Meanb -1.14 -1.47 0.33 (-0.11, 0.76) 0.145  

SEb 0.142 0.195    

95% CIb -1.42, -0.86 -1.85, -1.09    

Ls Meanc -1.32 -1.54 0.22 (-0.20, 0.65) 0.298  

SEc 0.166 0.238    

95% CIc -1.65, -0.98 -2.02, -1.06    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.08 (-0.03, 0.18)     

Ls Meanb -0.48 -0.57 0.08 (-0.03, 0.19) 0.145  

 

  Baseline Actual n 44 23    

Mean 0.73 0.96    

SD 0.997 1.065    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.64 0.71    

SD 0.903 0.938    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean 0.03 -0.20    

SD 0.862 1.361    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.26, 0.33)     

Ls Meanb -0.03 -0.06 0.04 (-0.27, 0.34) 0.819  

SEb 0.098 0.136    

95% CIb -0.22, 0.16 -0.33, 0.20    

Ls Meanc 0.03 0.00 0.02 (-0.46, 0.50) 0.930  

SEc 0.222 0.288    

95% CIc -0.42, 0.47 -0.57, 0.58    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.41 0.43    

SD 0.832 0.817    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 34 18    

Mean -0.24 -0.44    

SD 1.046 1.149    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.23 (-0.08, 0.54)     

Ls Meanb -0.22 -0.46 0.23 (-0.08, 0.55) 0.151  

SEb 0.102 0.139    

95% CIb -0.42, -0.02 -0.73, -0.18    

Ls Meanc -0.25 -0.48 0.23 (-0.26, 0.72) 0.348  

SEc 0.229 0.304    

95% CIc -0.71, 0.21 -1.09, 0.13    

 

  Day 15 Actual n 43 23    

Mean 0.16 0.30    

SD 0.574 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.61 -0.43    

SD 0.955 1.399    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.48, 0.19)     

Ls Meanb -0.56 -0.41 -0.15 (-0.49, 0.19) 0.389  

SEb 0.106 0.151    

95% CIb -0.77, -0.35 -0.71, -0.12    

Ls Meanc -0.54 -0.44 -0.10 (-0.56, 0.35) 0.642  

SEc 0.184 0.267    

95% CIc -0.91, -0.17 -0.98, 0.10    

 

  Day 29 Actual n 39 19    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 28 15    

Mean -0.50 -0.93    

SD 0.882 1.033    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.16, 0.51)     

Ls Meanb -0.63 -0.81 0.18 (-0.16, 0.52) 0.302  

SEb 0.108 0.148    

95% CIb -0.84, -0.42 -1.10, -0.52    

Ls Meanc -0.65 -0.65 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.65, -0.65 -0.65, -0.65    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.09 (-0.04, 0.23)     

Ls Meanb -0.34 -0.44 0.10 (-0.05, 0.25) 0.189  

 

  Baseline Actual n 44 23    

Mean 0.55 1.04    

SD 0.975 1.261    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.45 0.84    

SD 0.851 1.098    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 40 20    

Mean -0.03 -0.15    

SD 0.660 0.875    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.27 (-0.59, 0.05)     

Ls Meanb -0.18 0.12 -0.29 (-0.64, 0.06) 0.102  

SEb 0.115 0.159    

95% CIb -0.40, 0.05 -0.20, 0.43    

Ls Meanc 0.09 0.22 -0.13 (-0.52, 0.26) 0.512  

SEc 0.175 0.233    

95% CIc -0.26, 0.44 -0.25, 0.69    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.28 0.53    

SD 0.688 0.860    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 34 18    

Mean -0.29 -0.44    

SD 0.938 1.338    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.47, 0.20)     

Ls Meanb -0.36 -0.22 -0.14 (-0.50, 0.22) 0.432  

SEb 0.119 0.162    

95% CIb -0.60, -0.13 -0.54, 0.10    

Ls Meanc 0.10 0.36 -0.26 (-0.67, 0.14) 0.194  

SEc 0.187 0.252    

95% CIc -0.28, 0.47 -0.15, 0.87    

 

  Day 15 Actual n 43 23    

Mean 0.30 0.48    

SD 0.741 0.898    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.19 -0.93    

SD 0.946 1.328    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.29 (-0.07, 0.64)     

Ls Meanb -0.22 -0.53 0.31 (-0.07, 0.69) 0.111  

SEb 0.122 0.173    

95% CIb -0.46, 0.02 -0.87, -0.19    

Ls Meanc -0.37 -0.57 0.20 (-0.33, 0.73) 0.441  

SEc 0.203 0.305    

95% CIc -0.78, 0.05 -1.19, 0.05    

 

  Day 29 Actual n 39 19    

Mean 0.13 0.11    

SD 0.469 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 28 15    

Mean -0.39 -1.27    

SD 0.994 1.280    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.43 (0.08, 0.78)     

Ls Meanb -0.46 -0.92 0.47 (0.09, 0.85) 0.017  

SEb 0.124 0.171    

95% CIb -0.70, -0.21 -1.26, -0.59    

Ls Meanc -0.72 -0.92 0.21 (-0.12, 0.53) 0.204  

SEc 0.118 0.176    

95% CIc -0.96, -0.48 -1.28, -0.56    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.04 (-0.12, 0.19)     

Ls Meanb -1.05 -1.09 0.04 (-0.12, 0.20) 0.627  

 

  Baseline Actual n 44 23    

Mean 1.41 1.78    

SD 1.019 1.085    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 56 31    

Mean 1.00 1.39    

SD 1.027 1.022    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.38 -0.25    

SD 0.774 1.070    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.56, 0.21)     

Ls Meanb -0.57 -0.38 -0.18 (-0.58, 0.21) 0.366  

SEb 0.130 0.181    

95% CIb -0.82, -0.31 -0.74, -0.03    

Ls Meanc -0.58 -0.36 -0.22 (-0.67, 0.23) 0.337  

SEc 0.207 0.271    

95% CIc -1.00, -0.17 -0.91, 0.18    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.87 1.27    

SD 1.046 1.015    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

   Change n 34 18    

Mean -0.32 -0.56    

SD 0.912 1.042    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.46, 0.33)     

Ls Meanb -0.62 -0.56 -0.07 (-0.48, 0.34) 0.744  

SEb 0.135 0.184    

95% CIb -0.89, -0.36 -0.92, -0.20    

Ls Meanc -0.55 -0.70 0.15 (-0.41, 0.72) 0.583  

SEc 0.258 0.348    

95% CIc -1.07, -0.03 -1.41, 0.00    

 

  Day 15 Actual n 43 23    

Mean 0.42 0.74    

SD 0.879 1.054    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -1.03 -1.29    

SD 1.080 0.825    

Min -3.00 -2.00    

Median -1.00 -1.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.32, 0.52)     

Ls Meanb -1.18 -1.29 0.10 (-0.33, 0.54) 0.641  

SEb 0.139 0.196    

95% CIb -1.46, -0.91 -1.67, -0.90    

Ls Meanc -1.15 -1.22 0.06 (-0.53, 0.66) 0.832  

SEc 0.238 0.346    

95% CIc -1.63, -0.67 -1.92, -0.52    

 

  Day 29 Actual n 39 19    

Mean 0.13 0.47    

SD 0.409 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 28 15    

Mean -1.25 -1.80    

SD 1.041 0.775    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.29 (-0.13, 0.70)     

Ls Meanb -1.33 -1.63 0.30 (-0.14, 0.73) 0.177  

SEb 0.141 0.194    

95% CIb -1.61, -1.05 -2.01, -1.25    

Ls Meanc -1.54 -1.57 0.02 (-0.35, 0.40) 0.894  

SEc 0.138 0.204    

95% CIc -1.82, -1.26 -1.98, -1.15    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.08 (-0.09, 0.25)     

Ls Meanb -0.94 -1.02 0.09 (-0.09, 0.27) 0.346  

 

  Baseline Actual n 44 23    

Mean 1.25 1.39    

SD 0.991 1.158    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.68 0.90    

SD 0.897 1.012    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.63 -0.50    

SD 0.952 1.051    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.52, 0.27)     

Ls Meanb -0.72 -0.59 -0.13 (-0.54, 0.28) 0.530  

SEb 0.138 0.190    

95% CIb -0.99, -0.45 -0.96, -0.22    

Ls Meanc -0.80 -0.65 -0.15 (-0.61, 0.31) 0.510  

SEc 0.215 0.280    

95% CIc -1.23, -0.37 -1.21, -0.09    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.54 0.70    

SD 0.862 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 34 18    

Mean -0.59 -0.67    

SD 1.131 0.970    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.37, 0.43)     

Ls Meanb -0.76 -0.79 0.03 (-0.39, 0.45) 0.890  

SEb 0.142 0.193    

95% CIb -1.04, -0.48 -1.17, -0.41    

Ls Meanc -0.69 -0.86 0.17 (-0.31, 0.64) 0.489  

SEc 0.226 0.300    

95% CIc -1.14, -0.23 -1.46, -0.25    

 

  Day 15 Actual n 43 23    

Mean 0.16 0.48    

SD 0.531 0.994    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -1.06 -1.00    

SD 1.153 1.109    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.31, 0.54)     

Ls Meanb -1.08 -1.19 0.12 (-0.33, 0.56) 0.608  

SEb 0.146 0.204    

95% CIb -1.36, -0.79 -1.59, -0.79    

Ls Meanc -1.07 -1.04 -0.03 (-0.49, 0.42) 0.881  

SEc 0.187 0.269    

95% CIc -1.45, -0.69 -1.58, -0.49    

 

  Day 29 Actual n 39 19    

Mean 0.03 0.37    

SD 0.160 0.895    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 28 15    

Mean -1.29 -1.20    

SD 1.049 1.082    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.41, 0.43)     

Ls Meanb -1.36 -1.37 0.01 (-0.43, 0.46) 0.961  

SEb 0.148 0.202    

95% CIb -1.65, -1.07 -1.76, -0.97    

Ls Meanc -1.38 -1.25 -0.12 (-0.44, 0.20) 0.446  

SEc 0.125 0.181    

95% CIc -1.63, -1.12 -1.62, -0.89    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.03 (-0.13, 0.20)     

Ls Meanb -0.92 -0.96 0.03 (-0.14, 0.21) 0.700  

 

  Baseline Actual n 44 23    

Mean 1.27 1.52    

SD 1.020 1.082    

Min 0.00 0.00    

Median 1.50 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.82 0.94    

SD 1.011 0.964    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.53 -0.55    

SD 1.132 0.945    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.48, 0.29)     

Ls Meanb -0.58 -0.47 -0.10 (-0.50, 0.30) 0.618  

SEb 0.134 0.183    

95% CIb -0.84, -0.31 -0.83, -0.12    

Ls Meanc -0.56 -0.42 -0.14 (-0.66, 0.39) 0.604  

SEc 0.244 0.311    

95% CIc -1.04, -0.07 -1.04, 0.20    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.57 0.83    

SD 0.958 1.020    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 34 18    

Mean -0.56 -0.56    

SD 0.927 1.149    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.62, 0.16)     

Ls Meanb -0.75 -0.51 -0.24 (-0.65, 0.17) 0.256  

SEb 0.137 0.186    

95% CIb -1.02, -0.48 -0.88, -0.15    

Ls Meanc -0.39 -0.16 -0.23 (-0.75, 0.30) 0.386  

SEc 0.249 0.326    

95% CIc -0.89, 0.11 -0.82, 0.49    

 

  Day 15 Actual n 43 23    

Mean 0.26 0.35    

SD 0.727 0.775    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -1.03 -1.57    

SD 0.983 0.938    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.23 (-0.19, 0.64)     

Ls Meanb -1.04 -1.28 0.24 (-0.19, 0.67) 0.280  

SEb 0.141 0.197    

95% CIb -1.32, -0.77 -1.67, -0.89    

Ls Meanc -1.13 -1.31 0.18 (-0.29, 0.65) 0.444  

SEc 0.192 0.269    

95% CIc -1.52, -0.74 -1.85, -0.76    

 

  Day 29 Actual n 39 19    

Mean 0.08 0.16    

SD 0.354 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 28 15    

Mean -1.11 -1.73    

SD 1.100 0.961    

Min -3.00 -3.00    

Median -1.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-0.20, 0.63)     

Ls Meanb -1.11 -1.34 0.23 (-0.21, 0.66) 0.304  

SEb 0.143 0.195    

95% CIb -1.40, -0.83 -1.72, -0.96    

Ls Meanc -1.40 -1.46 0.06 (-0.25, 0.37) 0.700  

SEc 0.124 0.170    

95% CIc -1.65, -1.15 -1.81, -1.12    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.05)     

Ls Meanb -0.69 -0.59 -0.10 (-0.25, 0.05) 0.186  

 

  Baseline Actual n 44 23    

Mean 0.77 0.96    

SD 1.008 1.022    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.55 0.71    

SD 0.913 0.938    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.18 -0.10    

SD 1.217 0.912    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.51, 0.15)     

Ls Meanb -0.29 -0.10 -0.19 (-0.52, 0.15) 0.276  

SEb 0.112 0.154    

95% CIb -0.51, -0.07 -0.40, 0.20    

Ls Meanc -0.13 0.06 -0.19 (-0.69, 0.32) 0.464  

SEc 0.231 0.302    

95% CIc -0.59, 0.34 -0.55, 0.66    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.35 0.57    

SD 0.795 1.006    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 34 18    

Mean -0.26 -0.39    

SD 1.286 1.145    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.52, 0.16)     

Ls Meanb -0.51 -0.33 -0.18 (-0.52, 0.16) 0.293  

SEb 0.115 0.156    

95% CIb -0.73, -0.28 -0.63, -0.02    

Ls Meanc -0.40 -0.37 -0.03 (-0.59, 0.54) 0.925  

SEc 0.263 0.350    

95% CIc -0.93, 0.13 -1.08, 0.33    

 

  Day 15 Actual n 43 23    

Mean 0.07 0.39    

SD 0.457 0.891    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.71 -0.71    

SD 1.189 0.825    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.38, 0.33)     

Ls Meanb -0.78 -0.76 -0.03 (-0.39, 0.33) 0.879  

SEb 0.118 0.165    

95% CIb -1.02, -0.55 -1.08, -0.43    

Ls Meanc -0.73 -0.63 -0.10 (-0.54, 0.33) 0.632  

SEc 0.176 0.254    

95% CIc -1.09, -0.38 -1.14, -0.11    

 

  Day 29 Actual n 39 19    

Mean 0.00 0.16    

SD 0.000 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 28 15    

Mean -1.00 -0.87    

SD 1.089 0.834    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.41, 0.30)     

Ls Meanb -0.87 -0.81 -0.06 (-0.42, 0.30) 0.750  

SEb 0.120 0.163    

95% CIb -1.10, -0.64 -1.13, -0.49    

Ls Meanc -1.05 -0.87 -0.18 (-0.48, 0.12) 0.229  

SEc 0.117 0.168    

95% CIc -1.29, -0.82 -1.21, -0.54    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.73 -0.71 -0.02 (-0.16, 0.12) 0.794  

 

  Baseline Actual n 44 23    

Mean 0.80 1.00    

SD 1.091 1.044    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.59 0.90    

SD 0.848 1.165    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.25 -0.15    

SD 1.235 1.387    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.25 (-0.57, 0.07)     

Ls Meanb -0.44 -0.17 -0.27 (-0.61, 0.07) 0.122  

SEb 0.113 0.156    

95% CIb -0.66, -0.22 -0.47, 0.14    

Ls Meanc -0.58 -0.26 -0.32 (-0.84, 0.20) 0.222  

SEc 0.242 0.312    

95% CIc -1.07, -0.10 -0.89, 0.36    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.35 0.63    

SD 0.640 1.066    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 34 18    

Mean -0.32 -0.44    

SD 1.093 1.338    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.30, 0.35)     

Ls Meanb -0.54 -0.57 0.03 (-0.33, 0.38) 0.885  

SEb 0.117 0.159    

95% CIb -0.77, -0.31 -0.88, -0.26    

Ls Meanc -0.51 -0.43 -0.09 (-0.56, 0.39) 0.710  

SEc 0.222 0.294    

95% CIc -0.96, -0.07 -1.02, 0.17    

 

  Day 15 Actual n 43 23    

Mean 0.14 0.26    

SD 0.467 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.68 -0.93    

SD 1.045 1.328    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.37, 0.33)     

Ls Meanb -0.86 -0.84 -0.02 (-0.40, 0.35) 0.905  

SEb 0.120 0.169    

95% CIb -1.09, -0.62 -1.17, -0.50    

Ls Meanc -0.88 -0.85 -0.03 (-0.41, 0.36) 0.897  

SEc 0.157 0.226    

95% CIc -1.20, -0.56 -1.31, -0.40    

 

  Day 29 Actual n 39 19    

Mean 0.05 0.05    

SD 0.320 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 28 15    

Mean -0.57 -0.87    

SD 0.997 1.125    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.18, 0.52)     

Ls Meanb -0.93 -1.11 0.18 (-0.19, 0.56) 0.344  

SEb 0.122 0.167    

95% CIb -1.17, -0.69 -1.44, -0.79    

Ls Meanc -0.73 -0.77 0.04 (-0.19, 0.28) 0.717  

SEc 0.092 0.131    

95% CIc -0.92, -0.54 -1.04, -0.51    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.63 -0.63 0.00 (-0.15, 0.15) 0.990  

 

  Baseline Actual n 44 23    

Mean 0.70 0.96    

SD 1.025 1.065    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.59 0.97    

SD 0.826 1.197    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.15 -0.05    

SD 0.893 1.276    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.34 (-0.66, -0.02)     

Ls Meanb -0.33 0.02 -0.36 (-0.69, -0.03) 0.035  

SEb 0.112 0.153    

95% CIb -0.55, -0.11 -0.28, 0.32    

Ls Meanc -0.50 -0.15 -0.35 (-0.83, 0.13) 0.150  

SEc 0.222 0.285    

95% CIc -0.94, -0.05 -0.72, 0.42    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.39 0.73    

SD 0.745 1.015    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 34 18    

Mean -0.29 -0.39    

SD 0.970 1.195    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.46, 0.20)     

Ls Meanb -0.45 -0.31 -0.13 (-0.47, 0.21) 0.439  

SEb 0.115 0.155    

95% CIb -0.67, -0.22 -0.62, -0.01    

Ls Meanc -0.36 -0.18 -0.19 (-0.66, 0.28) 0.425  

SEc 0.218 0.290    

95% CIc -0.80, 0.08 -0.76, 0.41    

 

  Day 15 Actual n 43 23    

Mean 0.16 0.26    

SD 0.485 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.58 -0.86    

SD 0.992 1.351    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.29, 0.40)     

Ls Meanb -0.71 -0.77 0.06 (-0.30, 0.42) 0.750  

SEb 0.118 0.164    

95% CIb -0.94, -0.48 -1.09, -0.45    

Ls Meanc -0.81 -0.82 0.02 (-0.38, 0.41) 0.934  

SEc 0.160 0.230    

95% CIc -1.13, -0.48 -1.29, -0.36    

 

  Day 29 Actual n 39 19    

Mean 0.05 0.05    

SD 0.320 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 28 15    

Mean -0.50 -0.87    

SD 0.962 1.125    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.21 (-0.14, 0.55)     

Ls Meanb -0.79 -1.01 0.21 (-0.14, 0.57) 0.238  

SEb 0.119 0.162    

95% CIb -1.02, -0.56 -1.32, -0.69    

Ls Meanc -0.68 -0.73 0.05 (-0.19, 0.28) 0.687  

SEc 0.092 0.131    

95% CIc -0.87, -0.50 -1.00, -0.46    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.10 (-0.02, 0.23)     

Ls Meanb -0.56 -0.65 0.09 (-0.02, 0.20) 0.116  

 

  Baseline Actual n 44 23    

Mean 0.73 0.91    

SD 0.872 0.848    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 56 31    

Mean 0.79 0.52    

SD 0.825 0.677    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

   Change n 40 20    

Mean 0.05 -0.60    

SD 0.932 0.754    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.51 (0.19, 0.84)     

Ls Meanb -0.07 -0.52 0.44 (0.16, 0.72) 0.002  

SEb 0.092 0.127    

95% CIb -0.25, 0.11 -0.76, -0.27    

Ls Meanc 0.06 -0.43 0.49 (0.09, 0.89) 0.017  

SEc 0.183 0.239    

95% CIc -0.31, 0.43 -0.91, 0.05    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.33 0.60    

SD 0.598 0.770    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 34 18    

Mean -0.38 -0.44    

SD 0.922 0.922    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.45, 0.21)     

Ls Meanb -0.53 -0.42 -0.11 (-0.39, 0.18) 0.471  

SEb 0.095 0.129    

95% CIb -0.71, -0.34 -0.67, -0.17    

Ls Meanc -0.32 -0.28 -0.04 (-0.42, 0.35) 0.844  

SEc 0.182 0.241    

95% CIc -0.69, 0.05 -0.77, 0.20    

 

  Day 15 Actual n 43 23    

Mean 0.23 0.26    

SD 0.571 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.52 -0.57    

SD 0.811 0.852    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.24, 0.47)     

Ls Meanb -0.56 -0.66 0.10 (-0.21, 0.41) 0.518  

SEb 0.098 0.138    

95% CIb -0.75, -0.37 -0.93, -0.39    

Ls Meanc -0.57 -0.68 0.10 (-0.27, 0.48) 0.574  

SEc 0.152 0.219    

95% CIc -0.88, -0.27 -1.12, -0.24    

 

  Day 29 Actual n 39 19    

Mean 0.03 0.26    

SD 0.160 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 28 15    

Mean -0.54 -0.73    

SD 0.693 0.799    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.21, 0.49)     

Ls Meanb -0.69 -0.81 0.12 (-0.18, 0.43) 0.437  

SEb 0.099 0.136    

95% CIb -0.89, -0.50 -1.08, -0.55    

Ls Meanc -0.65 -0.59 -0.06 (-0.24, 0.11) 0.467  

SEc 0.069 0.099    

95% CIc -0.79, -0.51 -0.79, -0.39    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.16 (0.02, 0.30)     

Ls Meanb -0.52 -0.68 0.16 (0.02, 0.31) 0.031  

 

  Baseline Actual n 44 23    

Mean 0.77 1.26    

SD 0.961 1.137    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 56 31    

Mean 0.61 0.81    

SD 0.908 1.108    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 40 20    

Mean -0.15 -0.35    

SD 0.770 0.745    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.52, 0.21)     

Ls Meanb -0.30 -0.14 -0.16 (-0.53, 0.22) 0.409  

SEb 0.121 0.169    

95% CIb -0.54, -0.06 -0.47, 0.19    

Ls Meanc -0.16 -0.17 0.00 (-0.42, 0.42) 0.991  

SEc 0.188 0.251    

95% CIc -0.54, 0.21 -0.67, 0.34    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.57 0.53    

SD 0.981 0.819    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 34 18    

Mean -0.24 -0.78    

SD 1.075 1.060    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 4.00 2.00    

Effect Size (95% 

CI)a 

0.26 (-0.12, 0.64)     

Ls Meanb -0.33 -0.60 0.27 (-0.12, 0.65) 0.176  

SEb 0.126 0.172    

95% CIb -0.58, -0.09 -0.94, -0.26    

Ls Meanc -0.08 -0.32 0.25 (-0.28, 0.78) 0.353  

SEc 0.246 0.332    

95% CIc -0.57, 0.42 -0.99, 0.34    

 

  Day 15 Actual n 43 23    

Mean 0.33 0.30    

SD 0.808 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.42 -1.14    

SD 1.148 1.099    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.43 (0.03, 0.83)     

Ls Meanb -0.46 -0.90 0.44 (0.03, 0.85) 0.037  

SEb 0.130 0.185    

95% CIb -0.72, -0.21 -1.26, -0.54    

Ls Meanc -0.48 -0.64 0.17 (-0.39, 0.72) 0.548  

SEc 0.214 0.319    

95% CIc -0.91, -0.05 -1.29, 0.00    

 

  Day 29 Actual n 39 19    

Mean 0.15 0.16    

SD 0.489 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 28 15    

Mean -0.61 -1.47    

SD 1.031 1.125    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.51 (0.11, 0.91)     

Ls Meanb -0.68 -1.20 0.52 (0.11, 0.93) 0.013  

SEb 0.132 0.182    

95% CIb -0.94, -0.42 -1.55, -0.84    

Ls Meanc -0.92 -1.16 0.24 (-0.09, 0.58) 0.150  

SEc 0.123 0.184    

95% CIc -1.16, -0.67 -1.53, -0.79    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.04 (-0.11, 0.19)     

Ls Meanb -0.60 -0.63 0.03 (-0.10, 0.16) 0.642  

 

  Baseline Actual n 44 23    

Mean 0.82 0.74    

SD 0.870 0.864    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 56 31    

Mean 0.46 0.55    

SD 0.785 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 40 20    

Mean -0.28 -0.15    

SD 0.847 0.875    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.54, 0.21)     

Ls Meanb -0.33 -0.19 -0.15 (-0.47, 0.18) 0.380  

SEb 0.107 0.148    

95% CIb -0.54, -0.12 -0.48, 0.10    

Ls Meanc -0.26 -0.09 -0.18 (-0.61, 0.25) 0.410  

SEc 0.199 0.258    

95% CIc -0.66, 0.14 -0.60, 0.43    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.39 0.30    

SD 0.829 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 34 18    

Mean -0.24 -0.44    

SD 0.923 0.922    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.18, 0.59)     

Ls Meanb -0.44 -0.61 0.18 (-0.16, 0.51) 0.303  

SEb 0.110 0.150    

95% CIb -0.65, -0.22 -0.91, -0.32    

Ls Meanc -0.26 -0.47 0.21 (-0.25, 0.67) 0.358  

SEc 0.215 0.285    

95% CIc -0.70, 0.17 -1.05, 0.10    

 

  Day 15 Actual n 43 23    

Mean 0.19 0.22    

SD 0.664 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.61 -0.64    

SD 1.256 0.929    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.34, 0.48)     

Ls Meanb -0.65 -0.71 0.06 (-0.30, 0.41) 0.748  

SEb 0.114 0.160    

95% CIb -0.88, -0.43 -1.03, -0.40    

Ls Meanc -0.63 -0.71 0.07 (-0.42, 0.56) 0.763  

SEc 0.199 0.288    

95% CIc -1.04, -0.23 -1.29, -0.13    

 

  Day 29 Actual n 39 19    

Mean 0.05 0.32    

SD 0.320 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 28 15    

Mean -0.82 -0.60    

SD 0.905 0.910    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.52, 0.30)     

Ls Meanb -0.80 -0.70 -0.10 (-0.45, 0.26) 0.594  

SEb 0.116 0.158    

95% CIb -1.02, -0.57 -1.01, -0.39    

Ls Meanc -0.81 -0.68 -0.13 (-0.43, 0.18) 0.404  

SEc 0.120 0.172    

95% CIc -1.05, -0.57 -1.03, -0.34    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.05 (-0.07, 0.17)     

Ls Meanb -0.22 -0.25 0.03 (-0.05, 0.12) 0.427  

 

  Baseline Actual n 44 23    

Mean 0.23 0.39    

SD 0.677 0.783    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 56 31    

Mean 0.09 0.16    

SD 0.345 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 40 20    

Mean -0.13 -0.20    

SD 0.723 0.696    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.31, 0.20)     

Ls Meanb -0.21 -0.17 -0.04 (-0.22, 0.15) 0.694  

SEb 0.062 0.086    

95% CIb -0.33, -0.09 -0.34, -0.01    

Ls Meanc -0.23 -0.20 -0.03 (-0.30, 0.24) 0.823  

SEc 0.123 0.161    

95% CIc -0.48, 0.02 -0.52, 0.12    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 46 30    

Mean 0.11 0.00    

SD 0.526 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 34 18    

Mean -0.06 -0.17    

SD 0.736 0.514    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.18, 0.34)     

Ls Meanb -0.15 -0.20 0.06 (-0.13, 0.24) 0.560  

SEb 0.064 0.087    

95% CIb -0.27, -0.02 -0.37, -0.03    

Ls Meanc -0.02 -0.15 0.13 (-0.15, 0.42) 0.352  

SEc 0.134 0.178    

95% CIc -0.29, 0.25 -0.51, 0.20    

 

  Day 15 Actual n 43 23    

Mean 0.07 0.09    

SD 0.338 0.417    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.7 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 14    

Mean -0.23 -0.21    

SD 0.762 0.579    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.13, 0.42)     

Ls Meanb -0.21 -0.31 0.10 (-0.09, 0.30) 0.299  

SEb 0.065 0.091    

95% CIb -0.34, -0.08 -0.49, -0.13    

Ls Meanc -0.20 -0.30 0.09 (-0.12, 0.31) 0.388  

SEc 0.089 0.127    

95% CIc -0.38, -0.02 -0.55, -0.04    

 

  Day 29 Actual n 39 19    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 28 15    

Mean -0.29 -0.20    

SD 0.763 0.561    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.13, 0.42)     

Ls Meanb -0.25 -0.36 0.11 (-0.09, 0.30) 0.287  

SEb 0.066 0.090    

95% CIb -0.38, -0.12 -0.53, -0.18    

Ls Meanc -0.26 -0.26 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.26, -0.26 -0.26, -0.26    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset ≤ 

5 days 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.10, 0.01)     

Ls Meanb -0.83 -0.79 -0.05 (-0.10, 0.01) 0.128  

 

  Baseline Actual n 180 185  0.001d  

Mean 1.17 1.06    

SD 1.082 0.957    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.63 0.72    

SD 0.876 0.892    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 164 172    

Mean -0.55 -0.31    

SD 1.120 0.957    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.29, -0.02)     

Ls Meanb -0.52 -0.36 -0.16 (-0.30, -0.02) 0.025  

SEb 0.052 0.052    

95% CIb -0.62, -0.42 -0.46, -0.26    

Ls Meanc -0.54 -0.36 -0.18 (-0.35, 0.00) 0.045  

SEc 0.077 0.078    

95% CIc -0.69, -0.39 -0.52, -0.21    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.41 0.50    

SD 0.714 0.854    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 148    

Mean -0.71 -0.54    

SD 1.149 1.052    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.31, -0.03)     

Ls Meanb -0.75 -0.57 -0.18 (-0.32, -0.04) 0.014  

SEb 0.053 0.053    

95% CIb -0.85, -0.64 -0.67, -0.46    

Ls Meanc -0.74 -0.60 -0.13 (-0.31, 0.04) 0.129  

SEc 0.075 0.076    

95% CIc -0.88, -0.59 -0.75, -0.45    

 

  Day 15 Actual n 199 185    

Mean 0.21 0.19    

SD 0.553 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.94 -0.88    

SD 1.155 0.890    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.17)     

Ls Meanb -0.92 -0.95 0.02 (-0.13, 0.17) 0.774  

SEb 0.055 0.056    

95% CIb -1.03, -0.82 -1.06, -0.84    

Ls Meanc -0.93 -0.95 0.02 (-0.11, 0.15) 0.739  

SEc 0.055 0.059    

95% CIc -1.04, -0.82 -1.07, -0.84    

 

  Day 29 Actual n 156 146    

Mean 0.14 0.14    

SD 0.488 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 118 117    

Mean -1.07 -0.90    

SD 1.123 1.003    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.10)     

Ls Meanb -0.99 -0.93 -0.05 (-0.20, 0.10) 0.490  

SEb 0.056 0.057    

95% CIb -1.10, -0.88 -1.04, -0.82    

Ls Meanc -1.03 -1.01 -0.02 (-0.14, 0.10) 0.744  

SEc 0.055 0.058    

95% CIc -1.14, -0.92 -1.12, -0.89    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.74 -0.72 -0.02 (-0.04, 0.01) 0.168  

 

  Baseline Actual n 180 185  0.101d  

Mean 0.88 0.77    

SD 0.993 0.910    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 229 227    

Mean 0.36 0.35    

SD 0.677 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 172    

Mean -0.50 -0.41    

SD 0.990 0.844    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.04, 0.14)     

Ls Meanb -0.44 -0.48 0.04 (-0.04, 0.13) 0.313  

SEb 0.032 0.032    

95% CIb -0.50, -0.38 -0.55, -0.42    

Ls Meanc -0.49 -0.49 0.00 (-0.13, 0.14) 0.978  

SEc 0.060 0.061    

95% CIc -0.61, -0.37 -0.61, -0.37    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.10 0.26    

SD 0.377 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 152 148    

Mean -0.71 -0.51    

SD 0.988 1.027    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.23, -0.04)     

Ls Meanb -0.73 -0.60 -0.13 (-0.22, -0.04) 0.005  

SEb 0.033 0.034    

95% CIb -0.79, -0.66 -0.66, -0.53    

Ls Meanc -0.71 -0.58 -0.13 (-0.24, -0.01) 0.028  

SEc 0.050 0.051    

95% CIc -0.81, -0.61 -0.68, -0.48    

 

  Day 15 Actual n 199 185    

Mean 0.04 0.04    

SD 0.243 0.283    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.81 -0.70    

SD 1.014 0.913    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.81 -0.80 -0.02 (-0.11, 0.08) 0.738  

SEb 0.034 0.035    

95% CIb -0.88, -0.75 -0.87, -0.73    

Ls Meanc -0.78 -0.77 -0.01 (-0.07, 0.05) 0.756  

SEc 0.028 0.030    

95% CIc -0.83, -0.72 -0.83, -0.71    

 

  Day 29 Actual n 156 146    

Mean 0.04 0.03    

SD 0.251 0.217    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 118 117    

Mean -0.92 -0.77    

SD 1.067 0.950    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.80 -0.83 0.02 (-0.08, 0.12) 0.645  

SEb 0.037 0.037    

95% CIb -0.88, -0.73 -0.90, -0.76    

Ls Meanc -0.85 -0.86 0.01 (-0.06, 0.07) 0.782  

SEc 0.029 0.030    

95% CIc -0.91, -0.80 -0.92, -0.80    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.03)     

Ls Meanb -0.51 -0.49 -0.02 (-0.07, 0.02) 0.322  

 

  Baseline Actual n 180 185  <.001d  

Mean 0.74 0.75    

SD 0.872 0.844    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.59 0.56    

SD 0.781 0.775    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean -0.13 -0.21    

SD 0.847 0.811    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.18 -0.23 0.05 (-0.06, 0.16) 0.358  

SEb 0.042 0.042    

95% CIb -0.26, -0.10 -0.31, -0.15    

Ls Meanc -0.17 -0.23 0.06 (-0.08, 0.21) 0.397  

SEc 0.065 0.066    

95% CIc -0.29, -0.04 -0.36, -0.10    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.39 0.47    

SD 0.645 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 148    

Mean -0.24 -0.31    

SD 0.814 0.910    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.12)     

Ls Meanb -0.33 -0.31 -0.01 (-0.13, 0.10) 0.804  

SEb 0.043 0.043    

95% CIb -0.41, -0.24 -0.40, -0.23    

Ls Meanc -0.31 -0.31 0.01 (-0.14, 0.15) 0.931  

SEc 0.063 0.064    

95% CIc -0.43, -0.19 -0.44, -0.19    

 

  Day 15 Actual n 199 185    

Mean 0.15 0.17    

SD 0.423 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.55 -0.56    

SD 0.793 0.892    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.60 -0.57 -0.03 (-0.15, 0.09) 0.570  

SEb 0.044 0.045    

95% CIb -0.69, -0.52 -0.66, -0.48    

Ls Meanc -0.61 -0.60 -0.02 (-0.12, 0.08) 0.696  

SEc 0.043 0.045    

95% CIc -0.70, -0.53 -0.68, -0.51    

 

  Day 29 Actual n 156 146    

Mean 0.04 0.10    

SD 0.237 0.385    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 118 117    

Mean -0.58 -0.58    

SD 0.820 0.893    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.14)     

Ls Meanb -0.64 -0.63 0.00 (-0.13, 0.12) 0.951  

SEb 0.046 0.046    

95% CIb -0.73, -0.55 -0.72, -0.54    

Ls Meanc -0.60 -0.56 -0.04 (-0.13, 0.04) 0.341  

SEc 0.038 0.040    

95% CIc -0.68, -0.53 -0.64, -0.48    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.14, 0.01)     

Ls Meanb -0.69 -0.64 -0.05 (-0.11, 0.01) 0.094  

 

  Baseline Actual n 180 185  0.997d  

Mean 1.13 1.05    

SD 0.821 0.785    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 1.02 1.00    

SD 0.776 0.831    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean -0.08 -0.06    

SD 0.700 0.843    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -0.15 -0.15 0.01 (-0.13, 0.14) 0.920  

SEb 0.052 0.052    

95% CIb -0.25, -0.05 -0.26, -0.05    

Ls Meanc -0.14 -0.14 0.00 (-0.15, 0.15) 0.987  

SEc 0.066 0.067    

95% CIc -0.27, -0.01 -0.27, -0.01    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.77 0.89    

SD 0.788 0.913    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 152 148    

Mean -0.30 -0.17    

SD 0.798 0.999    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.25 (-0.43, -0.08)     

Ls Meanb -0.41 -0.21 -0.20 (-0.34, -0.06) 0.005  

SEb 0.053 0.053    

95% CIb -0.51, -0.30 -0.31, -0.10    

Ls Meanc -0.36 -0.23 -0.13 (-0.31, 0.04) 0.141  

SEc 0.076 0.078    

95% CIc -0.51, -0.21 -0.39, -0.08    

 

  Day 15 Actual n 199 185    

Mean 0.34 0.36    

SD 0.588 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.76 -0.76    

SD 0.866 0.873    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.22, 0.14)     

Ls Meanb -0.85 -0.82 -0.03 (-0.18, 0.11) 0.666  

SEb 0.054 0.056    

95% CIb -0.95, -0.74 -0.92, -0.71    

Ls Meanc -0.81 -0.81 -0.01 (-0.15, 0.13) 0.903  

SEc 0.061 0.064    

95% CIc -0.93, -0.69 -0.93, -0.68    

 

  Day 29 Actual n 156 146    

Mean 0.20 0.17    

SD 0.488 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 118 117    

Mean -0.90 -0.89    

SD 0.928 0.869    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.14, 0.23)     

Ls Meanb -0.94 -0.98 0.04 (-0.11, 0.18) 0.640  

SEb 0.056 0.056    

95% CIb -1.05, -0.83 -1.09, -0.87    

Ls Meanc -0.92 -0.99 0.07 (-0.06, 0.19) 0.283  

SEc 0.056 0.059    

95% CIc -1.03, -0.81 -1.10, -0.87    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.29 -0.29 0.00 (-0.03, 0.03) 0.866  

 

  Baseline Actual n 180 185  0.112d  

Mean 0.39 0.38    

SD 0.759 0.691    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 229 227    

Mean 0.33 0.30    

SD 0.652 0.628    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 172    

Mean -0.04 -0.09    

SD 0.796 0.832    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.01, 0.23)     

Ls Meanb -0.03 -0.11 0.08 (-0.01, 0.17) 0.067  

SEb 0.033 0.032    

95% CIb -0.09, 0.04 -0.17, -0.05    

Ls Meanc -0.07 -0.12 0.05 (-0.08, 0.19) 0.416  

SEc 0.058 0.059    

95% CIc -0.18, 0.05 -0.24, -0.01    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.20 0.20    

SD 0.497 0.509    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -0.16 -0.20    

SD 0.862 0.788    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.13)     

Ls Meanb -0.18 -0.19 0.00 (-0.09, 0.09) 0.925  

SEb 0.033 0.034    

95% CIb -0.25, -0.12 -0.26, -0.12    

Ls Meanc -0.18 -0.19 0.01 (-0.11, 0.13) 0.845  

SEc 0.050 0.052    

95% CIc -0.28, -0.08 -0.29, -0.09    

 

  Day 15 Actual n 199 185    

Mean 0.07 0.09    

SD 0.286 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.32 -0.34    

SD 0.801 0.818    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.32 -0.30 -0.02 (-0.12, 0.07) 0.629  

SEb 0.034 0.035    

95% CIb -0.39, -0.26 -0.37, -0.23    

Ls Meanc -0.37 -0.36 -0.01 (-0.09, 0.07) 0.854  

SEc 0.034 0.036    

95% CIc -0.44, -0.30 -0.43, -0.29    

 

  Day 29 Actual n 156 146    

Mean 0.02 0.01    

SD 0.179 0.117    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 118 117    

Mean -0.34 -0.38    

SD 0.707 0.729    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.17)     

Ls Meanb -0.35 -0.38 0.02 (-0.08, 0.12) 0.662  

SEb 0.036 0.037    

95% CIb -0.42, -0.28 -0.45, -0.30    

Ls Meanc -0.36 -0.38 0.02 (-0.02, 0.06) 0.346  

SEc 0.018 0.019    

95% CIc -0.39, -0.32 -0.41, -0.34    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.10, 0.02)     

Ls Meanb -0.19 -0.16 -0.03 (-0.07, 0.01) 0.169  

 

  Baseline Actual n 180 185  0.001d  

Mean 0.29 0.31    

SD 0.707 0.714    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.27 0.29    

SD 0.601 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 164 172    

Mean 0.01 -0.03    

SD 0.709 0.801    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.15)     

Ls Meanb -0.06 -0.06 0.00 (-0.10, 0.11) 0.945  

SEb 0.039 0.038    

95% CIb -0.13, 0.02 -0.14, 0.01    

Ls Meanc -0.01 -0.02 0.01 (-0.12, 0.14) 0.896  

SEc 0.057 0.057    

95% CIc -0.12, 0.10 -0.13, 0.09    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.17 0.30    

SD 0.481 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 152 148    

Mean -0.09 0.00    

SD 0.718 0.983    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.21 (-0.36, -0.06)     

Ls Meanb -0.14 0.01 -0.15 (-0.26, -0.05) 0.005  

SEb 0.039 0.040    

95% CIb -0.22, -0.07 -0.07, 0.09    

Ls Meanc -0.15 -0.04 -0.11 (-0.26, 0.03) 0.129  

SEc 0.063 0.064    

95% CIc -0.27, -0.03 -0.17, 0.09    

 

  Day 15 Actual n 199 185    

Mean 0.11 0.14    

SD 0.394 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.15 -0.21    

SD 0.715 0.761    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.16)     

Ls Meanb -0.21 -0.21 0.00 (-0.10, 0.11) 0.929  

SEb 0.040 0.041    

95% CIb -0.29, -0.13 -0.29, -0.13    

Ls Meanc -0.22 -0.23 0.01 (-0.10, 0.11) 0.890  

SEc 0.045 0.048    

95% CIc -0.31, -0.13 -0.32, -0.13    

 

  Day 29 Actual n 156 146    

Mean 0.05 0.05    

SD 0.273 0.282    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 118 117    

Mean -0.24 -0.34    

SD 0.803 0.790    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.19)     

Ls Meanb -0.28 -0.30 0.03 (-0.09, 0.14) 0.659  

SEb 0.042 0.042    

95% CIb -0.36, -0.19 -0.38, -0.22    

Ls Meanc -0.30 -0.32 0.01 (-0.06, 0.09) 0.718  

SEc 0.032 0.034    

95% CIc -0.37, -0.24 -0.38, -0.25    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.06 (-0.13, 0.00)     

Ls Meanb -0.87 -0.81 -0.06 (-0.13, 0.00) 0.059  

 

  Baseline Actual n 180 185  <.001d  

Mean 1.33 1.35    

SD 1.007 0.995    

Min 0.00 0.00    

Median 1.00 2.00    

Max 4.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 1.00 1.15    

SD 0.967 0.993    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 164 172    

Mean -0.26 -0.11    

SD 0.976 0.982    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.27, 0.05)     

Ls Meanb -0.37 -0.26 -0.11 (-0.27, 0.05) 0.173  

SEb 0.060 0.059    

95% CIb -0.48, -0.25 -0.37, -0.14    

Ls Meanc -0.40 -0.27 -0.13 (-0.31, 0.05) 0.153  

SEc 0.080 0.080    

95% CIc -0.55, -0.24 -0.43, -0.11    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.78 0.92    

SD 0.878 0.971    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 152 148    

Mean -0.42 -0.38    

SD 0.987 1.039    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.28, 0.04)     

Ls Meanb -0.58 -0.46 -0.12 (-0.28, 0.04) 0.147  

SEb 0.061 0.061    

95% CIb -0.70, -0.46 -0.58, -0.34    

Ls Meanc -0.56 -0.51 -0.05 (-0.24, 0.13) 0.583  

SEc 0.081 0.083    

95% CIc -0.72, -0.41 -0.68, -0.35    

 

  Day 15 Actual n 199 185    

Mean 0.38 0.45    

SD 0.640 0.729    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.95 -0.88    

SD 1.070 1.007    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.21, 0.13)     

Ls Meanb -1.04 -1.00 -0.04 (-0.21, 0.13) 0.664  

SEb 0.063 0.064    

95% CIb -1.16, -0.91 -1.12, -0.87    

Ls Meanc -1.06 -1.01 -0.06 (-0.21, 0.10) 0.490  

SEc 0.069 0.073    

95% CIc -1.20, -0.93 -1.15, -0.86    

 

  Day 29 Actual n 156 146    

Mean 0.29 0.34    

SD 0.614 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 118 117    

Mean -1.02 -1.07    

SD 1.070 1.096    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.17)     

Ls Meanb -1.11 -1.11 -0.01 (-0.18, 0.17) 0.954  

SEb 0.065 0.065    

95% CIb -1.24, -0.99 -1.24, -0.98    

Ls Meanc -1.16 -1.18 0.02 (-0.13, 0.18) 0.783  

SEc 0.070 0.074    

95% CIc -1.30, -1.02 -1.33, -1.04    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.86 -0.84 -0.02 (-0.07, 0.03) 0.480  

 

  Baseline Actual n 180 185  0.043d  

Mean 1.21 1.11    

SD 1.007 0.908    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.65 0.65    

SD 0.836 0.809    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean -0.54 -0.51    

SD 1.030 0.958    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.17)     

Ls Meanb -0.53 -0.56 0.03 (-0.10, 0.17) 0.614  

SEb 0.049 0.049    

95% CIb -0.63, -0.43 -0.66, -0.47    

Ls Meanc -0.60 -0.62 0.02 (-0.14, 0.18) 0.805  

SEc 0.071 0.072    

95% CIc -0.74, -0.46 -0.76, -0.48    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.48 0.53    

SD 0.765 0.754    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 148    

Mean -0.70 -0.61    

SD 1.079 1.028    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.72 -0.64 -0.08 (-0.21, 0.06) 0.262  

SEb 0.050 0.051    

95% CIb -0.82, -0.62 -0.74, -0.54    

Ls Meanc -0.72 -0.68 -0.04 (-0.20, 0.12) 0.639  

SEc 0.069 0.070    

95% CIc -0.85, -0.58 -0.82, -0.54    

 

  Day 15 Actual n 199 185    

Mean 0.21 0.19    

SD 0.547 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -1.01 -0.93    

SD 1.014 0.937    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.13)     

Ls Meanb -1.01 -0.99 -0.02 (-0.16, 0.13) 0.825  

SEb 0.052 0.053    

95% CIb -1.11, -0.91 -1.10, -0.89    

Ls Meanc -1.04 -1.00 -0.04 (-0.15, 0.07) 0.485  

SEc 0.047 0.050    

95% CIc -1.13, -0.94 -1.09, -0.90    

 

  Day 29 Actual n 156 146    

Mean 0.09 0.16    

SD 0.329 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 118 117    

Mean -1.13 -1.00    

SD 1.059 0.938    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.06)     

Ls Meanb -1.09 -1.00 -0.09 (-0.24, 0.06) 0.241  

SEb 0.054 0.055    

95% CIb -1.19, -0.98 -1.11, -0.89    

Ls Meanc -1.15 -1.05 -0.10 (-0.21, 0.01) 0.065  

SEc 0.048 0.050    

95% CIc -1.24, -1.06 -1.15, -0.95    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, -0.01)     

Ls Meanb -0.92 -0.85 -0.06 (-0.12, -0.01) 0.025  

 

  Baseline Actual n 180 185  0.032d  

Mean 1.21 1.15    

SD 1.050 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.62 0.73    

SD 0.857 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean -0.60 -0.42    

SD 1.112 1.020    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.28, -0.01)     

Ls Meanb -0.60 -0.45 -0.15 (-0.28, -0.01) 0.031  

SEb 0.051 0.051    

95% CIb -0.70, -0.50 -0.55, -0.35    

Ls Meanc -0.61 -0.45 -0.16 (-0.34, 0.01) 0.070  

SEc 0.079 0.079    

95% CIc -0.76, -0.45 -0.60, -0.29    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.39 0.50    

SD 0.710 0.854    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 148    

Mean -0.74 -0.66    

SD 1.053 1.146    

Min -4.00 -3.00    

Median -0.50 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.29, -0.01)     

Ls Meanb -0.81 -0.65 -0.15 (-0.29, -0.01) 0.030  

SEb 0.052 0.053    

95% CIb -0.91, -0.71 -0.76, -0.55    

Ls Meanc -0.77 -0.66 -0.11 (-0.28, 0.06) 0.216  

SEc 0.075 0.077    

95% CIc -0.91, -0.62 -0.81, -0.51    

 

  Day 15 Actual n 199 185    

Mean 0.19 0.19    

SD 0.523 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -1.00 -0.99    

SD 1.088 0.907    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.15)     

Ls Meanb -1.01 -1.02 0.01 (-0.14, 0.15) 0.938  

SEb 0.054 0.055    

95% CIb -1.12, -0.91 -1.12, -0.91    

Ls Meanc -1.03 -1.03 0.00 (-0.12, 0.12) 0.997  

SEc 0.051 0.054    

95% CIc -1.13, -0.93 -1.14, -0.92    

 

  Day 29 Actual n 156 146    

Mean 0.12 0.17    

SD 0.430 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 118 117    

Mean -1.09 -0.94    

SD 1.102 1.093    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.27, 0.02)     

Ls Meanb -1.07 -0.94 -0.13 (-0.28, 0.02) 0.089  

SEb 0.055 0.056    

95% CIb -1.18, -0.96 -1.05, -0.83    

Ls Meanc -1.09 -1.02 -0.08 (-0.20, 0.05) 0.223  

SEc 0.055 0.058    

95% CIc -1.20, -0.99 -1.13, -0.90    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.05 (-0.09, 0.00)     

Ls Meanb -0.34 -0.30 -0.03 (-0.07, 0.00) 0.031  

 

  Baseline Actual n 180 185  0.002d  

Mean 0.42 0.39    

SD 0.769 0.691    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.30 0.26    

SD 0.674 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean -0.12 -0.10    

SD 0.809 0.637    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.16)     

Ls Meanb -0.11 -0.14 0.03 (-0.05, 0.12) 0.443  

SEb 0.031 0.031    

95% CIb -0.17, -0.04 -0.20, -0.08    

Ls Meanc -0.18 -0.18 0.01 (-0.12, 0.13) 0.926  

SEc 0.056 0.057    

95% CIc -0.29, -0.07 -0.30, -0.07    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.14 0.24    

SD 0.426 0.595    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 152 148    

Mean -0.16 -0.16    

SD 0.695 0.753    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.23, 0.01)     

Ls Meanb -0.23 -0.15 -0.08 (-0.17, 0.01) 0.070  

SEb 0.032 0.032    

95% CIb -0.29, -0.17 -0.21, -0.09    

Ls Meanc -0.25 -0.18 -0.07 (-0.19, 0.05) 0.255  

SEc 0.051 0.052    

95% CIc -0.35, -0.15 -0.28, -0.08    

 

  Day 15 Actual n 199 185    

Mean 0.05 0.03    

SD 0.314 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.36 -0.36    

SD 0.746 0.717    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.14)     

Ls Meanb -0.37 -0.38 0.01 (-0.08, 0.10) 0.826  

SEb 0.033 0.034    

95% CIb -0.43, -0.30 -0.45, -0.31    

Ls Meanc -0.38 -0.39 0.01 (-0.06, 0.08) 0.741  

SEc 0.031 0.033    

95% CIc -0.44, -0.31 -0.45, -0.32    

 

  Day 29 Actual n 156 146    

Mean 0.01 0.04    

SD 0.080 0.285    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 118 117    

Mean -0.43 -0.44    

SD 0.800 0.759    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb -0.43 -0.39 -0.04 (-0.13, 0.05) 0.405  

SEb 0.035 0.035    

95% CIb -0.50, -0.36 -0.46, -0.32    

Ls Meanc -0.46 -0.43 -0.04 (-0.10, 0.02) 0.201  

SEc 0.026 0.027    

95% CIc -0.51, -0.41 -0.48, -0.37    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.01 (-0.07, 0.09)     

Ls Meanb -0.29 -0.30 0.01 (-0.06, 0.08) 0.790  

 

  Baseline Actual n 180 185  <.001d  

Mean 0.59 0.52    

SD 0.950 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.63 0.66    

SD 0.905 0.947    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean 0.04 0.15    

SD 1.029 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.23, 0.09)     

Ls Meanb 0.01 0.08 -0.06 (-0.21, 0.08) 0.391  

SEb 0.057 0.056    

95% CIb -0.10, 0.13 -0.03, 0.19    

Ls Meanc -0.05 0.03 -0.07 (-0.26, 0.11) 0.440  

SEc 0.082 0.082    

95% CIc -0.21, 0.11 -0.14, 0.19    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.54 0.59    

SD 0.884 0.916    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 148    

Mean -0.01 0.11    

SD 1.179 1.120    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.24, 0.08)     

Ls Meanb -0.06 0.02 -0.08 (-0.23, 0.07) 0.314  

SEb 0.057 0.058    

95% CIb -0.17, 0.05 -0.10, 0.13    

Ls Meanc -0.08 0.02 -0.10 (-0.30, 0.11) 0.347  

SEc 0.088 0.090    

95% CIc -0.25, 0.09 -0.16, 0.19    

 

  Day 15 Actual n 199 185    

Mean 0.24 0.24    

SD 0.635 0.562    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.33 -0.29    

SD 1.067 1.076    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.17, 0.17)     

Ls Meanb -0.37 -0.37 0.00 (-0.15, 0.16) 0.985  

SEb 0.059 0.060    

95% CIb -0.48, -0.25 -0.49, -0.25    

Ls Meanc -0.34 -0.35 0.01 (-0.14, 0.16) 0.911  

SEc 0.065 0.068    

95% CIc -0.47, -0.22 -0.49, -0.22    

 

  Day 29 Actual n 156 146    

Mean 0.17 0.10    

SD 0.570 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 118 117    

Mean -0.43 -0.42    

SD 1.033 1.011    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.02, 0.32)     

Ls Meanb -0.38 -0.52 0.14 (-0.01, 0.30) 0.075  

SEb 0.060 0.060    

95% CIb -0.50, -0.26 -0.64, -0.41    

Ls Meanc -0.45 -0.52 0.07 (-0.05, 0.19) 0.248  

SEc 0.055 0.058    

95% CIc -0.56, -0.34 -0.64, -0.41    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.28 -0.28 0.00 (-0.07, 0.07) 0.938  

 

  Baseline Actual n 180 185  <.001d  

Mean 0.54 0.50    

SD 0.923 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.51 0.57    

SD 0.813 0.881    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean -0.03 0.09    

SD 0.817 0.910    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.07)     

Ls Meanb -0.04 0.04 -0.08 (-0.22, 0.06) 0.278  

SEb 0.054 0.053    

95% CIb -0.15, 0.06 -0.07, 0.14    

Ls Meanc -0.11 -0.01 -0.10 (-0.26, 0.06) 0.232  

SEc 0.070 0.071    

95% CIc -0.25, 0.03 -0.15, 0.13    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.50 0.50    

SD 0.868 0.865    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 152 148    

Mean -0.03 0.03    

SD 1.091 1.100    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.12)     

Ls Meanb -0.06 -0.03 -0.03 (-0.17, 0.11) 0.656  

SEb 0.054 0.054    

95% CIb -0.17, 0.04 -0.14, 0.08    

Ls Meanc -0.07 -0.03 -0.04 (-0.23, 0.16) 0.717  

SEc 0.083 0.085    

95% CIc -0.23, 0.09 -0.20, 0.13    

 

  Day 15 Actual n 199 185    

Mean 0.21 0.20    

SD 0.588 0.530    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.33 -0.29    

SD 1.019 1.018    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.15, 0.18)     

Ls Meanb -0.33 -0.35 0.01 (-0.13, 0.16) 0.851  

SEb 0.056 0.057    

95% CIb -0.44, -0.22 -0.46, -0.24    

Ls Meanc -0.30 -0.32 0.03 (-0.11, 0.17) 0.723  

SEc 0.061 0.064    

95% CIc -0.42, -0.18 -0.45, -0.19    

 

  Day 29 Actual n 156 146    

Mean 0.14 0.06    

SD 0.488 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 118 117    

Mean -0.42 -0.41    

SD 1.007 0.921    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.08, 0.25)     

Ls Meanb -0.39 -0.47 0.08 (-0.07, 0.23) 0.305  

SEb 0.056 0.057    

95% CIb -0.50, -0.28 -0.58, -0.35    

Ls Meanc -0.42 -0.51 0.09 (-0.02, 0.20) 0.106  

SEc 0.048 0.050    

95% CIc -0.51, -0.33 -0.61, -0.41    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.49 -0.48 -0.01 (-0.05, 0.03) 0.664  

 

  Baseline Actual n 179 185  0.094d  

Mean 0.65 0.66    

SD 0.760 0.757    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.46 0.38    

SD 0.703 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 172    

Mean -0.14 -0.31    

SD 0.845 0.695    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.15 (0.02, 0.28)     

Ls Meanb -0.20 -0.31 0.11 (0.02, 0.21) 0.022  

SEb 0.037 0.036    

95% CIb -0.27, -0.13 -0.39, -0.24    

Ls Meanc -0.21 -0.34 0.13 (-0.01, 0.26) 0.065  

SEc 0.059 0.059    

95% CIc -0.33, -0.10 -0.45, -0.22    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.29 0.34    

SD 0.563 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 151 148    

Mean -0.34 -0.32    

SD 0.774 0.827    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.21, 0.05)     

Ls Meanb -0.41 -0.35 -0.06 (-0.16, 0.04) 0.230  

SEb 0.037 0.038    

95% CIb -0.48, -0.33 -0.42, -0.27    

Ls Meanc -0.38 -0.35 -0.03 (-0.16, 0.10) 0.637  

SEc 0.056 0.057    

95% CIc -0.49, -0.27 -0.46, -0.24    

 

  Day 15 Actual n 199 185    

Mean 0.15 0.15    

SD 0.381 0.411    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 142 136    

Mean -0.51 -0.51    

SD 0.751 0.730    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.11)     

Ls Meanb -0.54 -0.52 -0.02 (-0.12, 0.09) 0.727  

SEb 0.038 0.039    

95% CIb -0.61, -0.46 -0.59, -0.44    

Ls Meanc -0.56 -0.56 0.00 (-0.09, 0.09) 0.995  

SEc 0.040 0.042    

95% CIc -0.64, -0.49 -0.65, -0.48    

 

  Day 29 Actual n 156 146    

Mean 0.10 0.09    

SD 0.380 0.309    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 117 117    

Mean -0.45 -0.54    

SD 0.725 0.737    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.17)     

Ls Meanb -0.56 -0.58 0.02 (-0.09, 0.13) 0.697  

SEb 0.040 0.040    

95% CIb -0.64, -0.48 -0.66, -0.50    

Ls Meanc -0.49 -0.49 0.01 (-0.08, 0.09) 0.852  

SEc 0.037 0.039    

95% CIc -0.56, -0.41 -0.57, -0.42    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.06)     

Ls Meanb -0.28 -0.28 0.00 (-0.04, 0.05) 0.820  

 

  Baseline Actual n 180 185  0.108d  

Mean 0.43 0.42    

SD 0.812 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.35 0.31    

SD 0.701 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean -0.07 -0.09    

SD 0.727 0.724    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.11 -0.12 0.01 (-0.09, 0.12) 0.830  

SEb 0.040 0.040    

95% CIb -0.19, -0.03 -0.20, -0.04    

Ls Meanc -0.06 -0.07 0.01 (-0.12, 0.14) 0.865  

SEc 0.057 0.057    

95% CIc -0.17, 0.05 -0.18, 0.04    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.20 0.31    

SD 0.529 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 152 148    

Mean -0.16 -0.11    

SD 0.773 0.877    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.28, 0.00)     

Ls Meanb -0.22 -0.11 -0.11 (-0.22, 0.00) 0.048  

SEb 0.041 0.041    

95% CIb -0.30, -0.14 -0.19, -0.03    

Ls Meanc -0.18 -0.13 -0.05 (-0.19, 0.08) 0.441  

SEc 0.061 0.062    

95% CIc -0.30, -0.06 -0.25, -0.01    

 

  Day 15 Actual n 199 185    

Mean 0.16 0.10    

SD 0.472 0.436    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.21 -0.32    

SD 0.838 0.849    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.25)     

Ls Meanb -0.27 -0.36 0.09 (-0.03, 0.20) 0.137  

SEb 0.042 0.043    

95% CIb -0.35, -0.19 -0.44, -0.27    

Ls Meanc -0.26 -0.36 0.09 (-0.02, 0.21) 0.116  

SEc 0.050 0.053    

95% CIc -0.36, -0.17 -0.46, -0.25    

 

  Day 29 Actual n 156 146    

Mean 0.11 0.07    

SD 0.369 0.279    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 118 117    

Mean -0.33 -0.38    

SD 0.916 0.848    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.24)     

Ls Meanb -0.33 -0.40 0.07 (-0.05, 0.19) 0.248  

SEb 0.043 0.044    

95% CIb -0.42, -0.25 -0.49, -0.31    

Ls Meanc -0.36 -0.43 0.07 (-0.01, 0.16) 0.097  

SEc 0.038 0.040    

95% CIc -0.43, -0.28 -0.51, -0.35    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.03)     

Ls Meanb -0.49 -0.48 -0.01 (-0.05, 0.03) 0.590  

 

  Baseline Actual n 179 185  0.022d  

Mean 0.61 0.62    

SD 0.767 0.845    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 230 227    

Mean 0.39 0.35    

SD 0.708 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 163 172    

Mean -0.21 -0.29    

SD 0.822 0.836    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.24 -0.29 0.05 (-0.05, 0.15) 0.310  

SEb 0.037 0.036    

95% CIb -0.31, -0.17 -0.36, -0.22    

Ls Meanc -0.24 -0.29 0.06 (-0.08, 0.19) 0.392  

SEc 0.060 0.061    

95% CIc -0.35, -0.12 -0.41, -0.17    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.23 0.20    

SD 0.551 0.531    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 151 148    

Mean -0.37 -0.40    

SD 0.754 0.946    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.11)     

Ls Meanb -0.43 -0.42 -0.02 (-0.12, 0.08) 0.763  

SEb 0.037 0.038    

95% CIb -0.51, -0.36 -0.49, -0.34    

Ls Meanc -0.42 -0.42 0.00 (-0.12, 0.12) 0.965  

SEc 0.052 0.053    

95% CIc -0.52, -0.32 -0.53, -0.32    

 

  Day 15 Actual n 199 185    

Mean 0.10 0.09    

SD 0.371 0.318    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 142 136    

Mean -0.48 -0.57    

SD 0.831 0.867    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.14)     

Ls Meanb -0.53 -0.54 0.01 (-0.10, 0.11) 0.904  

SEb 0.039 0.039    

95% CIb -0.61, -0.46 -0.62, -0.46    

Ls Meanc -0.55 -0.56 0.01 (-0.08, 0.10) 0.796  

SEc 0.038 0.040    

95% CIc -0.62, -0.47 -0.64, -0.48    

 

  Day 29 Actual n 156 146    

Mean 0.06 0.08    

SD 0.326 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 117 117    

Mean -0.53 -0.50    

SD 0.857 0.795    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.08)     

Ls Meanb -0.57 -0.53 -0.04 (-0.15, 0.07) 0.461  

SEb 0.040 0.040    

95% CIb -0.65, -0.50 -0.61, -0.46    

Ls Meanc -0.57 -0.55 -0.02 (-0.11, 0.07) 0.661  

SEc 0.040 0.042    

95% CIc -0.65, -0.49 -0.63, -0.46    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.00)     

Ls Meanb -0.10 -0.09 -0.01 (-0.02, 0.00) 0.110  

 

  Baseline Actual n 180 185  0.320d  

Mean 0.16 0.04    

SD 0.581 0.272    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 230 227    

Mean 0.06 0.03    

SD 0.297 0.247    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 164 172    

Mean -0.09 -0.01    

SD 0.517 0.216    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.03, 0.14)     

Ls Meanb -0.05 -0.07 0.02 (-0.02, 0.06) 0.222  

SEb 0.015 0.015    

95% CIb -0.08, -0.02 -0.10, -0.05    

Ls Meanc -0.07 -0.06 -0.01 (-0.06, 0.05) 0.804  

SEc 0.025 0.025    

95% CIc -0.12, -0.02 -0.11, -0.01    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 204 202    

Mean 0.02 0.02    

SD 0.139 0.199    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 152 148    

Mean -0.09 -0.01    

SD 0.556 0.350    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.08 -0.07 -0.01 (-0.05, 0.04) 0.811  

SEb 0.015 0.015    

95% CIb -0.11, -0.05 -0.10, -0.04    

Ls Meanc -0.06 -0.06 0.00 (-0.04, 0.05) 0.973  

SEc 0.020 0.020    

95% CIc -0.10, -0.03 -0.10, -0.03    

 

  Day 15 Actual n 199 185    

Mean 0.01 0.00    

SD 0.100 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 143 136    

Mean -0.16 -0.06    

SD 0.624 0.317    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.10)     

Ls Meanb -0.11 -0.11 0.00 (-0.04, 0.05) 0.923  

SEb 0.016 0.016    

95% CIb -0.14, -0.07 -0.14, -0.08    

Ls Meanc -0.11 -0.12 0.01 (-0.01, 0.03) 0.196  

SEc 0.009 0.009    

95% CIc -0.13, -0.09 -0.14, -0.10    

 

  Day 29 Actual n 156 146    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 118 117    

Mean -0.21 -0.07    

SD 0.677 0.341    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.13 -0.12 -0.01 (-0.05, 0.04) 0.710  

SEb 0.017 0.017    

95% CIb -0.16, -0.09 -0.15, -0.08    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset > 

5 days 

Body Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.07)     

Ls Meanb -0.84 -0.86 0.02 (-0.04, 0.07) 0.572  

 

  Baseline Actual n 129 140    

Mean 1.07 0.96    

SD 1.025 0.940    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.66 0.56    

SD 0.937 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.40 -0.39    

SD 0.916 0.971    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.46 -0.48 0.02 (-0.13, 0.17) 0.780  

SEb 0.058 0.056    

95% CIb -0.57, -0.34 -0.59, -0.37    

Ls Meanc -0.55 -0.56 0.01 (-0.18, 0.21) 0.903  

SEc 0.099 0.094    

95% CIc -0.74, -0.35 -0.75, -0.38    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 130    

Mean 0.43 0.31    

SD 0.846 0.680    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 110 108    

Mean -0.65 -0.65    

SD 0.954 0.970    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.26)     

Ls Meanb -0.67 -0.77 0.10 (-0.05, 0.26) 0.190  

SEb 0.059 0.058    

95% CIb -0.79, -0.55 -0.89, -0.66    

Ls Meanc -0.74 -0.81 0.07 (-0.12, 0.25) 0.474  

SEc 0.091 0.089    

95% CIc -0.92, -0.56 -0.99, -0.64    

 

  Day 15 Actual n 106 115    

Mean 0.20 0.13    

SD 0.592 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.86 -0.80    

SD 1.080 1.012    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.20)     

Ls Meanb -0.93 -0.96 0.03 (-0.13, 0.20) 0.685  

SEb 0.064 0.062    

95% CIb -1.05, -0.80 -1.08, -0.84    

Ls Meanc -0.84 -0.88 0.04 (-0.10, 0.19) 0.547  

SEc 0.072 0.069    

95% CIc -0.98, -0.70 -1.02, -0.75    

 

  Day 29 Actual n 94 99    

Mean 0.12 0.12    

SD 0.411 0.458    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 82 86    

Mean -0.89 -0.97    

SD 1.054 0.976    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -0.97 -0.97 0.01 (-0.16, 0.17) 0.934  

SEb 0.064 0.062    

95% CIb -1.09, -0.84 -1.09, -0.85    

Ls Meanc -0.93 -0.94 0.01 (-0.11, 0.12) 0.882  

SEc 0.055 0.052    

95% CIc -1.04, -0.82 -1.04, -0.83    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.61 -0.63 0.01 (-0.02, 0.04) 0.412  

 

  Baseline Actual n 129 140    

Mean 0.68 0.73    

SD 0.927 0.880    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.32 0.30    

SD 0.744 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 115 126    

Mean -0.32 -0.42    

SD 0.969 0.833    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.35 -0.41 0.06 (-0.04, 0.16) 0.221  

SEb 0.037 0.036    

95% CIb -0.42, -0.27 -0.48, -0.34    

Ls Meanc -0.39 -0.45 0.06 (-0.11, 0.22) 0.487  

SEc 0.084 0.080    

95% CIc -0.55, -0.22 -0.60, -0.29    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.12 0.14    

SD 0.468 0.443    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 110 109    

Mean -0.56 -0.56    

SD 0.883 0.821    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.61 -0.54 -0.07 (-0.17, 0.03) 0.178  

SEb 0.038 0.038    

95% CIb -0.68, -0.53 -0.61, -0.46    

Ls Meanc -0.62 -0.57 -0.06 (-0.17, 0.06) 0.326  

SEc 0.057 0.055    

95% CIc -0.74, -0.51 -0.67, -0.46    

 

  Day 15 Actual n 106 115    

Mean 0.04 0.03    

SD 0.236 0.227    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.60 -0.68    

SD 0.946 0.895    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.64 -0.67 0.03 (-0.08, 0.14) 0.636  

SEb 0.041 0.040    

95% CIb -0.72, -0.56 -0.74, -0.59    

Ls Meanc -0.64 -0.63 -0.01 (-0.08, 0.06) 0.823  

SEc 0.036 0.034    

95% CIc -0.71, -0.57 -0.70, -0.56    

 

  Day 29 Actual n 94 99    

Mean 0.00 0.01    

SD 0.000 0.101    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 82 86    

Mean -0.70 -0.67    

SD 0.952 0.874    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.68 -0.71 0.03 (-0.08, 0.14) 0.612  

SEb 0.042 0.041    

95% CIb -0.76, -0.60 -0.79, -0.63    

Ls Meanc -0.69 -0.68 -0.01 (-0.04, 0.01) 0.319  

SEc 0.011 0.011    

95% CIc -0.72, -0.67 -0.70, -0.66    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.10 (0.04, 0.15)     

Ls Meanb -0.53 -0.62 0.08 (0.04, 0.13) 0.001  

 

  Baseline Actual n 129 140    

Mean 0.80 0.71    

SD 0.869 0.869    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.46 0.41    

SD 0.691 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.29 -0.33    

SD 0.814 0.757    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (-0.01, 0.27)     

Ls Meanb -0.27 -0.38 0.11 (-0.01, 0.23) 0.072  

SEb 0.048 0.046    

95% CIb -0.37, -0.18 -0.47, -0.29    

Ls Meanc -0.32 -0.39 0.08 (-0.07, 0.23) 0.322  

SEc 0.076 0.073    

95% CIc -0.47, -0.17 -0.54, -0.25    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.42 0.27    

SD 0.704 0.579    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 110 109    

Mean -0.35 -0.41    

SD 0.981 0.723    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.17 (0.03, 0.32)     

Ls Meanb -0.37 -0.52 0.15 (0.02, 0.27) 0.021  

SEb 0.049 0.048    

95% CIb -0.47, -0.27 -0.61, -0.42    

Ls Meanc -0.33 -0.49 0.16 (0.00, 0.32) 0.044  

SEc 0.078 0.076    

95% CIc -0.48, -0.17 -0.64, -0.34    

 

  Day 15 Actual n 106 115    

Mean 0.19 0.09    

SD 0.480 0.364    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.56 -0.60    

SD 0.859 0.738    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.01, 0.30)     

Ls Meanb -0.56 -0.69 0.13 (-0.01, 0.26) 0.066  

SEb 0.052 0.051    

95% CIb -0.66, -0.46 -0.79, -0.59    

Ls Meanc -0.53 -0.68 0.15 (0.04, 0.26) 0.009  

SEc 0.054 0.052    

95% CIc -0.64, -0.42 -0.78, -0.57    

 

  Day 29 Actual n 94 99    

Mean 0.11 0.06    

SD 0.343 0.279    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.62 -0.65    

SD 0.925 0.794    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.26)     

Ls Meanb -0.65 -0.73 0.09 (-0.05, 0.22) 0.213  

SEb 0.052 0.051    

95% CIb -0.75, -0.54 -0.83, -0.63    

Ls Meanc -0.58 -0.65 0.07 (-0.01, 0.16) 0.083  

SEc 0.040 0.038    

95% CIc -0.66, -0.50 -0.73, -0.58    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.03)     

Ls Meanb -0.65 -0.59 -0.05 (-0.13, 0.02) 0.168  

 

  Baseline Actual n 129 140    

Mean 1.17 1.13    

SD 0.894 0.767    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 1.03 1.11    

SD 0.904 0.850    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 115 126    

Mean -0.15 -0.03    

SD 0.830 0.809    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.32, 0.09)     

Ls Meanb -0.15 -0.05 -0.09 (-0.26, 0.07) 0.266  

SEb 0.067 0.064    

95% CIb -0.28, -0.02 -0.18, 0.07    

Ls Meanc -0.22 -0.10 -0.12 (-0.30, 0.07) 0.227  

SEc 0.095 0.090    

95% CIc -0.41, -0.03 -0.28, 0.07    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 59 of 1392 

Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.92 0.92    

SD 0.924 0.814    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.33 -0.20    

SD 0.978 0.755    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.30, 0.12)     

Ls Meanb -0.30 -0.22 -0.07 (-0.25, 0.10) 0.392  

SEb 0.067 0.066    

95% CIb -0.43, -0.17 -0.35, -0.09    

Ls Meanc -0.35 -0.28 -0.07 (-0.27, 0.14) 0.507  

SEc 0.100 0.098    

95% CIc -0.55, -0.16 -0.48, -0.09    

 

  Day 15 Actual n 106 115    

Mean 0.51 0.46    

SD 0.771 0.611    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.66 -0.61    

SD 1.087 0.806    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.16)     

Ls Meanb -0.70 -0.65 -0.05 (-0.23, 0.13) 0.580  

SEb 0.072 0.069    

95% CIb -0.84, -0.56 -0.79, -0.52    

Ls Meanc -0.66 -0.65 -0.01 (-0.20, 0.19) 0.932  

SEc 0.097 0.093    

95% CIc -0.85, -0.47 -0.83, -0.47    

 

  Day 29 Actual n 94 99    

Mean 0.29 0.21    

SD 0.580 0.435    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.95 -0.91    

SD 0.942 0.806    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.24)     

Ls Meanb -0.93 -0.94 0.01 (-0.17, 0.20) 0.882  

SEb 0.071 0.069    

95% CIb -1.07, -0.79 -1.08, -0.80    

Ls Meanc -0.92 -0.98 0.06 (-0.08, 0.21) 0.387  

SEc 0.070 0.066    

95% CIc -1.06, -0.78 -1.11, -0.85    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.32 -0.31 -0.01 (-0.03, 0.02) 0.721  

 

  Baseline Actual n 129 140    

Mean 0.49 0.39    

SD 0.792 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.24 0.28    

SD 0.605 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.20 -0.10    

SD 0.752 0.702    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.07)     

Ls Meanb -0.18 -0.14 -0.04 (-0.13, 0.05) 0.369  

SEb 0.035 0.034    

95% CIb -0.25, -0.11 -0.20, -0.07    

Ls Meanc -0.23 -0.19 -0.05 (-0.18, 0.09) 0.510  

SEc 0.069 0.066    

95% CIc -0.37, -0.10 -0.32, -0.06    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.24 0.18    

SD 0.635 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.26 -0.22    

SD 0.700 0.599    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.21)     

Ls Meanb -0.22 -0.29 0.06 (-0.03, 0.16) 0.203  

SEb 0.036 0.035    

95% CIb -0.29, -0.15 -0.36, -0.22    

Ls Meanc -0.30 -0.34 0.04 (-0.07, 0.16) 0.473  

SEc 0.057 0.055    

95% CIc -0.41, -0.18 -0.45, -0.23    

 

  Day 15 Actual n 106 115    

Mean 0.10 0.03    

SD 0.435 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.34 -0.21    

SD 0.744 0.566    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.16)     

Ls Meanb -0.34 -0.36 0.02 (-0.09, 0.12) 0.741  

SEb 0.039 0.038    

95% CIb -0.42, -0.27 -0.43, -0.29    

Ls Meanc -0.28 -0.33 0.05 (-0.05, 0.14) 0.337  

SEc 0.047 0.045    

95% CIc -0.37, -0.19 -0.41, -0.24    

 

  Day 29 Actual n 94 99    

Mean 0.02 0.01    

SD 0.206 0.101    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 82 86    

Mean -0.34 -0.29    

SD 0.633 0.591    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.38 -0.36 -0.02 (-0.13, 0.08) 0.664  

SEb 0.040 0.039    

95% CIb -0.46, -0.30 -0.43, -0.28    

Ls Meanc -0.30 -0.31 0.01 (-0.04, 0.06) 0.735  

SEc 0.024 0.023    

95% CIc -0.35, -0.25 -0.35, -0.26    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.11 (0.03, 0.19)     

Ls Meanb -0.15 -0.24 0.09 (0.03, 0.15) 0.006  

 

  Baseline Actual n 129 140    

Mean 0.42 0.36    

SD 0.797 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.41 0.31    

SD 0.770 0.764    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 115 126    

Mean 0.00 -0.02    

SD 0.806 0.638    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.05, 0.30)     

Ls Meanb 0.01 -0.09 0.10 (-0.04, 0.23) 0.162  

SEb 0.053 0.051    

95% CIb -0.10, 0.11 -0.19, 0.01    

Ls Meanc -0.07 -0.13 0.06 (-0.10, 0.22) 0.459  

SEc 0.082 0.078    

95% CIc -0.23, 0.10 -0.28, 0.03    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.36 0.27    

SD 0.748 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.13 -0.07    

SD 0.910 0.790    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.19)     

Ls Meanb -0.09 -0.10 0.01 (-0.13, 0.15) 0.869  

SEb 0.054 0.053    

95% CIb -0.20, 0.02 -0.21, 0.00    

Ls Meanc -0.18 -0.19 0.01 (-0.16, 0.18) 0.885  

SEc 0.084 0.081    

95% CIc -0.34, -0.01 -0.35, -0.03    

 

  Day 15 Actual n 106 115    

Mean 0.20 0.09    

SD 0.624 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.07 -0.22    

SD 0.774 0.625    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.21 (0.02, 0.40)     

Ls Meanb -0.14 -0.30 0.16 (0.02, 0.31) 0.030  

SEb 0.057 0.055    

95% CIb -0.25, -0.03 -0.41, -0.19    

Ls Meanc -0.10 -0.27 0.17 (0.03, 0.30) 0.014  

SEc 0.067 0.064    

95% CIc -0.23, 0.03 -0.40, -0.15    

 

  Day 29 Actual n 94 99    

Mean 0.10 0.05    

SD 0.417 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.22 -0.22    

SD 0.802 0.693    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.09, 0.29)     

Ls Meanb -0.23 -0.31 0.08 (-0.07, 0.22) 0.304  

SEb 0.057 0.055    

95% CIb -0.34, -0.12 -0.41, -0.20    

Ls Meanc -0.22 -0.27 0.06 (-0.05, 0.17) 0.317  

SEc 0.053 0.050    

95% CIc -0.32, -0.11 -0.37, -0.18    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.02 (-0.06, 0.10)     

Ls Meanb -0.91 -0.93 0.02 (-0.06, 0.11) 0.566  

 

  Baseline Actual n 129 140    

Mean 1.49 1.36    

SD 1.069 1.047    

Min 0.00 0.00    

Median 2.00 1.50    

Max 3.00 4.00    

 

  Day 3 Actual n 133 148    

Mean 1.07 0.99    

SD 1.016 0.958    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.39 -0.32    

SD 0.962 0.969    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.19)     

Ls Meanb -0.42 -0.44 0.02 (-0.17, 0.20) 0.866  

SEb 0.075 0.072    

95% CIb -0.57, -0.27 -0.58, -0.30    

Ls Meanc -0.44 -0.43 0.00 (-0.21, 0.21) 0.998  

SEc 0.105 0.100    

95% CIc -0.64, -0.23 -0.63, -0.24    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.88 0.75    

SD 1.020 0.914    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

   Change n 110 109    

Mean -0.64 -0.56    

SD 1.020 1.031    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.26)     

Ls Meanb -0.63 -0.71 0.08 (-0.12, 0.27) 0.431  

SEb 0.076 0.074    

95% CIb -0.78, -0.49 -0.86, -0.57    

Ls Meanc -0.68 -0.73 0.06 (-0.17, 0.28) 0.617  

SEc 0.109 0.107    

95% CIc -0.89, -0.46 -0.95, -0.52    

 

  Day 15 Actual n 106 115    

Mean 0.42 0.30    

SD 0.791 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -1.05 -0.99    

SD 1.130 1.032    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.22)     

Ls Meanb -1.07 -1.10 0.03 (-0.18, 0.23) 0.802  

SEb 0.080 0.078    

95% CIb -1.23, -0.91 -1.25, -0.94    

Ls Meanc -1.00 -1.10 0.09 (-0.10, 0.28) 0.336  

SEc 0.094 0.090    

95% CIc -1.19, -0.82 -1.27, -0.92    

 

  Day 29 Actual n 94 99    

Mean 0.24 0.26    

SD 0.562 0.564    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -1.17 -1.05    

SD 1.075 1.016    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.21)     

Ls Meanb -1.17 -1.19 0.02 (-0.19, 0.22) 0.850  

SEb 0.080 0.078    

95% CIb -1.33, -1.02 -1.35, -1.04    

Ls Meanc -1.16 -1.12 -0.04 (-0.20, 0.12) 0.603  

SEc 0.075 0.071    

95% CIc -1.31, -1.01 -1.26, -0.98    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.12)     

Ls Meanb -0.68 -0.75 0.07 (0.01, 0.12) 0.017  

 

  Baseline Actual n 129 140    

Mean 0.95 1.06    

SD 0.938 1.047    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 133 148    

Mean 0.52 0.57    

SD 0.755 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.34 -0.48    

SD 0.917 1.071    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.42 -0.42 0.01 (-0.14, 0.16) 0.940  

SEb 0.058 0.056    

95% CIb -0.53, -0.30 -0.53, -0.31    

Ls Meanc -0.52 -0.55 0.03 (-0.17, 0.22) 0.795  

SEc 0.097 0.092    

95% CIc -0.71, -0.33 -0.73, -0.37    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.45 0.40    

SD 0.847 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.45 -0.64    

SD 0.992 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.24)     

Ls Meanb -0.54 -0.63 0.09 (-0.07, 0.24) 0.262  

SEb 0.059 0.058    

95% CIb -0.66, -0.42 -0.74, -0.51    

Ls Meanc -0.51 -0.63 0.12 (-0.06, 0.31) 0.188  

SEc 0.091 0.088    

95% CIc -0.69, -0.33 -0.81, -0.46    

 

  Day 15 Actual n 106 115    

Mean 0.27 0.31    

SD 0.655 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.62 -0.70    

SD 0.991 1.066    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.21)     

Ls Meanb -0.69 -0.74 0.05 (-0.12, 0.21) 0.575  

SEb 0.064 0.062    

95% CIb -0.82, -0.57 -0.86, -0.62    

Ls Meanc -0.64 -0.65 0.01 (-0.16, 0.18) 0.898  

SEc 0.086 0.082    

95% CIc -0.81, -0.47 -0.81, -0.49    

 

  Day 29 Actual n 94 99    

Mean 0.15 0.15    

SD 0.439 0.460    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.78 -0.91    

SD 0.956 0.941    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -0.88 -0.90 0.02 (-0.15, 0.18) 0.845  

SEb 0.064 0.062    

95% CIb -1.01, -0.76 -1.02, -0.78    

Ls Meanc -0.85 -0.84 -0.01 (-0.12, 0.10) 0.878  

SEc 0.053 0.050    

95% CIc -0.96, -0.75 -0.94, -0.75    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.04)     

Ls Meanb -0.86 -0.84 -0.02 (-0.08, 0.04) 0.444  

 

  Baseline Actual n 129 140    

Mean 1.08 1.11    

SD 0.989 0.997    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.63 0.53    

SD 0.883 0.803    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.43 -0.58    

SD 0.879 0.915    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.23)     

Ls Meanb -0.45 -0.54 0.08 (-0.07, 0.23) 0.271  

SEb 0.058 0.056    

95% CIb -0.57, -0.34 -0.65, -0.43    

Ls Meanc -0.55 -0.65 0.10 (-0.08, 0.28) 0.266  

SEc 0.092 0.087    

95% CIc -0.73, -0.37 -0.82, -0.48    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.43 0.34    

SD 0.827 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 110 109    

Mean -0.68 -0.75    

SD 0.918 0.992    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.26)     

Ls Meanb -0.68 -0.79 0.10 (-0.05, 0.26) 0.185  

SEb 0.059 0.058    

95% CIb -0.80, -0.57 -0.90, -0.67    

Ls Meanc -0.71 -0.79 0.08 (-0.10, 0.26) 0.390  

SEc 0.090 0.088    

95% CIc -0.89, -0.53 -0.96, -0.62    

 

  Day 15 Actual n 106 115    

Mean 0.15 0.23    

SD 0.531 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.94 -0.82    

SD 1.004 1.126    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.07)     

Ls Meanb -0.98 -0.89 -0.09 (-0.25, 0.07) 0.284  

SEb 0.064 0.062    

95% CIb -1.10, -0.85 -1.01, -0.77    

Ls Meanc -0.84 -0.74 -0.10 (-0.25, 0.05) 0.178  

SEc 0.075 0.071    

95% CIc -0.99, -0.70 -0.88, -0.60    

 

  Day 29 Actual n 94 99    

Mean 0.09 0.17    

SD 0.317 0.453    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -1.01 -0.98    

SD 1.012 1.006    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.27, 0.06)     

Ls Meanb -1.05 -0.95 -0.10 (-0.27, 0.06) 0.214  

SEb 0.064 0.062    

95% CIb -1.17, -0.93 -1.07, -0.82    

Ls Meanc -1.01 -0.91 -0.11 (-0.22, 0.01) 0.068  

SEc 0.054 0.051    

95% CIc -1.12, -0.91 -1.01, -0.81    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 76 of 1392 

Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.34 -0.36 0.02 (-0.01, 0.06) 0.222  

 

  Baseline Actual n 129 140    

Mean 0.47 0.41    

SD 0.791 0.698    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.36 0.28    

SD 0.742 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.03 -0.14    

SD 0.843 0.701    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.20 (0.07, 0.33)     

Ls Meanb -0.03 -0.18 0.15 (0.05, 0.24) 0.002  

SEb 0.037 0.035    

95% CIb -0.10, 0.04 -0.25, -0.11    

Ls Meanc -0.05 -0.19 0.14 (-0.02, 0.30) 0.094  

SEc 0.082 0.078    

95% CIc -0.21, 0.11 -0.34, -0.03    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.23 0.23    

SD 0.619 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.27 -0.24    

SD 0.887 0.732    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.22 -0.26 0.04 (-0.06, 0.13) 0.470  

SEb 0.037 0.037    

95% CIb -0.30, -0.15 -0.33, -0.19    

Ls Meanc -0.32 -0.35 0.04 (-0.11, 0.18) 0.636  

SEc 0.073 0.071    

95% CIc -0.46, -0.17 -0.49, -0.21    

 

  Day 15 Actual n 106 115    

Mean 0.05 0.07    

SD 0.320 0.343    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.38 -0.35    

SD 0.866 0.634    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.17)     

Ls Meanb -0.39 -0.41 0.02 (-0.08, 0.13) 0.679  

SEb 0.040 0.039    

95% CIb -0.47, -0.31 -0.49, -0.33    

Ls Meanc -0.36 -0.40 0.03 (-0.04, 0.11) 0.388  

SEc 0.039 0.037    

95% CIc -0.44, -0.29 -0.47, -0.32    

 

  Day 29 Actual n 94 99    

Mean 0.02 0.01    

SD 0.145 0.101    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 82 86    

Mean -0.44 -0.34    

SD 0.862 0.644    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.40 -0.43 0.03 (-0.07, 0.14) 0.565  

SEb 0.041 0.039    

95% CIb -0.48, -0.32 -0.51, -0.35    

Ls Meanc -0.39 -0.40 0.01 (-0.03, 0.05) 0.553  

SEc 0.020 0.018    

95% CIc -0.43, -0.35 -0.44, -0.36    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.13)     

Ls Meanb -0.64 -0.71 0.08 (0.01, 0.14) 0.018  

 

  Baseline Actual n 129 140    

Mean 0.84 0.94    

SD 1.074 1.068    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.51 0.64    

SD 0.867 0.927    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.31 -0.37    

SD 1.012 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.34 -0.33 -0.01 (-0.15, 0.13) 0.851  

SEb 0.055 0.053    

95% CIb -0.45, -0.23 -0.43, -0.23    

Ls Meanc -0.39 -0.40 0.01 (-0.19, 0.20) 0.942  

SEc 0.100 0.095    

95% CIc -0.59, -0.20 -0.59, -0.21    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.34 0.34    

SD 0.723 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.54 -0.63    

SD 1.081 1.077    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.54 -0.60 0.06 (-0.08, 0.21) 0.385  

SEb 0.056 0.055    

95% CIb -0.65, -0.43 -0.71, -0.50    

Ls Meanc -0.61 -0.68 0.06 (-0.11, 0.24) 0.466  

SEc 0.085 0.082    

95% CIc -0.78, -0.45 -0.84, -0.52    

 

  Day 15 Actual n 106 115    

Mean 0.19 0.09    

SD 0.554 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.64 -0.83    

SD 1.034 1.113    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.24)     

Ls Meanb -0.71 -0.81 0.10 (-0.05, 0.26) 0.176  

SEb 0.059 0.058    

95% CIb -0.82, -0.59 -0.92, -0.70    

Ls Meanc -0.69 -0.80 0.12 (-0.01, 0.24) 0.065  

SEc 0.062 0.058    

95% CIc -0.81, -0.56 -0.92, -0.69    

 

  Day 29 Actual n 94 99    

Mean 0.13 0.02    

SD 0.492 0.141    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 82 86    

Mean -0.61 -0.85    

SD 0.899 1.068    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.15 (0.00, 0.29)     

Ls Meanb -0.74 -0.90 0.16 (0.00, 0.31) 0.043  

SEb 0.059 0.057    

95% CIb -0.86, -0.63 -1.01, -0.79    

Ls Meanc -0.66 -0.76 0.10 (0.01, 0.19) 0.026  

SEc 0.043 0.041    

95% CIc -0.75, -0.58 -0.84, -0.68    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.08 (0.02, 0.13)     

Ls Meanb -0.56 -0.63 0.08 (0.02, 0.13) 0.006  

 

  Baseline Actual n 129 140    

Mean 0.73 0.84    

SD 0.998 1.020    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.46 0.49    

SD 0.848 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.23 -0.40    

SD 0.992 1.013    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.23)     

Ls Meanb -0.23 -0.34 0.11 (-0.02, 0.23) 0.098  

SEb 0.050 0.048    

95% CIb -0.33, -0.14 -0.43, -0.25    

Ls Meanc -0.30 -0.39 0.10 (-0.09, 0.29) 0.305  

SEc 0.097 0.092    

95% CIc -0.49, -0.10 -0.58, -0.21    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.30 0.34    

SD 0.692 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.44 -0.54    

SD 1.036 1.041    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.41 -0.47 0.06 (-0.07, 0.19) 0.351  

SEb 0.051 0.050    

95% CIb -0.51, -0.31 -0.57, -0.37    

Ls Meanc -0.54 -0.59 0.05 (-0.12, 0.23) 0.566  

SEc 0.086 0.083    

95% CIc -0.71, -0.37 -0.76, -0.43    

 

  Day 15 Actual n 106 115    

Mean 0.16 0.07    

SD 0.500 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.59 -0.78    

SD 0.995 1.079    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.02, 0.25)     

Ls Meanb -0.61 -0.73 0.12 (-0.02, 0.25) 0.095  

SEb 0.054 0.052    

95% CIb -0.72, -0.51 -0.83, -0.63    

Ls Meanc -0.60 -0.70 0.10 (0.00, 0.20) 0.049  

SEc 0.051 0.048    

95% CIc -0.70, -0.50 -0.80, -0.61    

 

  Day 29 Actual n 94 99    

Mean 0.06 0.03    

SD 0.322 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.57 -0.78    

SD 0.889 1.056    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.23)     

Ls Meanb -0.66 -0.76 0.10 (-0.04, 0.23) 0.166  

SEb 0.054 0.052    

95% CIb -0.77, -0.56 -0.86, -0.66    

Ls Meanc -0.63 -0.68 0.05 (-0.04, 0.14) 0.249  

SEc 0.042 0.040    

95% CIc -0.71, -0.54 -0.76, -0.60    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.05 (-0.01, 0.10)     

Ls Meanb -0.43 -0.47 0.04 (-0.01, 0.08) 0.102  

 

  Baseline Actual n 129 140    

Mean 0.60 0.56    

SD 0.815 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.39 0.35    

SD 0.649 0.582    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 115 126    

Mean -0.19 -0.26    

SD 0.748 0.771    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.24)     

Ls Meanb -0.21 -0.29 0.08 (-0.03, 0.19) 0.158  

SEb 0.043 0.041    

95% CIb -0.29, -0.13 -0.37, -0.21    

Ls Meanc -0.26 -0.33 0.08 (-0.06, 0.22) 0.290  

SEc 0.071 0.067    

95% CIc -0.40, -0.12 -0.47, -0.20    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.31 0.21    

SD 0.570 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 110 109    

Mean -0.31 -0.35    

SD 0.821 0.614    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.26)     

Ls Meanb -0.33 -0.42 0.09 (-0.02, 0.20) 0.115  

SEb 0.043 0.042    

95% CIb -0.42, -0.25 -0.51, -0.34    

Ls Meanc -0.31 -0.41 0.09 (-0.03, 0.22) 0.152  

SEc 0.062 0.060    

95% CIc -0.44, -0.19 -0.53, -0.29    

 

  Day 15 Actual n 106 115    

Mean 0.18 0.10    

SD 0.474 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.39 -0.53    

SD 0.768 0.758    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.26)     

Ls Meanb -0.45 -0.53 0.08 (-0.04, 0.20) 0.171  

SEb 0.046 0.045    

95% CIb -0.54, -0.36 -0.62, -0.44    

Ls Meanc -0.43 -0.54 0.11 (0.00, 0.22) 0.049  

SEc 0.056 0.053    

95% CIc -0.54, -0.32 -0.64, -0.43    

 

  Day 29 Actual n 94 99    

Mean 0.06 0.12    

SD 0.246 0.411    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 82 86    

Mean -0.44 -0.52    

SD 0.771 0.747    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.54 -0.51 -0.03 (-0.15, 0.09) 0.600  

SEb 0.046 0.045    

95% CIb -0.63, -0.45 -0.60, -0.42    

Ls Meanc -0.47 -0.45 -0.02 (-0.10, 0.06) 0.597  

SEc 0.039 0.037    

95% CIc -0.54, -0.39 -0.52, -0.37    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.14)     

Ls Meanb -0.29 -0.35 0.06 (0.00, 0.12) 0.053  

 

  Baseline Actual n 129 140    

Mean 0.53 0.47    

SD 0.839 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.41 0.34    

SD 0.789 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 115 126    

Mean -0.15 -0.10    

SD 0.786 0.774    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.22)     

Ls Meanb -0.13 -0.18 0.05 (-0.09, 0.19) 0.503  

SEb 0.055 0.053    

95% CIb -0.24, -0.02 -0.28, -0.07    

Ls Meanc -0.20 -0.20 0.00 (-0.17, 0.17) 0.996  

SEc 0.084 0.080    

95% CIc -0.37, -0.04 -0.36, -0.05    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.31 0.27    

SD 0.769 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 110 109    

Mean -0.28 -0.24    

SD 0.920 0.838    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.20)     

Ls Meanb -0.23 -0.26 0.03 (-0.11, 0.17) 0.691  

SEb 0.056 0.055    

95% CIb -0.34, -0.12 -0.37, -0.15    

Ls Meanc -0.29 -0.31 0.01 (-0.16, 0.19) 0.879  

SEc 0.086 0.084    

95% CIc -0.46, -0.12 -0.47, -0.14    

 

  Day 15 Actual n 106 115    

Mean 0.19 0.06    

SD 0.634 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.28 -0.33    

SD 0.817 0.753    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.05, 0.31)     

Ls Meanb -0.32 -0.43 0.11 (-0.04, 0.26) 0.163  

SEb 0.059 0.058    

95% CIb -0.43, -0.20 -0.54, -0.31    

Ls Meanc -0.28 -0.39 0.12 (-0.01, 0.24) 0.075  

SEc 0.064 0.061    

95% CIc -0.40, -0.15 -0.51, -0.27    

 

  Day 29 Actual n 94 99    

Mean 0.07 0.09    

SD 0.366 0.380    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.34 -0.31    

SD 0.724 0.771    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.20)     

Ls Meanb -0.40 -0.41 0.02 (-0.14, 0.17) 0.839  

SEb 0.059 0.057    

95% CIb -0.51, -0.28 -0.53, -0.30    

Ls Meanc -0.35 -0.35 0.00 (-0.11, 0.10) 0.945  

SEc 0.051 0.048    

95% CIc -0.46, -0.25 -0.45, -0.26    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (0.02, 0.13)     

Ls Meanb -0.48 -0.54 0.06 (0.02, 0.10) 0.007  

 

  Baseline Actual n 129 140    

Mean 0.60 0.63    

SD 0.834 0.808    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.37 0.29    

SD 0.668 0.620    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.12 -0.39    

SD 0.785 0.779    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (0.04, 0.32)     

Ls Meanb -0.23 -0.38 0.15 (0.04, 0.26) 0.010  

SEb 0.045 0.043    

95% CIb -0.32, -0.15 -0.47, -0.30    

Ls Meanc -0.22 -0.39 0.17 (0.02, 0.32) 0.025  

SEc 0.075 0.071    

95% CIc -0.37, -0.08 -0.53, -0.25    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.31 0.19    

SD 0.716 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 110 109    

Mean -0.31 -0.51    

SD 0.906 0.835    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.28)     

Ls Meanb -0.39 -0.50 0.11 (-0.01, 0.23) 0.064  

SEb 0.045 0.045    

95% CIb -0.48, -0.30 -0.59, -0.41    

Ls Meanc -0.38 -0.50 0.13 (-0.02, 0.28) 0.100  

SEc 0.074 0.072    

95% CIc -0.52, -0.23 -0.64, -0.36    

 

  Day 15 Actual n 106 115    

Mean 0.14 0.10    

SD 0.487 0.374    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.41 -0.57    

SD 0.883 0.836    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.22)     

Ls Meanb -0.53 -0.58 0.05 (-0.07, 0.18) 0.416  

SEb 0.049 0.047    

95% CIb -0.62, -0.43 -0.67, -0.49    

Ls Meanc -0.44 -0.50 0.06 (-0.06, 0.18) 0.307  

SEc 0.057 0.055    

95% CIc -0.56, -0.33 -0.61, -0.40    

 

  Day 29 Actual n 94 99    

Mean 0.04 0.13    

SD 0.250 0.420    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.54 -0.55    

SD 0.834 0.821    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.08)     

Ls Meanb -0.62 -0.55 -0.06 (-0.19, 0.06) 0.321  

SEb 0.049 0.048    

95% CIb -0.71, -0.52 -0.65, -0.46    

Ls Meanc -0.58 -0.52 -0.05 (-0.14, 0.04) 0.235  

SEc 0.043 0.040    

95% CIc -0.66, -0.49 -0.60, -0.44    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.10 -0.11 0.01 (-0.01, 0.03) 0.523  

 

  Baseline Actual n 129 140    

Mean 0.15 0.14    

SD 0.517 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 133 148    

Mean 0.06 0.05    

SD 0.320 0.281    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 115 126    

Mean -0.08 -0.06    

SD 0.516 0.502    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.06 -0.06 0.00 (-0.05, 0.05) 0.976  

SEb 0.019 0.019    

95% CIb -0.10, -0.02 -0.10, -0.02    

Ls Meanc -0.08 -0.10 0.02 (-0.06, 0.09) 0.664  

SEc 0.038 0.036    

95% CIc -0.16, -0.01 -0.17, -0.03    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.05 0.04    

SD 0.338 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 110 109    

Mean -0.12 -0.06    

SD 0.586 0.514    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.08 -0.08 0.01 (-0.04, 0.06) 0.783  

SEb 0.020 0.019    

95% CIb -0.11, -0.04 -0.12, -0.05    

Ls Meanc -0.11 -0.11 0.00 (-0.08, 0.09) 0.960  

SEc 0.042 0.041    

95% CIc -0.19, -0.03 -0.19, -0.03    

 

  Day 15 Actual n 106 115    

Mean 0.02 0.02    

SD 0.194 0.187    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.8 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.14 -0.05    

SD 0.532 0.269    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.11 -0.12 0.01 (-0.04, 0.06) 0.717  

SEb 0.021 0.020    

95% CIb -0.15, -0.07 -0.16, -0.08    

Ls Meanc -0.09 -0.10 0.01 (-0.03, 0.05) 0.593  

SEc 0.021 0.020    

95% CIc -0.13, -0.05 -0.14, -0.06    

 

  Day 29 Actual n 94 99    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 82 86    

Mean -0.13 -0.06    

SD 0.539 0.281    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.12 -0.12 -0.01 (-0.06, 0.05) 0.787  

SEb 0.021 0.021    

95% CIb -0.17, -0.08 -0.16, -0.08    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset ≤ 

3 days 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.11 (-0.20, -0.02)     

Ls Meanb -0.76 -0.64 -0.11 (-0.21, -0.02) 0.021  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.95 1.08    

SD 1.029 1.042    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.46 0.84    

SD 0.807 0.925    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

   Change n 60 62    

Mean -0.38 -0.18    

SD 1.091 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.48, -0.04)     

Ls Meanb -0.45 -0.19 -0.26 (-0.49, -0.04) 0.023  

SEb 0.085 0.085    

95% CIb -0.62, -0.29 -0.36, -0.02    

Ls Meanc -0.46 -0.20 -0.25 (-0.56, 0.05) 0.101  

SEc 0.123 0.133    

95% CIc -0.70, -0.21 -0.47, 0.06    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.33 0.71    

SD 0.675 0.941    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.52 -0.32    

SD 1.041 1.193    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.39 (-0.61, -0.16)     

Ls Meanb -0.67 -0.27 -0.40 (-0.64, -0.17) 0.001  

SEb 0.087 0.087    

95% CIb -0.84, -0.50 -0.44, -0.09    

Ls Meanc -0.65 -0.33 -0.31 (-0.62, -0.01) 0.046  

SEc 0.121 0.131    

95% CIc -0.89, -0.40 -0.59, -0.07    

 

  Day 15 Actual n 71 63    

Mean 0.14 0.22    

SD 0.424 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.77 -0.89    

SD 1.154 0.938    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.20, 0.27)     

Ls Meanb -0.85 -0.89 0.03 (-0.21, 0.28) 0.782  

SEb 0.089 0.094    

95% CIb -1.02, -0.68 -1.07, -0.70    

Ls Meanc -0.84 -0.87 0.02 (-0.19, 0.23) 0.833  

SEc 0.080 0.096    

95% CIc -1.00, -0.68 -1.06, -0.68    

 

  Day 29 Actual n 54 45    

Mean 0.07 0.27    

SD 0.328 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 39    

Mean -0.80 -0.92    

SD 0.980 1.061    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.41, 0.09)     

Ls Meanb -0.89 -0.73 -0.17 (-0.42, 0.09) 0.205  

SEb 0.093 0.096    

95% CIb -1.08, -0.71 -0.92, -0.54    

Ls Meanc -0.97 -0.86 -0.11 (-0.35, 0.13) 0.354  

SEc 0.090 0.110    

95% CIc -1.15, -0.79 -1.08, -0.64    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.61 -0.58 -0.04 (-0.08, 0.00) 0.067  

 

  Baseline Actual n 66 66  0.066d  

Mean 0.70 0.76    

SD 0.928 0.946    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.41 0.34    

SD 0.755 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.23 -0.39    

SD 0.810 0.797    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.29)     

Ls Meanb -0.23 -0.36 0.13 (-0.01, 0.27) 0.076  

SEb 0.052 0.051    

95% CIb -0.33, -0.13 -0.46, -0.26    

Ls Meanc -0.30 -0.44 0.14 (-0.08, 0.36) 0.210  

SEc 0.089 0.097    

95% CIc -0.48, -0.12 -0.63, -0.25    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.10 0.26    

SD 0.422 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 56    

Mean -0.54 -0.45    

SD 0.862 1.077    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.35, -0.03)     

Ls Meanb -0.60 -0.43 -0.18 (-0.32, -0.03) 0.018  

SEb 0.054 0.054    

95% CIb -0.71, -0.50 -0.53, -0.32    

Ls Meanc -0.61 -0.46 -0.15 (-0.36, 0.06) 0.165  

SEc 0.083 0.090    

95% CIc -0.78, -0.45 -0.64, -0.29    

 

  Day 15 Actual n 71 63    

Mean 0.04 0.00    

SD 0.264 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 6 of 1392 

Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.58 -0.68    

SD 0.969 0.935    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.14, 0.19)     

Ls Meanb -0.68 -0.71 0.03 (-0.13, 0.18) 0.722  

SEb 0.055 0.058    

95% CIb -0.79, -0.57 -0.82, -0.59    

Ls Meanc -0.63 -0.65 0.02 (-0.02, 0.06) 0.312  

SEc 0.015 0.019    

95% CIc -0.66, -0.59 -0.68, -0.61    

 

  Day 29 Actual n 54 45    

Mean 0.00 0.07    

SD 0.000 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 41 39    

Mean -0.68 -0.72    

SD 0.960 1.050    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.16)     

Ls Meanb -0.70 -0.67 -0.02 (-0.19, 0.15) 0.781  

SEb 0.061 0.063    

95% CIb -0.82, -0.58 -0.80, -0.55    

Ls Meanc -0.74 -0.67 -0.07 (-0.19, 0.04) 0.214  

SEc 0.044 0.054    

95% CIc -0.83, -0.65 -0.78, -0.56    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.02)     

Ls Meanb -0.53 -0.47 -0.06 (-0.14, 0.02) 0.141  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.71 0.77    

SD 0.855 0.800    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.68 0.57    

SD 0.849 0.838    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean 0.02 -0.24    

SD 0.792 0.824    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.29 (0.05, 0.52)     

Ls Meanb -0.04 -0.28 0.24 (0.04, 0.43) 0.017  

SEb 0.073 0.073    

95% CIb -0.18, 0.10 -0.42, -0.14    

Ls Meanc -0.06 -0.30 0.25 (-0.02, 0.51) 0.066  

SEc 0.106 0.115    

95% CIc -0.27, 0.15 -0.53, -0.07    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.39 0.50    

SD 0.687 0.692    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 56    

Mean -0.20 -0.29    

SD 0.810 0.868    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.31, 0.18)     

Ls Meanb -0.34 -0.28 -0.05 (-0.25, 0.15) 0.604  

SEb 0.074 0.075    

95% CIb -0.48, -0.19 -0.43, -0.14    

Ls Meanc -0.32 -0.31 -0.01 (-0.25, 0.24) 0.947  

SEc 0.097 0.104    

95% CIc -0.51, -0.13 -0.52, -0.11    

 

  Day 15 Actual n 71 63    

Mean 0.14 0.21    

SD 0.389 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.47 -0.57    

SD 0.749 0.903    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.31, 0.20)     

Ls Meanb -0.61 -0.56 -0.04 (-0.26, 0.17) 0.679  

SEb 0.076 0.080    

95% CIb -0.76, -0.46 -0.72, -0.41    

Ls Meanc -0.60 -0.57 -0.03 (-0.21, 0.15) 0.752  

SEc 0.068 0.081    

95% CIc -0.73, -0.46 -0.73, -0.41    

 

  Day 29 Actual n 54 45    

Mean 0.02 0.16    

SD 0.136 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 39    

Mean -0.51 -0.59    

SD 0.779 0.910    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.30, 0.23)     

Ls Meanb -0.68 -0.66 -0.03 (-0.25, 0.19) 0.807  

SEb 0.080 0.083    

95% CIb -0.84, -0.53 -0.82, -0.50    

Ls Meanc -0.63 -0.50 -0.13 (-0.31, 0.04) 0.130  

SEc 0.067 0.081    

95% CIc -0.76, -0.50 -0.66, -0.34    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.57 -0.52 -0.05 (-0.15, 0.05) 0.339  

 

  Baseline Actual n 66 66  0.991d  

Mean 1.12 0.85    

SD 0.903 0.789    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.89 0.87    

SD 0.742 0.900    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.18 0.00    

SD 0.748 0.849    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.33, 0.19)     

Ls Meanb -0.18 -0.12 -0.06 (-0.28, 0.16) 0.604  

SEb 0.083 0.083    

95% CIb -0.34, -0.02 -0.28, 0.04    

Ls Meanc -0.17 -0.06 -0.11 (-0.37, 0.15) 0.403  

SEc 0.106 0.116    

95% CIc -0.38, 0.04 -0.29, 0.17    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.74 0.71    

SD 0.755 0.830    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.26 -0.11    

SD 0.782 0.888    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.38, 0.16)     

Ls Meanb -0.29 -0.19 -0.09 (-0.32, 0.13) 0.422  

SEb 0.084 0.086    

95% CIb -0.45, -0.12 -0.36, -0.02    

Ls Meanc -0.22 -0.18 -0.04 (-0.30, 0.22) 0.751  

SEc 0.102 0.111    

95% CIc -0.42, -0.02 -0.40, 0.04    

 

  Day 15 Actual n 71 63    

Mean 0.32 0.35    

SD 0.580 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.58 -0.55    

SD 0.819 0.829    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.23, 0.34)     

Ls Meanb -0.66 -0.71 0.05 (-0.19, 0.29) 0.697  

SEb 0.086 0.091    

95% CIb -0.83, -0.49 -0.89, -0.53    

Ls Meanc -0.58 -0.67 0.09 (-0.12, 0.31) 0.387  

SEc 0.080 0.097    

95% CIc -0.74, -0.42 -0.86, -0.48    

 

  Day 29 Actual n 54 45    

Mean 0.26 0.13    

SD 0.556 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 39    

Mean -0.71 -0.72    

SD 1.055 0.887    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.23, 0.35)     

Ls Meanb -0.74 -0.79 0.05 (-0.19, 0.30) 0.678  

SEb 0.090 0.093    

95% CIb -0.92, -0.57 -0.98, -0.61    

Ls Meanc -0.72 -0.97 0.25 (0.01, 0.50) 0.043  

SEc 0.093 0.116    

95% CIc -0.90, -0.54 -1.20, -0.74    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 13 of 1392 

Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.05 (-0.02, 0.12)     

Ls Meanb -0.32 -0.36 0.04 (-0.02, 0.09) 0.159  

 

  Baseline Actual n 66 66  0.147d  

Mean 0.39 0.47    

SD 0.742 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.36 0.26    

SD 0.658 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 60 62    

Mean -0.02 -0.18    

SD 0.537 0.878    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.06, 0.32)     

Ls Meanb -0.07 -0.18 0.10 (-0.04, 0.25) 0.167  

SEb 0.055 0.054    

95% CIb -0.18, 0.04 -0.28, -0.07    

Ls Meanc -0.04 -0.15 0.11 (-0.10, 0.31) 0.302  

SEc 0.084 0.091    

95% CIc -0.20, 0.13 -0.33, 0.03    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 14 of 1392 

Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.23 0.28    

SD 0.543 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 56    

Mean -0.19 -0.23    

SD 0.870 0.934    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.18, 0.21)     

Ls Meanb -0.20 -0.20 0.01 (-0.14, 0.16) 0.913  

SEb 0.056 0.056    

95% CIb -0.31, -0.09 -0.32, -0.09    

Ls Meanc -0.22 -0.25 0.02 (-0.19, 0.24) 0.827  

SEc 0.085 0.092    

95% CIc -0.39, -0.06 -0.43, -0.07    

 

  Day 15 Actual n 71 63    

Mean 0.10 0.11    

SD 0.345 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.28 -0.49    

SD 0.818 0.997    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.17, 0.24)     

Ls Meanb -0.33 -0.35 0.02 (-0.14, 0.18) 0.769  

SEb 0.057 0.061    

95% CIb -0.44, -0.22 -0.47, -0.23    

Ls Meanc -0.41 -0.45 0.04 (-0.13, 0.21) 0.661  

SEc 0.065 0.077    

95% CIc -0.54, -0.29 -0.61, -0.30    

 

  Day 29 Actual n 54 45    

Mean 0.06 0.00    

SD 0.302 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 41 39    

Mean -0.22 -0.56    

SD 0.525 0.912    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.08, 0.35)     

Ls Meanb -0.35 -0.46 0.11 (-0.06, 0.28) 0.212  

SEb 0.062 0.064    

95% CIb -0.47, -0.23 -0.58, -0.34    

Ls Meanc -0.36 -0.48 0.12 (0.01, 0.23) 0.027  

SEc 0.041 0.050    

95% CIc -0.44, -0.27 -0.58, -0.38    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.09)     

Ls Meanb -0.11 -0.10 -0.01 (-0.07, 0.05) 0.843  

 

  Baseline Actual n 66 66  0.733d  

Mean 0.15 0.27    

SD 0.472 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.23 0.25    

SD 0.554 0.695    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 60 62    

Mean 0.10 -0.05    

SD 0.399 0.777    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.20, 0.32)     

Ls Meanb 0.01 -0.03 0.04 (-0.11, 0.18) 0.635  

SEb 0.055 0.055    

95% CIb -0.10, 0.11 -0.14, 0.08    

Ls Meanc 0.04 -0.04 0.08 (-0.13, 0.29) 0.438  

SEc 0.084 0.090    

95% CIc -0.13, 0.21 -0.22, 0.14    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.19 0.26    

SD 0.490 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 56    

Mean 0.04 -0.02    

SD 0.582 0.884    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.17 (-0.44, 0.10)     

Ls Meanb -0.02 0.07 -0.10 (-0.25, 0.06) 0.221  

SEb 0.056 0.057    

95% CIb -0.13, 0.09 -0.04, 0.18    

Ls Meanc -0.04 0.02 -0.06 (-0.28, 0.16) 0.592  

SEc 0.087 0.093    

95% CIc -0.21, 0.13 -0.17, 0.20    

 

  Day 15 Actual n 71 63    

Mean 0.06 0.17    

SD 0.232 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.09 -0.17    

SD 0.450 0.670    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.24, 0.32)     

Ls Meanb -0.13 -0.16 0.02 (-0.14, 0.18) 0.784  

SEb 0.057 0.061    

95% CIb -0.25, -0.02 -0.28, -0.04    

Ls Meanc -0.16 -0.15 -0.01 (-0.14, 0.11) 0.831  

SEc 0.048 0.057    

95% CIc -0.26, -0.07 -0.26, -0.03    

 

  Day 29 Actual n 54 45    

Mean 0.02 0.07    

SD 0.136 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 39    

Mean -0.10 -0.36    

SD 0.436 0.811    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.21, 0.39)     

Ls Meanb -0.18 -0.23 0.05 (-0.12, 0.22) 0.552  

SEb 0.061 0.063    

95% CIb -0.30, -0.06 -0.35, -0.11    

Ls Meanc -0.26 -0.20 -0.06 (-0.18, 0.06) 0.334  

SEc 0.045 0.054    

95% CIc -0.34, -0.17 -0.30, -0.09    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.02)     

Ls Meanb -0.79 -0.71 -0.08 (-0.18, 0.02) 0.134  

 

  Baseline Actual n 66 66  0.001d  

Mean 1.17 1.23    

SD 1.017 1.049    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.89 1.21    

SD 0.935 1.050    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.17 0.03    

SD 0.847 0.975    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.35, 0.14)     

Ls Meanb -0.28 -0.17 -0.11 (-0.36, 0.15) 0.410  

SEb 0.095 0.095    

95% CIb -0.46, -0.09 -0.36, 0.02    

Ls Meanc -0.32 -0.17 -0.15 (-0.43, 0.14) 0.307  

SEc 0.116 0.125    

95% CIc -0.55, -0.09 -0.42, 0.08    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.67 1.00    

SD 0.863 1.007    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.39 -0.18    

SD 0.940 1.081    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.48, 0.02)     

Ls Meanb -0.54 -0.30 -0.24 (-0.50, 0.03) 0.077  

SEb 0.097 0.098    

95% CIb -0.73, -0.35 -0.49, -0.11    

Ls Meanc -0.54 -0.37 -0.17 (-0.48, 0.14) 0.268  

SEc 0.122 0.132    

95% CIc -0.79, -0.30 -0.63, -0.11    

 

  Day 15 Actual n 71 63    

Mean 0.35 0.52    

SD 0.635 0.800    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.89 -0.68    

SD 1.068 0.935    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.34, 0.20)     

Ls Meanb -0.95 -0.88 -0.07 (-0.35, 0.20) 0.612  

SEb 0.099 0.105    

95% CIb -1.14, -0.75 -1.08, -0.67    

Ls Meanc -1.00 -0.89 -0.11 (-0.37, 0.16) 0.423  

SEc 0.099 0.119    

95% CIc -1.20, -0.80 -1.13, -0.66    

 

  Day 29 Actual n 54 45    

Mean 0.24 0.33    

SD 0.581 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 39    

Mean -0.80 -0.97    

SD 1.005 1.267    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.19, 0.36)     

Ls Meanb -0.98 -1.06 0.09 (-0.20, 0.37) 0.552  

SEb 0.104 0.108    

95% CIb -1.18, -0.77 -1.27, -0.85    

Ls Meanc -0.99 -1.04 0.05 (-0.23, 0.34) 0.719  

SEc 0.110 0.134    

95% CIc -1.21, -0.77 -1.31, -0.78    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.80 -0.81 0.02 (-0.07, 0.10) 0.657  

 

  Baseline Actual n 66 66  0.152d  

Mean 1.02 1.17    

SD 0.936 0.870    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.70 0.76    

SD 0.887 0.846    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.32 -0.50    

SD 0.930 1.004    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.15, 0.34)     

Ls Meanb -0.40 -0.49 0.09 (-0.13, 0.31) 0.431  

SEb 0.081 0.081    

95% CIb -0.56, -0.24 -0.65, -0.33    

Ls Meanc -0.43 -0.57 0.13 (-0.15, 0.42) 0.353  

SEc 0.114 0.124    

95% CIc -0.66, -0.21 -0.81, -0.32    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.41 0.54    

SD 0.712 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 56    

Mean -0.57 -0.61    

SD 0.983 0.985    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.42, 0.08)     

Ls Meanb -0.74 -0.59 -0.15 (-0.38, 0.08) 0.194  

SEb 0.084 0.084    

95% CIb -0.91, -0.58 -0.76, -0.43    

Ls Meanc -0.74 -0.64 -0.10 (-0.35, 0.15) 0.443  

SEc 0.098 0.107    

95% CIc -0.93, -0.55 -0.85, -0.43    

 

  Day 15 Actual n 71 63    

Mean 0.27 0.29    

SD 0.654 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.79 -0.96    

SD 1.026 0.955    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.20, 0.33)     

Ls Meanb -0.87 -0.93 0.06 (-0.18, 0.30) 0.624  

SEb 0.085 0.091    

95% CIb -1.04, -0.70 -1.11, -0.75    

Ls Meanc -0.92 -0.96 0.05 (-0.18, 0.27) 0.675  

SEc 0.084 0.102    

95% CIc -1.08, -0.75 -1.17, -0.76    

 

  Day 29 Actual n 54 45    

Mean 0.04 0.22    

SD 0.191 0.517    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 39    

Mean -0.90 -1.08    

SD 0.970 0.900    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.41, 0.14)     

Ls Meanb -1.03 -0.90 -0.12 (-0.37, 0.13) 0.342  

SEb 0.091 0.094    

95% CIb -1.20, -0.85 -1.09, -0.72    

Ls Meanc -1.10 -0.96 -0.14 (-0.34, 0.05) 0.148  

SEc 0.072 0.090    

95% CIc -1.24, -0.95 -1.14, -0.78    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.12 (-0.22, -0.03)     

Ls Meanb -0.83 -0.70 -0.12 (-0.22, -0.03) 0.011  

 

  Baseline Actual n 66 66  0.004d  

Mean 0.97 1.18    

SD 1.022 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.51 0.78    

SD 0.808 0.961    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.42 -0.32    

SD 1.109 1.156    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.47, -0.02)     

Ls Meanb -0.53 -0.29 -0.24 (-0.47, -0.02) 0.036  

SEb 0.084 0.084    

95% CIb -0.70, -0.37 -0.46, -0.13    

Ls Meanc -0.55 -0.32 -0.23 (-0.55, 0.09) 0.160  

SEc 0.129 0.139    

95% CIc -0.80, -0.29 -0.60, -0.05    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.31 0.65    

SD 0.692 0.966    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.54 -0.52    

SD 0.946 1.279    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.33 (-0.57, -0.10)     

Ls Meanb -0.71 -0.38 -0.33 (-0.57, -0.10) 0.005  

SEb 0.086 0.086    

95% CIb -0.88, -0.55 -0.55, -0.21    

Ls Meanc -0.69 -0.45 -0.25 (-0.57, 0.08) 0.138  

SEc 0.128 0.138    

95% CIc -0.95, -0.44 -0.72, -0.17    

 

  Day 15 Actual n 71 63    

Mean 0.13 0.21    

SD 0.412 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.81 -1.02    

SD 1.075 0.821    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.24, 0.25)     

Ls Meanb -0.93 -0.94 0.01 (-0.24, 0.25) 0.959  

SEb 0.088 0.093    

95% CIb -1.10, -0.76 -1.12, -0.76    

Ls Meanc -0.93 -0.90 -0.02 (-0.20, 0.15) 0.787  

SEc 0.067 0.080    

95% CIc -1.06, -0.79 -1.06, -0.74    

 

  Day 29 Actual n 54 45    

Mean 0.07 0.24    

SD 0.264 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 39    

Mean -0.83 -0.97    

SD 1.093 1.181    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.43, 0.08)     

Ls Meanb -0.97 -0.80 -0.17 (-0.43, 0.08) 0.179  

SEb 0.092 0.095    

95% CIb -1.15, -0.79 -0.98, -0.61    

Ls Meanc -1.02 -0.89 -0.13 (-0.36, 0.10) 0.266  

SEc 0.089 0.108    

95% CIc -1.20, -0.84 -1.10, -0.67    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.25 -0.25 0.00 (-0.06, 0.05) 0.966  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.30 0.41    

SD 0.632 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.31 0.30    

SD 0.736 0.674    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean 0.02 -0.06    

SD 0.676 0.765    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.15, 0.29)     

Ls Meanb -0.01 -0.06 0.05 (-0.10, 0.19) 0.541  

SEb 0.054 0.054    

95% CIb -0.12, 0.10 -0.16, 0.05    

Ls Meanc -0.05 -0.11 0.06 (-0.18, 0.30) 0.628  

SEc 0.097 0.105    

95% CIc -0.24, 0.14 -0.32, 0.10    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.11 0.32    

SD 0.363 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 56    

Mean -0.07 -0.07    

SD 0.508 0.828    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.44, 0.03)     

Ls Meanb -0.16 -0.03 -0.13 (-0.29, 0.02) 0.083  

SEb 0.056 0.056    

95% CIb -0.27, -0.05 -0.14, 0.08    

Ls Meanc -0.19 -0.06 -0.13 (-0.34, 0.08) 0.226  

SEc 0.083 0.089    

95% CIc -0.35, -0.02 -0.24, 0.12    

 

  Day 15 Actual n 71 63    

Mean 0.13 0.03    

SD 0.505 0.177    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.17 -0.36    

SD 0.580 0.735    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.10, 0.38)     

Ls Meanb -0.24 -0.33 0.09 (-0.07, 0.25) 0.263  

SEb 0.057 0.060    

95% CIb -0.35, -0.13 -0.45, -0.21    

Ls Meanc -0.23 -0.36 0.13 (-0.03, 0.28) 0.104  

SEc 0.058 0.070    

95% CIc -0.35, -0.12 -0.50, -0.22    

 

  Day 29 Actual n 54 45    

Mean 0.02 0.00    

SD 0.136 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 41 39    

Mean -0.22 -0.56    

SD 0.525 0.788    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.15, 0.36)     

Ls Meanb -0.36 -0.42 0.07 (-0.10, 0.23) 0.437  

SEb 0.061 0.063    

95% CIb -0.48, -0.24 -0.55, -0.30    

Ls Meanc -0.37 -0.41 0.05 (0.00, 0.10) 0.048  

SEc 0.018 0.022    

95% CIc -0.40, -0.33 -0.46, -0.37    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.06 (-0.10, 0.22)     

Ls Meanb -0.12 -0.18 0.05 (-0.08, 0.19) 0.439  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.42 0.47    

SD 0.805 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.54 0.61    

SD 0.852 0.981    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean 0.12 0.23    

SD 0.885 0.965    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.38, 0.24)     

Ls Meanb 0.11 0.17 -0.06 (-0.32, 0.21) 0.660  

SEb 0.100 0.101    

95% CIb -0.08, 0.31 -0.03, 0.37    

Ls Meanc 0.07 0.16 -0.10 (-0.40, 0.21) 0.520  

SEc 0.124 0.134    

95% CIc -0.18, 0.31 -0.10, 0.43    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.53 0.69    

SD 0.959 0.988    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean 0.13 0.29    

SD 1.182 1.124    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.48, 0.15)     

Ls Meanb 0.13 0.27 -0.14 (-0.41, 0.13) 0.306  

SEb 0.101 0.103    

95% CIb -0.07, 0.32 0.07, 0.47    

Ls Meanc 0.04 0.19 -0.15 (-0.52, 0.22) 0.427  

SEc 0.147 0.159    

95% CIc -0.25, 0.33 -0.12, 0.51    

 

  Day 15 Actual n 71 63    

Mean 0.27 0.30    

SD 0.716 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.17 -0.30    

SD 0.975 1.061    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.31, 0.34)     

Ls Meanb -0.25 -0.26 0.01 (-0.27, 0.29) 0.939  

SEb 0.103 0.109    

95% CIb -0.45, -0.04 -0.47, -0.04    

Ls Meanc -0.23 -0.25 0.01 (-0.26, 0.29) 0.927  

SEc 0.104 0.125    

95% CIc -0.44, -0.03 -0.49, 0.00    

 

  Day 29 Actual n 54 45    

Mean 0.24 0.02    

SD 0.751 0.149    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 41 39    

Mean -0.17 -0.46    

SD 0.998 0.913    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.38 (0.05, 0.71)     

Ls Meanb -0.21 -0.53 0.33 (0.04, 0.61) 0.025  

SEb 0.106 0.109    

95% CIb -0.41, 0.00 -0.75, -0.32    

Ls Meanc -0.25 -0.54 0.29 (0.05, 0.53) 0.019  

SEc 0.093 0.114    

95% CIc -0.44, -0.07 -0.77, -0.32    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -0.18 -0.16 -0.02 (-0.13, 0.09) 0.706  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.44 0.41    

SD 0.825 0.859    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.42 0.49    

SD 0.739 0.808    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.03 0.13    

SD 0.712 0.778    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.35, 0.19)     

Ls Meanb 0.02 0.09 -0.07 (-0.30, 0.16) 0.548  

SEb 0.086 0.086    

95% CIb -0.15, 0.19 -0.08, 0.26    

Ls Meanc -0.05 0.09 -0.13 (-0.37, 0.10) 0.266  

SEc 0.096 0.104    

95% CIc -0.24, 0.14 -0.12, 0.29    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.46 0.54    

SD 0.879 0.903    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.02 0.16    

SD 1.073 1.023    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.35, 0.20)     

Ls Meanb 0.05 0.11 -0.06 (-0.30, 0.17) 0.587  

SEb 0.087 0.088    

95% CIb -0.12, 0.22 -0.06, 0.29    

Ls Meanc -0.02 0.08 -0.10 (-0.44, 0.23) 0.542  

SEc 0.132 0.143    

95% CIc -0.28, 0.24 -0.20, 0.36    

 

  Day 15 Actual n 71 63    

Mean 0.20 0.27    

SD 0.600 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.26 -0.23    

SD 0.880 0.937    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.34, 0.24)     

Ls Meanb -0.26 -0.22 -0.04 (-0.29, 0.20) 0.741  

SEb 0.089 0.094    

95% CIb -0.44, -0.09 -0.41, -0.04    

Ls Meanc -0.24 -0.22 -0.02 (-0.26, 0.22) 0.858  

SEc 0.089 0.107    

95% CIc -0.42, -0.06 -0.43, -0.01    

 

  Day 29 Actual n 54 45    

Mean 0.20 0.02    

SD 0.626 0.149    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 41 39    

Mean -0.15 -0.33    

SD 0.882 0.772    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.10, 0.49)     

Ls Meanb -0.24 -0.41 0.17 (-0.08, 0.41) 0.189  

SEb 0.092 0.094    

95% CIb -0.42, -0.06 -0.60, -0.23    

Ls Meanc -0.18 -0.44 0.26 (0.04, 0.47) 0.019  

SEc 0.081 0.100    

95% CIc -0.35, -0.02 -0.64, -0.24    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.10 (-0.19, -0.02)     

Ls Meanb -0.52 -0.45 -0.08 (-0.14, -0.01) 0.020  

 

  Baseline Actual n 66 66  0.003d  

Mean 0.70 0.65    

SD 0.764 0.734    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 2.00    

 

  Day 3 Actual n 81 76    

Mean 0.51 0.37    

SD 0.777 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 60 62    

Mean -0.07 -0.31    

SD 0.880 0.692    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.26 (0.03, 0.49)     

Ls Meanb -0.13 -0.32 0.20 (0.03, 0.36) 0.024  

SEb 0.063 0.063    

95% CIb -0.25, -0.01 -0.45, -0.20    

Ls Meanc -0.14 -0.36 0.23 (-0.02, 0.47) 0.070  

SEc 0.099 0.107    

95% CIc -0.34, 0.06 -0.58, -0.15    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.31 0.44    

SD 0.553 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 56    

Mean -0.39 -0.13    

SD 0.856 0.810    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.30 (-0.53, -0.07)     

Ls Meanb -0.42 -0.20 -0.22 (-0.40, -0.05) 0.012  

SEb 0.064 0.065    

95% CIb -0.55, -0.29 -0.32, -0.07    

Ls Meanc -0.39 -0.20 -0.19 (-0.44, 0.05) 0.124  

SEc 0.097 0.105    

95% CIc -0.59, -0.20 -0.41, 0.01    

 

  Day 15 Actual n 71 63    

Mean 0.07 0.19    

SD 0.258 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.64 -0.47    

SD 0.736 0.687    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.42, 0.07)     

Ls Meanb -0.61 -0.48 -0.13 (-0.31, 0.06) 0.171  

SEb 0.066 0.070    

95% CIb -0.74, -0.48 -0.62, -0.35    

Ls Meanc -0.63 -0.49 -0.14 (-0.30, 0.01) 0.071  

SEc 0.059 0.071    

95% CIc -0.75, -0.52 -0.63, -0.35    

 

  Day 29 Actual n 54 45    

Mean 0.09 0.13    

SD 0.351 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 39    

Mean -0.49 -0.49    

SD 0.810 0.721    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.40, 0.11)     

Ls Meanb -0.64 -0.53 -0.11 (-0.30, 0.09) 0.277  

SEb 0.070 0.072    

95% CIb -0.78, -0.50 -0.67, -0.39    

Ls Meanc -0.48 -0.43 -0.05 (-0.24, 0.15) 0.630  

SEc 0.074 0.091    

95% CIc -0.63, -0.33 -0.61, -0.25    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 40 of 1392 

Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.06, 0.11)     

Ls Meanb -0.26 -0.28 0.02 (-0.04, 0.08) 0.575  

 

  Baseline Actual n 66 66  0.825d  

Mean 0.41 0.36    

SD 0.701 0.757    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.36 0.29    

SD 0.677 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 60 62    

Mean -0.07 -0.08    

SD 0.578 0.795    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.24)     

Ls Meanb -0.11 -0.12 0.01 (-0.15, 0.18) 0.856  

SEb 0.060 0.060    

95% CIb -0.22, 0.01 -0.24, 0.00    

Ls Meanc -0.08 -0.10 0.03 (-0.19, 0.24) 0.812  

SEc 0.086 0.093    

95% CIc -0.25, 0.09 -0.29, 0.08    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.21 0.22    

SD 0.508 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 56    

Mean -0.15 -0.14    

SD 0.627 0.923    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.26, 0.20)     

Ls Meanb -0.16 -0.14 -0.02 (-0.19, 0.14) 0.792  

SEb 0.061 0.062    

95% CIb -0.28, -0.04 -0.26, -0.01    

Ls Meanc -0.14 -0.18 0.04 (-0.18, 0.25) 0.719  

SEc 0.085 0.092    

95% CIc -0.31, 0.03 -0.36, 0.00    

 

  Day 15 Actual n 71 63    

Mean 0.14 0.06    

SD 0.389 0.304    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.25 -0.30    

SD 0.757 0.805    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.10, 0.38)     

Ls Meanb -0.26 -0.37 0.10 (-0.07, 0.28) 0.242  

SEb 0.063 0.067    

95% CIb -0.39, -0.14 -0.50, -0.24    

Ls Meanc -0.25 -0.35 0.10 (-0.06, 0.26) 0.235  

SEc 0.060 0.073    

95% CIc -0.37, -0.13 -0.49, -0.20    

 

  Day 29 Actual n 54 45    

Mean 0.09 0.09    

SD 0.293 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 41 39    

Mean -0.37 -0.38    

SD 0.767 0.935    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.18, 0.32)     

Ls Meanb -0.34 -0.39 0.05 (-0.13, 0.24) 0.574  

SEb 0.067 0.069    

95% CIb -0.47, -0.20 -0.52, -0.25    

Ls Meanc -0.41 -0.42 0.02 (-0.12, 0.16) 0.812  

SEc 0.054 0.066    

95% CIc -0.51, -0.30 -0.55, -0.29    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.08, 0.11)     

Ls Meanb -0.38 -0.39 0.01 (-0.06, 0.08) 0.773  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.56 0.59    

SD 0.659 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.42 0.45    

SD 0.739 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.08 -0.21    

SD 0.869 0.908    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.12, 0.35)     

Ls Meanb -0.11 -0.19 0.09 (-0.09, 0.26) 0.340  

SEb 0.066 0.066    

95% CIb -0.24, 0.02 -0.32, -0.06    

Ls Meanc -0.14 -0.23 0.09 (-0.17, 0.35) 0.478  

SEc 0.105 0.113    

95% CIc -0.34, 0.07 -0.45, 0.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.30 0.29    

SD 0.598 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 56    

Mean -0.24 -0.32    

SD 0.642 0.993    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.16, 0.33)     

Ls Meanb -0.28 -0.34 0.06 (-0.12, 0.25) 0.491  

SEb 0.068 0.068    

95% CIb -0.41, -0.15 -0.48, -0.21    

Ls Meanc -0.31 -0.37 0.06 (-0.17, 0.29) 0.600  

SEc 0.090 0.097    

95% CIc -0.48, -0.13 -0.56, -0.17    

 

  Day 15 Actual n 71 63    

Mean 0.14 0.10    

SD 0.457 0.296    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 45 of 1392 

Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.34 -0.49    

SD 0.807 0.831    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.14, 0.38)     

Ls Meanb -0.41 -0.50 0.09 (-0.11, 0.28) 0.377  

SEb 0.069 0.073    

95% CIb -0.55, -0.28 -0.64, -0.36    

Ls Meanc -0.40 -0.51 0.11 (-0.07, 0.28) 0.218  

SEc 0.066 0.079    

95% CIc -0.53, -0.27 -0.67, -0.35    

 

  Day 29 Actual n 54 45    

Mean 0.11 0.13    

SD 0.502 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 41 39    

Mean -0.37 -0.36    

SD 0.829 0.668    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.25, 0.29)     

Ls Meanb -0.47 -0.48 0.01 (-0.19, 0.21) 0.887  

SEb 0.073 0.075    

95% CIb -0.61, -0.33 -0.63, -0.34    

Ls Meanc -0.41 -0.44 0.03 (-0.20, 0.25) 0.805  

SEc 0.086 0.105    

95% CIc -0.58, -0.24 -0.65, -0.23    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.08 -0.08 0.00 (-0.02, 0.02) 0.708  

 

  Baseline Actual n 66 66  0.332d  

Mean 0.14 0.05    

SD 0.552 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 81 76    

Mean 0.06 0.00    

SD 0.366 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 60 62    

Mean -0.07 -0.05    

SD 0.406 0.282    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.29)     

Ls Meanb -0.04 -0.10 0.06 (-0.01, 0.13) 0.091  

SEb 0.025 0.025    

95% CIb -0.09, 0.01 -0.15, -0.05    

Ls Meanc -0.05 -0.08 0.04 (-0.05, 0.12) 0.388  

SEc 0.033 0.036    

95% CIc -0.11, 0.02 -0.15, -0.01    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.00 0.06    

SD 0.000 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 54 56    

Mean -0.07 0.02    

SD 0.428 0.486    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.27, 0.06)     

Ls Meanb -0.07 -0.02 -0.04 (-0.12, 0.03) 0.233  

SEb 0.026 0.026    

95% CIb -0.12, -0.01 -0.07, 0.03    

Ls Meanc -0.07 0.00 -0.07 (-0.17, 0.04) 0.197  

SEc 0.041 0.044    

95% CIc -0.15, 0.01 -0.09, 0.08    

 

  Day 15 Actual n 71 63    

Mean 0.03 0.00    

SD 0.167 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.11 -0.06    

SD 0.610 0.323    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.23)     

Ls Meanb -0.07 -0.10 0.03 (-0.05, 0.10) 0.500  

SEb 0.027 0.029    

95% CIb -0.12, -0.02 -0.15, -0.04    

Ls Meanc -0.08 -0.12 0.04 (-0.02, 0.10) 0.162  

SEc 0.022 0.026    

95% CIc -0.12, -0.04 -0.17, -0.07    

 

  Day 29 Actual n 54 45    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 41 39    

Mean -0.17 -0.08    

SD 0.667 0.354    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.23, 0.14)     

Ls Meanb -0.12 -0.10 -0.02 (-0.10, 0.06) 0.641  

SEb 0.030 0.031    

95% CIb -0.18, -0.06 -0.16, -0.04    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset > 

3 days 

Body Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.85 -0.86 0.01 (-0.04, 0.05) 0.784  

 

  Baseline Actual n 243 259    

Mean 1.18 1.00    

SD 1.063 0.926    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.69 0.61    

SD 0.917 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 219 236    

Mean -0.52 -0.39    

SD 1.029 0.936    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.08)     

Ls Meanb -0.50 -0.46 -0.03 (-0.15, 0.08) 0.569  

SEb 0.044 0.043    

95% CIb -0.58, -0.41 -0.55, -0.38    

Ls Meanc -0.55 -0.50 -0.06 (-0.20, 0.09) 0.437  

SEc 0.070 0.067    

95% CIc -0.69, -0.42 -0.63, -0.36    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 260    

Mean 0.44 0.35    

SD 0.789 0.732    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 208 200    

Mean -0.73 -0.66    

SD 1.075 0.953    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.15)     

Ls Meanb -0.72 -0.75 0.03 (-0.08, 0.15) 0.561  

SEb 0.045 0.044    

95% CIb -0.81, -0.63 -0.84, -0.67    

Ls Meanc -0.75 -0.78 0.03 (-0.11, 0.17) 0.670  

SEc 0.066 0.064    

95% CIc -0.88, -0.62 -0.90, -0.65    

 

  Day 15 Actual n 234 237    

Mean 0.22 0.15    

SD 0.602 0.444    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.95 -0.83    

SD 1.117 0.943    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.15)     

Ls Meanb -0.94 -0.96 0.02 (-0.10, 0.15) 0.692  

SEb 0.047 0.046    

95% CIb -1.03, -0.85 -1.05, -0.87    

Ls Meanc -0.91 -0.94 0.03 (-0.08, 0.14) 0.559  

SEc 0.053 0.051    

95% CIc -1.01, -0.81 -1.04, -0.84    

 

  Day 29 Actual n 196 200    

Mean 0.15 0.10    

SD 0.489 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 159 164    

Mean -1.04 -0.93    

SD 1.121 0.976    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.13)     

Ls Meanb -0.99 -1.00 0.01 (-0.12, 0.13) 0.897  

SEb 0.048 0.047    

95% CIb -1.08, -0.90 -1.09, -0.91    

Ls Meanc -0.98 -1.01 0.03 (-0.06, 0.12) 0.514  

SEc 0.044 0.042    

95% CIc -1.06, -0.89 -1.09, -0.92    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.03)     

Ls Meanb -0.71 -0.71 0.00 (-0.02, 0.03) 0.833  

 

  Baseline Actual n 243 259    

Mean 0.83 0.75    

SD 0.981 0.885    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 281 299    

Mean 0.33 0.33    

SD 0.686 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 218 236    

Mean -0.48 -0.42    

SD 1.021 0.850    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.05, 0.11)     

Ls Meanb -0.45 -0.48 0.03 (-0.04, 0.10) 0.434  

SEb 0.028 0.027    

95% CIb -0.50, -0.39 -0.53, -0.43    

Ls Meanc -0.49 -0.49 0.00 (-0.12, 0.12) 0.963  

SEc 0.058 0.055    

95% CIc -0.60, -0.38 -0.60, -0.39    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.11 0.20    

SD 0.412 0.537    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 201    

Mean -0.68 -0.56    

SD 0.967 0.904    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.17, -0.01)     

Ls Meanb -0.70 -0.61 -0.08 (-0.16, -0.01) 0.034  

SEb 0.028 0.028    

95% CIb -0.75, -0.64 -0.67, -0.56    

Ls Meanc -0.69 -0.60 -0.09 (-0.17, 0.00) 0.058  

SEc 0.042 0.041    

95% CIc -0.77, -0.61 -0.69, -0.52    

 

  Day 15 Actual n 234 237    

Mean 0.04 0.05    

SD 0.233 0.295    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.77 -0.69    

SD 0.997 0.898    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.08)     

Ls Meanb -0.76 -0.75 -0.01 (-0.09, 0.08) 0.897  

SEb 0.030 0.030    

95% CIb -0.82, -0.70 -0.81, -0.70    

Ls Meanc -0.75 -0.73 -0.02 (-0.08, 0.04) 0.581  

SEc 0.029 0.028    

95% CIc -0.81, -0.69 -0.79, -0.68    

 

  Day 29 Actual n 196 200    

Mean 0.03 0.02    

SD 0.224 0.122    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 159 164    

Mean -0.86 -0.73    

SD 1.040 0.887    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.77 -0.81 0.04 (-0.05, 0.12) 0.388  

SEb 0.031 0.031    

95% CIb -0.83, -0.71 -0.87, -0.75    

Ls Meanc -0.80 -0.81 0.02 (-0.02, 0.06) 0.381  

SEc 0.019 0.019    

95% CIc -0.83, -0.76 -0.85, -0.78    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 55 of 1392 

Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.05 (0.01, 0.09)     

Ls Meanb -0.51 -0.56 0.05 (0.01, 0.08) 0.012  

 

  Baseline Actual n 243 259    

Mean 0.78 0.72    

SD 0.875 0.868    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.50 0.49    

SD 0.717 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 219 236    

Mean -0.26 -0.26    

SD 0.840 0.782    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb -0.26 -0.30 0.04 (-0.05, 0.13) 0.423  

SEb 0.035 0.034    

95% CIb -0.33, -0.19 -0.36, -0.23    

Ls Meanc -0.27 -0.30 0.03 (-0.09, 0.14) 0.633  

SEc 0.056 0.053    

95% CIc -0.38, -0.16 -0.40, -0.19    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.40 0.36    

SD 0.663 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 201    

Mean -0.31 -0.37    

SD 0.907 0.828    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.20)     

Ls Meanb -0.34 -0.42 0.08 (-0.01, 0.18) 0.087  

SEb 0.036 0.036    

95% CIb -0.41, -0.27 -0.49, -0.35    

Ls Meanc -0.31 -0.40 0.10 (-0.02, 0.22) 0.104  

SEc 0.057 0.056    

95% CIc -0.42, -0.19 -0.51, -0.30    

 

  Day 15 Actual n 234 237    

Mean 0.17 0.12    

SD 0.459 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.58 -0.57    

SD 0.836 0.815    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.17)     

Ls Meanb -0.58 -0.63 0.05 (-0.05, 0.15) 0.301  

SEb 0.038 0.037    

95% CIb -0.65, -0.50 -0.70, -0.55    

Ls Meanc -0.58 -0.64 0.07 (-0.01, 0.15) 0.103  

SEc 0.039 0.038    

95% CIc -0.65, -0.50 -0.72, -0.57    

 

  Day 29 Actual n 196 200    

Mean 0.08 0.07    

SD 0.310 0.309    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 159 164    

Mean -0.62 -0.62    

SD 0.884 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.18)     

Ls Meanb -0.62 -0.68 0.05 (-0.05, 0.15) 0.301  

SEb 0.038 0.038    

95% CIb -0.70, -0.55 -0.75, -0.60    

Ls Meanc -0.58 -0.62 0.04 (-0.02, 0.11) 0.167  

SEc 0.030 0.029    

95% CIc -0.64, -0.52 -0.68, -0.57    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.07 (-0.14, 0.00)     

Ls Meanb -0.71 -0.65 -0.06 (-0.11, 0.00) 0.043  

 

  Baseline Actual n 243 259    

Mean 1.16 1.15    

SD 0.838 0.764    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 1.06 1.09    

SD 0.844 0.819    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 219 236    

Mean -0.09 -0.06    

SD 0.758 0.823    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.14 -0.12 -0.03 (-0.15, 0.09) 0.642  

SEb 0.047 0.046    

95% CIb -0.24, -0.05 -0.21, -0.03    

Ls Meanc -0.17 -0.14 -0.04 (-0.17, 0.09) 0.594  

SEc 0.064 0.061    

95% CIc -0.30, -0.05 -0.26, -0.02    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.85 0.95    

SD 0.868 0.880    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 208 201    

Mean -0.33 -0.20    

SD 0.900 0.907    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.20 (-0.36, -0.05)     

Ls Meanb -0.39 -0.22 -0.16 (-0.29, -0.04) 0.009  

SEb 0.048 0.047    

95% CIb -0.48, -0.29 -0.32, -0.13    

Ls Meanc -0.41 -0.28 -0.12 (-0.28, 0.03) 0.113  

SEc 0.074 0.072    

95% CIc -0.55, -0.26 -0.42, -0.14    

 

  Day 15 Actual n 234 237    

Mean 0.42 0.41    

SD 0.684 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.76 -0.73    

SD 0.990 0.851    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.08)     

Ls Meanb -0.83 -0.76 -0.07 (-0.20, 0.06) 0.299  

SEb 0.050 0.049    

95% CIb -0.93, -0.73 -0.86, -0.67    

Ls Meanc -0.82 -0.77 -0.04 (-0.18, 0.09) 0.528  

SEc 0.065 0.063    

95% CIc -0.94, -0.69 -0.90, -0.65    

 

  Day 29 Actual n 196 200    

Mean 0.22 0.20    

SD 0.517 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 159 164    

Mean -0.97 -0.94    

SD 0.893 0.827    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.14, 0.18)     

Ls Meanb -0.99 -1.01 0.02 (-0.11, 0.15) 0.814  

SEb 0.050 0.049    

95% CIb -1.09, -0.89 -1.10, -0.91    

Ls Meanc -0.97 -1.00 0.03 (-0.07, 0.13) 0.535  

SEc 0.049 0.047    

95% CIc -1.07, -0.87 -1.09, -0.91    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.02)     

Ls Meanb -0.29 -0.28 -0.01 (-0.03, 0.01) 0.489  

 

  Baseline Actual n 243 259    

Mean 0.44 0.36    

SD 0.782 0.659    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 281 299    

Mean 0.28 0.29    

SD 0.629 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 218 236    

Mean -0.13 -0.08    

SD 0.835 0.751    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.11)     

Ls Meanb -0.09 -0.10 0.01 (-0.06, 0.08) 0.734  

SEb 0.027 0.026    

95% CIb -0.15, -0.04 -0.16, -0.05    

Ls Meanc -0.16 -0.15 -0.01 (-0.12, 0.10) 0.871  

SEc 0.053 0.050    

95% CIc -0.26, -0.06 -0.25, -0.05    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.21 0.16    

SD 0.558 0.472    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 201    

Mean -0.21 -0.20    

SD 0.781 0.640    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.20 -0.24 0.04 (-0.04, 0.11) 0.316  

SEb 0.027 0.027    

95% CIb -0.25, -0.14 -0.29, -0.18    

Ls Meanc -0.21 -0.25 0.04 (-0.05, 0.13) 0.421  

SEc 0.043 0.042    

95% CIc -0.29, -0.13 -0.33, -0.17    

 

  Day 15 Actual n 234 237    

Mean 0.07 0.06    

SD 0.345 0.285    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.34 -0.23    

SD 0.769 0.633    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.33 -0.32 -0.01 (-0.09, 0.07) 0.762  

SEb 0.029 0.029    

95% CIb -0.39, -0.27 -0.37, -0.26    

Ls Meanc -0.31 -0.32 0.01 (-0.05, 0.08) 0.653  

SEc 0.030 0.029    

95% CIc -0.37, -0.25 -0.38, -0.26    

 

  Day 29 Actual n 196 200    

Mean 0.01 0.02    

SD 0.143 0.122    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 159 164    

Mean -0.37 -0.29    

SD 0.708 0.596    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.36 -0.34 -0.02 (-0.10, 0.06) 0.580  

SEb 0.030 0.029    

95% CIb -0.42, -0.31 -0.40, -0.28    

Ls Meanc -0.33 -0.32 0.00 (-0.03, 0.03) 0.856  

SEc 0.014 0.013    

95% CIc -0.35, -0.30 -0.35, -0.30    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.09)     

Ls Meanb -0.19 -0.22 0.03 (-0.02, 0.07) 0.219  

 

  Baseline Actual n 243 259    

Mean 0.40 0.35    

SD 0.798 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.34 0.31    

SD 0.700 0.700    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 219 236    

Mean -0.02 -0.03    

SD 0.818 0.726    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.18)     

Ls Meanb -0.04 -0.08 0.04 (-0.05, 0.14) 0.357  

SEb 0.037 0.036    

95% CIb -0.11, 0.03 -0.15, -0.01    

Ls Meanc -0.03 -0.07 0.03 (-0.08, 0.15) 0.567  

SEc 0.057 0.054    

95% CIc -0.15, 0.08 -0.17, 0.04    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.26 0.30    

SD 0.631 0.713    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 208 201    

Mean -0.14 -0.03    

SD 0.848 0.913    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.10 (-0.23, 0.02)     

Ls Meanb -0.15 -0.07 -0.08 (-0.18, 0.02) 0.109  

SEb 0.038 0.038    

95% CIb -0.22, -0.07 -0.14, 0.01    

Ls Meanc -0.20 -0.14 -0.06 (-0.19, 0.06) 0.319  

SEc 0.061 0.059    

95% CIc -0.32, -0.09 -0.26, -0.02    

 

  Day 15 Actual n 234 237    

Mean 0.16 0.11    

SD 0.540 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.13 -0.22    

SD 0.805 0.718    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.24)     

Ls Meanb -0.19 -0.27 0.08 (-0.02, 0.19) 0.116  

SEb 0.040 0.039    

95% CIb -0.27, -0.11 -0.35, -0.20    

Ls Meanc -0.18 -0.27 0.09 (0.00, 0.19) 0.061  

SEc 0.048 0.046    

95% CIc -0.27, -0.08 -0.36, -0.18    

 

  Day 29 Actual n 196 200    

Mean 0.08 0.05    

SD 0.370 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 159 164    

Mean -0.26 -0.27    

SD 0.868 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.20)     

Ls Meanb -0.28 -0.32 0.05 (-0.06, 0.15) 0.379  

SEb 0.040 0.039    

95% CIb -0.35, -0.20 -0.40, -0.25    

Ls Meanc -0.27 -0.32 0.05 (-0.02, 0.13) 0.143  

SEc 0.035 0.033    

95% CIc -0.34, -0.20 -0.39, -0.26    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.01 (-0.07, 0.05)     

Ls Meanb -0.91 -0.90 -0.01 (-0.07, 0.05) 0.748  

 

  Baseline Actual n 243 259    

Mean 1.46 1.39    

SD 1.033 1.007    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 282 299    

Mean 1.06 1.06    

SD 0.996 0.962    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 219 236    

Mean -0.35 -0.26    

SD 1.000 0.975    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.09)     

Ls Meanb -0.41 -0.37 -0.04 (-0.18, 0.10) 0.558  

SEb 0.054 0.052    

95% CIb -0.52, -0.31 -0.48, -0.27    

Ls Meanc -0.43 -0.38 -0.05 (-0.21, 0.10) 0.519  

SEc 0.075 0.072    

95% CIc -0.58, -0.28 -0.52, -0.24    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.86 0.81    

SD 0.951 0.933    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 208 201    

Mean -0.54 -0.53    

SD 1.021 1.015    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.16)     

Ls Meanb -0.62 -0.63 0.02 (-0.12, 0.16) 0.801  

SEb 0.054 0.054    

95% CIb -0.72, -0.51 -0.74, -0.53    

Ls Meanc -0.61 -0.66 0.05 (-0.11, 0.21) 0.550  

SEc 0.077 0.075    

95% CIc -0.77, -0.46 -0.81, -0.52    

 

  Day 15 Actual n 234 237    

Mean 0.41 0.35    

SD 0.713 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -1.02 -0.98    

SD 1.100 1.030    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.15)     

Ls Meanb -1.07 -1.08 0.01 (-0.14, 0.16) 0.926  

SEb 0.057 0.056    

95% CIb -1.18, -0.96 -1.19, -0.97    

Ls Meanc -1.04 -1.08 0.04 (-0.10, 0.18) 0.555  

SEc 0.067 0.064    

95% CIc -1.17, -0.90 -1.20, -0.95    

 

  Day 29 Actual n 196 200    

Mean 0.29 0.30    

SD 0.599 0.602    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 159 164    

Mean -1.15 -1.08    

SD 1.080 1.009    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.13)     

Ls Meanb -1.17 -1.16 -0.01 (-0.16, 0.14) 0.869  

SEb 0.058 0.056    

95% CIb -1.29, -1.06 -1.27, -1.05    

Ls Meanc -1.20 -1.18 -0.02 (-0.14, 0.10) 0.746  

SEc 0.059 0.056    

95% CIc -1.32, -1.09 -1.30, -1.07    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.78 -0.80 0.02 (-0.02, 0.06) 0.411  

 

  Baseline Actual n 243 259    

Mean 1.12 1.07    

SD 0.999 0.994    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 282 299    

Mean 0.57 0.58    

SD 0.784 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 219 236    

Mean -0.49 -0.50    

SD 1.002 1.008    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.12)     

Ls Meanb -0.50 -0.51 0.00 (-0.11, 0.11) 0.942  

SEb 0.043 0.041    

95% CIb -0.59, -0.42 -0.59, -0.43    

Ls Meanc -0.61 -0.60 -0.01 (-0.14, 0.13) 0.935  

SEc 0.066 0.063    

95% CIc -0.74, -0.48 -0.72, -0.48    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.48 0.47    

SD 0.819 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 201    

Mean -0.61 -0.63    

SD 1.067 1.042    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.14)     

Ls Meanb -0.62 -0.65 0.03 (-0.09, 0.14) 0.629  

SEb 0.043 0.043    

95% CIb -0.71, -0.54 -0.73, -0.56    

Ls Meanc -0.59 -0.66 0.07 (-0.06, 0.21) 0.297  

SEc 0.065 0.064    

95% CIc -0.72, -0.46 -0.79, -0.54    

 

  Day 15 Actual n 234 237    

Mean 0.22 0.22    

SD 0.565 0.541    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.89 -0.81    

SD 1.022 1.006    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -0.88 -0.88 -0.01 (-0.13, 0.11) 0.908  

SEb 0.046 0.045    

95% CIb -0.97, -0.79 -0.96, -0.79    

Ls Meanc -0.88 -0.84 -0.04 (-0.14, 0.07) 0.481  

SEc 0.051 0.049    

95% CIc -0.98, -0.78 -0.94, -0.74    

 

  Day 29 Actual n 196 200    

Mean 0.13 0.14    

SD 0.409 0.449    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 159 164    

Mean -1.01 -0.93    

SD 1.046 0.947    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.10)     

Ls Meanb -1.00 -0.97 -0.03 (-0.15, 0.10) 0.680  

SEb 0.047 0.046    

95% CIb -1.09, -0.90 -1.06, -0.88    

Ls Meanc -1.01 -0.96 -0.04 (-0.13, 0.04) 0.316  

SEc 0.041 0.039    

95% CIc -1.09, -0.93 -1.04, -0.89    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.01)     

Ls Meanb -0.91 -0.88 -0.03 (-0.08, 0.01) 0.184  

 

  Baseline Actual n 243 259    

Mean 1.20 1.12    

SD 1.023 0.987    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.66 0.62    

SD 0.879 0.852    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 219 236    

Mean -0.56 -0.53    

SD 1.000 0.924    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.11)     

Ls Meanb -0.55 -0.54 0.00 (-0.12, 0.11) 0.932  

SEb 0.044 0.042    

95% CIb -0.63, -0.46 -0.62, -0.46    

Ls Meanc -0.59 -0.58 -0.01 (-0.15, 0.13) 0.870  

SEc 0.068 0.065    

95% CIc -0.73, -0.46 -0.71, -0.45    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.43 0.38    

SD 0.772 0.747    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 208 201    

Mean -0.76 -0.75    

SD 1.007 1.019    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.14)     

Ls Meanb -0.77 -0.80 0.03 (-0.09, 0.14) 0.629  

SEb 0.044 0.044    

95% CIb -0.86, -0.68 -0.88, -0.71    

Ls Meanc -0.75 -0.78 0.03 (-0.10, 0.17) 0.633  

SEc 0.064 0.063    

95% CIc -0.88, -0.62 -0.91, -0.66    

 

  Day 15 Actual n 234 237    

Mean 0.19 0.21    

SD 0.555 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -1.03 -0.90    

SD 1.047 1.046    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -1.02 -0.97 -0.05 (-0.17, 0.07) 0.448  

SEb 0.046 0.046    

95% CIb -1.11, -0.93 -1.06, -0.88    

Ls Meanc -0.97 -0.92 -0.05 (-0.16, 0.06) 0.398  

SEc 0.053 0.051    

95% CIc -1.07, -0.87 -1.02, -0.82    

 

  Day 29 Actual n 196 200    

Mean 0.12 0.16    

SD 0.419 0.438    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 159 164    

Mean -1.12 -0.95    

SD 1.052 1.026    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.23, 0.02)     

Ls Meanb -1.09 -0.98 -0.11 (-0.23, 0.02) 0.091  

SEb 0.047 0.046    

95% CIb -1.18, -1.00 -1.07, -0.89    

Ls Meanc -1.07 -0.99 -0.08 (-0.17, 0.01) 0.082  

SEc 0.044 0.042    

95% CIc -1.16, -0.98 -1.07, -0.91    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.36 -0.35 -0.01 (-0.04, 0.01) 0.380  

 

  Baseline Actual n 243 259    

Mean 0.47 0.39    

SD 0.809 0.698    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.32 0.26    

SD 0.690 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 219 236    

Mean -0.11 -0.13    

SD 0.858 0.636    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.03, 0.21)     

Ls Meanb -0.09 -0.18 0.09 (0.02, 0.16) 0.008  

SEb 0.027 0.026    

95% CIb -0.14, -0.04 -0.23, -0.13    

Ls Meanc -0.15 -0.21 0.06 (-0.05, 0.17) 0.254  

SEc 0.054 0.051    

95% CIc -0.25, -0.04 -0.31, -0.11    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.19 0.21    

SD 0.543 0.588    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 201    

Mean -0.25 -0.22    

SD 0.835 0.717    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.24 -0.24 0.00 (-0.07, 0.07) 0.968  

SEb 0.027 0.027    

95% CIb -0.30, -0.19 -0.30, -0.19    

Ls Meanc -0.30 -0.31 0.01 (-0.10, 0.11) 0.899  

SEc 0.049 0.048    

95% CIc -0.40, -0.20 -0.40, -0.21    

 

  Day 15 Actual n 234 237    

Mean 0.03 0.05    

SD 0.225 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.43 -0.36    

SD 0.837 0.671    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.41 -0.41 0.00 (-0.08, 0.07) 0.910  

SEb 0.029 0.028    

95% CIb -0.47, -0.36 -0.46, -0.35    

Ls Meanc -0.41 -0.41 0.00 (-0.06, 0.05) 0.889  

SEc 0.026 0.025    

95% CIc -0.46, -0.36 -0.45, -0.36    

 

  Day 29 Actual n 196 200    

Mean 0.01 0.04    

SD 0.101 0.253    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 159 164    

Mean -0.49 -0.35    

SD 0.878 0.689    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.43 -0.41 -0.02 (-0.10, 0.05) 0.529  

SEb 0.029 0.029    

95% CIb -0.49, -0.37 -0.46, -0.35    

Ls Meanc -0.45 -0.42 -0.04 (-0.08, 0.01) 0.132  

SEc 0.022 0.021    

95% CIc -0.50, -0.41 -0.46, -0.38    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.52 -0.55 0.03 (-0.02, 0.09) 0.223  

 

  Baseline Actual n 243 259    

Mean 0.77 0.76    

SD 1.048 1.018    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.60 0.66    

SD 0.904 0.928    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 219 236    

Mean -0.16 -0.15    

SD 1.067 1.083    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.14, 0.07)     

Ls Meanb -0.20 -0.16 -0.04 (-0.15, 0.07) 0.505  

SEb 0.044 0.043    

95% CIb -0.29, -0.12 -0.25, -0.08    

Ls Meanc -0.26 -0.24 -0.02 (-0.18, 0.13) 0.757  

SEc 0.074 0.071    

95% CIc -0.41, -0.12 -0.38, -0.10    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.44 0.44    

SD 0.793 0.800    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 201    

Mean -0.33 -0.34    

SD 1.146 1.134    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.37 -0.38 0.01 (-0.10, 0.13) 0.819  

SEb 0.045 0.044    

95% CIb -0.46, -0.28 -0.47, -0.29    

Ls Meanc -0.39 -0.40 0.01 (-0.13, 0.16) 0.849  

SEc 0.070 0.068    

95% CIc -0.52, -0.25 -0.53, -0.27    

 

  Day 15 Actual n 234 237    

Mean 0.21 0.15    

SD 0.572 0.444    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 81 of 1392 

Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.53 -0.57    

SD 1.077 1.131    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.17)     

Ls Meanb -0.58 -0.63 0.05 (-0.07, 0.17) 0.372  

SEb 0.046 0.046    

95% CIb -0.67, -0.49 -0.72, -0.54    

Ls Meanc -0.55 -0.61 0.06 (-0.05, 0.17) 0.253  

SEc 0.053 0.051    

95% CIc -0.65, -0.44 -0.71, -0.51    

 

  Day 29 Actual n 196 200    

Mean 0.13 0.08    

SD 0.467 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 159 164    

Mean -0.59 -0.63    

SD 0.963 1.085    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.22)     

Ls Meanb -0.62 -0.73 0.10 (-0.02, 0.22) 0.088  

SEb 0.047 0.046    

95% CIb -0.71, -0.53 -0.82, -0.64    

Ls Meanc -0.62 -0.65 0.03 (-0.05, 0.12) 0.445  

SEc 0.040 0.038    

95% CIc -0.70, -0.54 -0.73, -0.58    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.45 -0.50 0.05 (0.00, 0.10) 0.063  

 

  Baseline Actual n 243 259    

Mean 0.67 0.71    

SD 0.987 0.972    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.51 0.56    

SD 0.849 0.878    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 219 236    

Mean -0.13 -0.19    

SD 0.941 1.023    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.16 -0.18 0.02 (-0.09, 0.13) 0.726  

SEb 0.043 0.041    

95% CIb -0.24, -0.08 -0.26, -0.10    

Ls Meanc -0.23 -0.25 0.02 (-0.13, 0.16) 0.826  

SEc 0.070 0.066    

95% CIc -0.37, -0.09 -0.38, -0.11    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.41 0.41    

SD 0.791 0.788    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 201    

Mean -0.25 -0.32    

SD 1.087 1.113    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.14)     

Ls Meanb -0.28 -0.30 0.02 (-0.09, 0.13) 0.678  

SEb 0.043 0.043    

95% CIb -0.36, -0.19 -0.38, -0.22    

Ls Meanc -0.33 -0.36 0.03 (-0.12, 0.17) 0.703  

SEc 0.069 0.067    

95% CIc -0.47, -0.20 -0.49, -0.23    

 

  Day 15 Actual n 234 237    

Mean 0.19 0.12    

SD 0.547 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.47 -0.55    

SD 1.050 1.093    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.20)     

Ls Meanb -0.50 -0.58 0.08 (-0.03, 0.20) 0.153  

SEb 0.045 0.044    

95% CIb -0.58, -0.41 -0.67, -0.49    

Ls Meanc -0.46 -0.54 0.08 (-0.02, 0.18) 0.130  

SEc 0.049 0.047    

95% CIc -0.56, -0.37 -0.64, -0.45    

 

  Day 29 Actual n 196 200    

Mean 0.09 0.06    

SD 0.362 0.287    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 159 164    

Mean -0.57 -0.62    

SD 0.965 1.035    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.57 -0.64 0.07 (-0.05, 0.18) 0.252  

SEb 0.045 0.044    

95% CIb -0.66, -0.48 -0.72, -0.55    

Ls Meanc -0.59 -0.62 0.03 (-0.05, 0.10) 0.479  

SEc 0.036 0.034    

95% CIc -0.66, -0.52 -0.69, -0.55    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.08)     

Ls Meanb -0.45 -0.48 0.03 (0.00, 0.06) 0.049  

 

  Baseline Actual n 242 259    

Mean 0.61 0.61    

SD 0.788 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.41 0.37    

SD 0.654 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 218 236    

Mean -0.19 -0.28    

SD 0.784 0.738    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.19)     

Ls Meanb -0.23 -0.30 0.07 (-0.01, 0.15) 0.086  

SEb 0.031 0.030    

95% CIb -0.29, -0.17 -0.36, -0.24    

Ls Meanc -0.25 -0.33 0.07 (-0.03, 0.18) 0.169  

SEc 0.051 0.048    

95% CIc -0.35, -0.15 -0.42, -0.23    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.30 0.25    

SD 0.569 0.529    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 207 201    

Mean -0.31 -0.39    

SD 0.777 0.714    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.18)     

Ls Meanb -0.37 -0.43 0.06 (-0.02, 0.14) 0.150  

SEb 0.031 0.031    

95% CIb -0.43, -0.31 -0.49, -0.37    

Ls Meanc -0.34 -0.42 0.08 (-0.01, 0.18) 0.090  

SEc 0.046 0.044    

95% CIc -0.42, -0.25 -0.51, -0.33    

 

  Day 15 Actual n 234 237    

Mean 0.18 0.11    

SD 0.450 0.356    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 176 183    

Mean -0.41 -0.54    

SD 0.759 0.754    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.19)     

Ls Meanb -0.47 -0.53 0.06 (-0.02, 0.15) 0.158  

SEb 0.033 0.033    

95% CIb -0.54, -0.41 -0.60, -0.47    

Ls Meanc -0.48 -0.57 0.09 (0.01, 0.17) 0.026  

SEc 0.039 0.037    

95% CIc -0.55, -0.40 -0.64, -0.50    

 

  Day 29 Actual n 196 200    

Mean 0.09 0.10    

SD 0.332 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 158 164    

Mean -0.44 -0.54    

SD 0.727 0.746    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.53 -0.56 0.02 (-0.06, 0.11) 0.579  

SEb 0.033 0.033    

95% CIb -0.60, -0.46 -0.62, -0.49    

Ls Meanc -0.48 -0.48 0.00 (-0.06, 0.06) 0.963  

SEc 0.028 0.027    

95% CIc -0.54, -0.43 -0.54, -0.43    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.29 -0.32 0.03 (-0.01, 0.07) 0.138  

 

  Baseline Actual n 243 259    

Mean 0.49 0.46    

SD 0.855 0.808    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.38 0.33    

SD 0.750 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 219 236    

Mean -0.11 -0.09    

SD 0.794 0.732    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.12 -0.15 0.03 (-0.07, 0.13) 0.532  

SEb 0.038 0.037    

95% CIb -0.19, -0.04 -0.22, -0.08    

Ls Meanc -0.12 -0.12 0.01 (-0.11, 0.12) 0.929  

SEc 0.057 0.054    

95% CIc -0.23, -0.01 -0.23, -0.02    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.25 0.31    

SD 0.664 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 208 201    

Mean -0.23 -0.17    

SD 0.886 0.845    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.05)     

Ls Meanb -0.24 -0.18 -0.06 (-0.16, 0.04) 0.238  

SEb 0.039 0.039    

95% CIb -0.32, -0.16 -0.25, -0.10    

Ls Meanc -0.25 -0.21 -0.04 (-0.17, 0.08) 0.507  

SEc 0.060 0.059    

95% CIc -0.37, -0.14 -0.33, -0.10    

 

  Day 15 Actual n 234 237    

Mean 0.18 0.09    

SD 0.570 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.23 -0.33    

SD 0.851 0.813    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.01, 0.24)     

Ls Meanb -0.30 -0.39 0.09 (-0.01, 0.20) 0.082  

SEb 0.041 0.040    

95% CIb -0.38, -0.22 -0.47, -0.31    

Ls Meanc -0.28 -0.38 0.10 (0.00, 0.21) 0.043  

SEc 0.049 0.047    

95% CIc -0.37, -0.18 -0.47, -0.29    

 

  Day 29 Actual n 196 200    

Mean 0.10 0.08    

SD 0.387 0.332    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 159 164    

Mean -0.33 -0.34    

SD 0.861 0.787    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.18)     

Ls Meanb -0.36 -0.41 0.05 (-0.06, 0.15) 0.392  

SEb 0.041 0.040    

95% CIb -0.44, -0.28 -0.49, -0.33    

Ls Meanc -0.34 -0.39 0.05 (-0.03, 0.12) 0.237  

SEc 0.037 0.035    

95% CIc -0.41, -0.27 -0.46, -0.32    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.06)     

Ls Meanb -0.51 -0.53 0.02 (-0.01, 0.05) 0.187  

 

  Baseline Actual n 242 259    

Mean 0.62 0.63    

SD 0.828 0.831    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 282 299    

Mean 0.37 0.30    

SD 0.680 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 218 236    

Mean -0.20 -0.36    

SD 0.789 0.785    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.02, 0.21)     

Ls Meanb -0.27 -0.37 0.09 (0.01, 0.18) 0.022  

SEb 0.031 0.030    

95% CIb -0.33, -0.21 -0.43, -0.31    

Ls Meanc -0.26 -0.37 0.11 (0.00, 0.22) 0.044  

SEc 0.052 0.050    

95% CIc -0.36, -0.15 -0.46, -0.27    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.25 0.17    

SD 0.627 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 207 201    

Mean -0.37 -0.48    

SD 0.860 0.872    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.45 -0.48 0.03 (-0.05, 0.11) 0.476  

SEb 0.032 0.031    

95% CIb -0.51, -0.39 -0.54, -0.42    

Ls Meanc -0.43 -0.49 0.06 (-0.05, 0.16) 0.285  

SEc 0.049 0.047    

95% CIc -0.53, -0.34 -0.58, -0.40    

 

  Day 15 Actual n 234 237    

Mean 0.10 0.09    

SD 0.401 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 176 183    

Mean -0.49 -0.59    

SD 0.862 0.859    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.56 -0.57 0.01 (-0.08, 0.10) 0.830  

SEb 0.033 0.033    

95% CIb -0.63, -0.50 -0.64, -0.51    

Ls Meanc -0.55 -0.55 0.01 (-0.07, 0.08) 0.833  

SEc 0.037 0.035    

95% CIc -0.62, -0.47 -0.62, -0.48    

 

  Day 29 Actual n 196 200    

Mean 0.04 0.10    

SD 0.212 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 158 164    

Mean -0.58 -0.56    

SD 0.847 0.830    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.63 -0.56 -0.06 (-0.15, 0.02) 0.156  

SEb 0.034 0.033    

95% CIb -0.69, -0.56 -0.63, -0.50    

Ls Meanc -0.61 -0.56 -0.05 (-0.11, 0.01) 0.107  

SEc 0.028 0.027    

95% CIc -0.66, -0.56 -0.61, -0.51    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.01)     

Ls Meanb -0.11 -0.10 -0.01 (-0.02, 0.01) 0.393  

 

  Baseline Actual n 243 259    

Mean 0.16 0.09    

SD 0.556 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 282 299    

Mean 0.06 0.05    

SD 0.287 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 219 236    

Mean -0.09 -0.03    

SD 0.543 0.385    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.06 -0.06 0.00 (-0.03, 0.04) 0.798  

SEb 0.013 0.013    

95% CIb -0.08, -0.03 -0.09, -0.04    

Ls Meanc -0.08 -0.07 0.00 (-0.05, 0.05) 0.983  

SEc 0.026 0.025    

95% CIc -0.13, -0.02 -0.12, -0.03    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 263 261    

Mean 0.04 0.02    

SD 0.266 0.185    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 208 201    

Mean -0.11 -0.05    

SD 0.600 0.409    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.05, 0.10)     

Ls Meanb -0.08 -0.09 0.01 (-0.03, 0.05) 0.558  

SEb 0.013 0.013    

95% CIb -0.11, -0.05 -0.12, -0.06    

Ls Meanc -0.09 -0.10 0.02 (-0.03, 0.07) 0.470  

SEc 0.024 0.023    

95% CIc -0.13, -0.04 -0.15, -0.06    

 

  Day 15 Actual n 234 237    

Mean 0.01 0.01    

SD 0.131 0.130    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.9 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 177 183    

Mean -0.16 -0.05    

SD 0.585 0.291    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.12 -0.12 0.00 (-0.04, 0.04) 0.967  

SEb 0.014 0.014    

95% CIb -0.15, -0.09 -0.15, -0.09    

Ls Meanc -0.11 -0.11 0.01 (-0.02, 0.03) 0.615  

SEc 0.011 0.010    

95% CIc -0.13, -0.09 -0.13, -0.09    

 

  Day 29 Actual n 196 200    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 159 164    

Mean -0.18 -0.06    

SD 0.615 0.307    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.13 -0.12 0.00 (-0.04, 0.03) 0.843  

SEb 0.015 0.014    

95% CIb -0.16, -0.10 -0.15, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset < 

25% 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.11 (-0.20, -0.02)     

Ls Meanb -0.76 -0.64 -0.11 (-0.21, -0.02) 0.021  

 

  Baseline Actual n 66 66  0.001d  

Mean 0.95 1.08    

SD 1.029 1.042    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.46 0.84    

SD 0.807 0.925    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

   Change n 60 62    

Mean -0.38 -0.18    

SD 1.091 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.48, -0.04)     

Ls Meanb -0.45 -0.19 -0.26 (-0.49, -0.04) 0.023  

SEb 0.085 0.085    

95% CIb -0.62, -0.29 -0.36, -0.02    

Ls Meanc -0.46 -0.20 -0.25 (-0.56, 0.05) 0.101  

SEc 0.123 0.133    

95% CIc -0.70, -0.21 -0.47, 0.06    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.33 0.71    

SD 0.675 0.941    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.52 -0.32    

SD 1.041 1.193    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.39 (-0.61, -0.16)     

Ls Meanb -0.67 -0.27 -0.40 (-0.64, -0.17) 0.001  

SEb 0.087 0.087    

95% CIb -0.84, -0.50 -0.44, -0.09    

Ls Meanc -0.65 -0.33 -0.31 (-0.62, -0.01) 0.046  

SEc 0.121 0.131    

95% CIc -0.89, -0.40 -0.59, -0.07    

 

  Day 15 Actual n 71 63    

Mean 0.14 0.22    

SD 0.424 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.77 -0.89    

SD 1.154 0.938    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.20, 0.27)     

Ls Meanb -0.85 -0.89 0.03 (-0.21, 0.28) 0.782  

SEb 0.089 0.094    

95% CIb -1.02, -0.68 -1.07, -0.70    

Ls Meanc -0.84 -0.87 0.02 (-0.19, 0.23) 0.833  

SEc 0.080 0.096    

95% CIc -1.00, -0.68 -1.06, -0.68    

 

  Day 29 Actual n 54 45    

Mean 0.07 0.27    

SD 0.328 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 39    

Mean -0.80 -0.92    

SD 0.980 1.061    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.41, 0.09)     

Ls Meanb -0.89 -0.73 -0.17 (-0.42, 0.09) 0.205  

SEb 0.093 0.096    

95% CIb -1.08, -0.71 -0.92, -0.54    

Ls Meanc -0.97 -0.86 -0.11 (-0.35, 0.13) 0.354  

SEc 0.090 0.110    

95% CIc -1.15, -0.79 -1.08, -0.64    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.61 -0.58 -0.04 (-0.08, 0.00) 0.067  

 

  Baseline Actual n 66 66  0.013d  

Mean 0.70 0.76    

SD 0.928 0.946    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.41 0.34    

SD 0.755 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.23 -0.39    

SD 0.810 0.797    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.29)     

Ls Meanb -0.23 -0.36 0.13 (-0.01, 0.27) 0.076  

SEb 0.052 0.051    

95% CIb -0.33, -0.13 -0.46, -0.26    

Ls Meanc -0.30 -0.44 0.14 (-0.08, 0.36) 0.210  

SEc 0.089 0.097    

95% CIc -0.48, -0.12 -0.63, -0.25    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.10 0.26    

SD 0.422 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 56    

Mean -0.54 -0.45    

SD 0.862 1.077    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.35, -0.03)     

Ls Meanb -0.60 -0.43 -0.18 (-0.32, -0.03) 0.018  

SEb 0.054 0.054    

95% CIb -0.71, -0.50 -0.53, -0.32    

Ls Meanc -0.61 -0.46 -0.15 (-0.36, 0.06) 0.165  

SEc 0.083 0.090    

95% CIc -0.78, -0.45 -0.64, -0.29    

 

  Day 15 Actual n 71 63    

Mean 0.04 0.00    

SD 0.264 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.58 -0.68    

SD 0.969 0.935    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.14, 0.19)     

Ls Meanb -0.68 -0.71 0.03 (-0.13, 0.18) 0.722  

SEb 0.055 0.058    

95% CIb -0.79, -0.57 -0.82, -0.59    

Ls Meanc -0.63 -0.65 0.02 (-0.02, 0.06) 0.312  

SEc 0.015 0.019    

95% CIc -0.66, -0.59 -0.68, -0.61    

 

  Day 29 Actual n 54 45    

Mean 0.00 0.07    

SD 0.000 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 41 39    

Mean -0.68 -0.72    

SD 0.960 1.050    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.16)     

Ls Meanb -0.70 -0.67 -0.02 (-0.19, 0.15) 0.781  

SEb 0.061 0.063    

95% CIb -0.82, -0.58 -0.80, -0.55    

Ls Meanc -0.74 -0.67 -0.07 (-0.19, 0.04) 0.214  

SEc 0.044 0.054    

95% CIc -0.83, -0.65 -0.78, -0.56    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.02)     

Ls Meanb -0.53 -0.47 -0.06 (-0.14, 0.02) 0.141  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.71 0.77    

SD 0.855 0.800    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.68 0.57    

SD 0.849 0.838    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean 0.02 -0.24    

SD 0.792 0.824    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.29 (0.05, 0.52)     

Ls Meanb -0.04 -0.28 0.24 (0.04, 0.43) 0.017  

SEb 0.073 0.073    

95% CIb -0.18, 0.10 -0.42, -0.14    

Ls Meanc -0.06 -0.30 0.25 (-0.02, 0.51) 0.066  

SEc 0.106 0.115    

95% CIc -0.27, 0.15 -0.53, -0.07    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.39 0.50    

SD 0.687 0.692    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 56    

Mean -0.20 -0.29    

SD 0.810 0.868    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.31, 0.18)     

Ls Meanb -0.34 -0.28 -0.05 (-0.25, 0.15) 0.604  

SEb 0.074 0.075    

95% CIb -0.48, -0.19 -0.43, -0.14    

Ls Meanc -0.32 -0.31 -0.01 (-0.25, 0.24) 0.947  

SEc 0.097 0.104    

95% CIc -0.51, -0.13 -0.52, -0.11    

 

  Day 15 Actual n 71 63    

Mean 0.14 0.21    

SD 0.389 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.47 -0.57    

SD 0.749 0.903    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.31, 0.20)     

Ls Meanb -0.61 -0.56 -0.04 (-0.26, 0.17) 0.679  

SEb 0.076 0.080    

95% CIb -0.76, -0.46 -0.72, -0.41    

Ls Meanc -0.60 -0.57 -0.03 (-0.21, 0.15) 0.752  

SEc 0.068 0.081    

95% CIc -0.73, -0.46 -0.73, -0.41    

 

  Day 29 Actual n 54 45    

Mean 0.02 0.16    

SD 0.136 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 39    

Mean -0.51 -0.59    

SD 0.779 0.910    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.30, 0.23)     

Ls Meanb -0.68 -0.66 -0.03 (-0.25, 0.19) 0.807  

SEb 0.080 0.083    

95% CIb -0.84, -0.53 -0.82, -0.50    

Ls Meanc -0.63 -0.50 -0.13 (-0.31, 0.04) 0.130  

SEc 0.067 0.081    

95% CIc -0.76, -0.50 -0.66, -0.34    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.06)     

Ls Meanb -0.57 -0.52 -0.05 (-0.15, 0.05) 0.339  

 

  Baseline Actual n 66 66  0.989d  

Mean 1.12 0.85    

SD 0.903 0.789    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.89 0.87    

SD 0.742 0.900    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.18 0.00    

SD 0.748 0.849    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.33, 0.19)     

Ls Meanb -0.18 -0.12 -0.06 (-0.28, 0.16) 0.604  

SEb 0.083 0.083    

95% CIb -0.34, -0.02 -0.28, 0.04    

Ls Meanc -0.17 -0.06 -0.11 (-0.37, 0.15) 0.403  

SEc 0.106 0.116    

95% CIc -0.38, 0.04 -0.29, 0.17    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.74 0.71    

SD 0.755 0.830    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.26 -0.11    

SD 0.782 0.888    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.38, 0.16)     

Ls Meanb -0.29 -0.19 -0.09 (-0.32, 0.13) 0.422  

SEb 0.084 0.086    

95% CIb -0.45, -0.12 -0.36, -0.02    

Ls Meanc -0.22 -0.18 -0.04 (-0.30, 0.22) 0.751  

SEc 0.102 0.111    

95% CIc -0.42, -0.02 -0.40, 0.04    

 

  Day 15 Actual n 71 63    

Mean 0.32 0.35    

SD 0.580 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.58 -0.55    

SD 0.819 0.829    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.23, 0.34)     

Ls Meanb -0.66 -0.71 0.05 (-0.19, 0.29) 0.697  

SEb 0.086 0.091    

95% CIb -0.83, -0.49 -0.89, -0.53    

Ls Meanc -0.58 -0.67 0.09 (-0.12, 0.31) 0.387  

SEc 0.080 0.097    

95% CIc -0.74, -0.42 -0.86, -0.48    

 

  Day 29 Actual n 54 45    

Mean 0.26 0.13    

SD 0.556 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 39    

Mean -0.71 -0.72    

SD 1.055 0.887    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.23, 0.35)     

Ls Meanb -0.74 -0.79 0.05 (-0.19, 0.30) 0.678  

SEb 0.090 0.093    

95% CIb -0.92, -0.57 -0.98, -0.61    

Ls Meanc -0.72 -0.97 0.25 (0.01, 0.50) 0.043  

SEc 0.093 0.116    

95% CIc -0.90, -0.54 -1.20, -0.74    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.05 (-0.02, 0.12)     

Ls Meanb -0.32 -0.36 0.04 (-0.02, 0.09) 0.159  

 

  Baseline Actual n 66 66  0.009d  

Mean 0.39 0.47    

SD 0.742 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.36 0.26    

SD 0.658 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 60 62    

Mean -0.02 -0.18    

SD 0.537 0.878    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.06, 0.32)     

Ls Meanb -0.07 -0.18 0.10 (-0.04, 0.25) 0.167  

SEb 0.055 0.054    

95% CIb -0.18, 0.04 -0.28, -0.07    

Ls Meanc -0.04 -0.15 0.11 (-0.10, 0.31) 0.302  

SEc 0.084 0.091    

95% CIc -0.20, 0.13 -0.33, 0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.23 0.28    

SD 0.543 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 56    

Mean -0.19 -0.23    

SD 0.870 0.934    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.18, 0.21)     

Ls Meanb -0.20 -0.20 0.01 (-0.14, 0.16) 0.913  

SEb 0.056 0.056    

95% CIb -0.31, -0.09 -0.32, -0.09    

Ls Meanc -0.22 -0.25 0.02 (-0.19, 0.24) 0.827  

SEc 0.085 0.092    

95% CIc -0.39, -0.06 -0.43, -0.07    

 

  Day 15 Actual n 71 63    

Mean 0.10 0.11    

SD 0.345 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.28 -0.49    

SD 0.818 0.997    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.17, 0.24)     

Ls Meanb -0.33 -0.35 0.02 (-0.14, 0.18) 0.769  

SEb 0.057 0.061    

95% CIb -0.44, -0.22 -0.47, -0.23    

Ls Meanc -0.41 -0.45 0.04 (-0.13, 0.21) 0.661  

SEc 0.065 0.077    

95% CIc -0.54, -0.29 -0.61, -0.30    

 

  Day 29 Actual n 54 45    

Mean 0.06 0.00    

SD 0.302 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 41 39    

Mean -0.22 -0.56    

SD 0.525 0.912    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.08, 0.35)     

Ls Meanb -0.35 -0.46 0.11 (-0.06, 0.28) 0.212  

SEb 0.062 0.064    

95% CIb -0.47, -0.23 -0.58, -0.34    

Ls Meanc -0.36 -0.48 0.12 (0.01, 0.23) 0.027  

SEc 0.041 0.050    

95% CIc -0.44, -0.27 -0.58, -0.38    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.09)     

Ls Meanb -0.11 -0.10 -0.01 (-0.07, 0.05) 0.843  

 

  Baseline Actual n 66 66  0.009d  

Mean 0.15 0.27    

SD 0.472 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.23 0.25    

SD 0.554 0.695    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 60 62    

Mean 0.10 -0.05    

SD 0.399 0.777    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.20, 0.32)     

Ls Meanb 0.01 -0.03 0.04 (-0.11, 0.18) 0.635  

SEb 0.055 0.055    

95% CIb -0.10, 0.11 -0.14, 0.08    

Ls Meanc 0.04 -0.04 0.08 (-0.13, 0.29) 0.438  

SEc 0.084 0.090    

95% CIc -0.13, 0.21 -0.22, 0.14    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.19 0.26    

SD 0.490 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 56    

Mean 0.04 -0.02    

SD 0.582 0.884    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.17 (-0.44, 0.10)     

Ls Meanb -0.02 0.07 -0.10 (-0.25, 0.06) 0.221  

SEb 0.056 0.057    

95% CIb -0.13, 0.09 -0.04, 0.18    

Ls Meanc -0.04 0.02 -0.06 (-0.28, 0.16) 0.592  

SEc 0.087 0.093    

95% CIc -0.21, 0.13 -0.17, 0.20    

 

  Day 15 Actual n 71 63    

Mean 0.06 0.17    

SD 0.232 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.09 -0.17    

SD 0.450 0.670    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.24, 0.32)     

Ls Meanb -0.13 -0.16 0.02 (-0.14, 0.18) 0.784  

SEb 0.057 0.061    

95% CIb -0.25, -0.02 -0.28, -0.04    

Ls Meanc -0.16 -0.15 -0.01 (-0.14, 0.11) 0.831  

SEc 0.048 0.057    

95% CIc -0.26, -0.07 -0.26, -0.03    

 

  Day 29 Actual n 54 45    

Mean 0.02 0.07    

SD 0.136 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 39    

Mean -0.10 -0.36    

SD 0.436 0.811    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.21, 0.39)     

Ls Meanb -0.18 -0.23 0.05 (-0.12, 0.22) 0.552  

SEb 0.061 0.063    

95% CIb -0.30, -0.06 -0.35, -0.11    

Ls Meanc -0.26 -0.20 -0.06 (-0.18, 0.06) 0.334  

SEc 0.045 0.054    

95% CIc -0.34, -0.17 -0.30, -0.09    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.08 (-0.18, 0.02)     

Ls Meanb -0.79 -0.71 -0.08 (-0.18, 0.02) 0.134  

 

  Baseline Actual n 66 66  0.030d  

Mean 1.17 1.23    

SD 1.017 1.049    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.89 1.21    

SD 0.935 1.050    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.17 0.03    

SD 0.847 0.975    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.35, 0.14)     

Ls Meanb -0.28 -0.17 -0.11 (-0.36, 0.15) 0.410  

SEb 0.095 0.095    

95% CIb -0.46, -0.09 -0.36, 0.02    

Ls Meanc -0.32 -0.17 -0.15 (-0.43, 0.14) 0.307  

SEc 0.116 0.125    

95% CIc -0.55, -0.09 -0.42, 0.08    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.67 1.00    

SD 0.863 1.007    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.39 -0.18    

SD 0.940 1.081    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.48, 0.02)     

Ls Meanb -0.54 -0.30 -0.24 (-0.50, 0.03) 0.077  

SEb 0.097 0.098    

95% CIb -0.73, -0.35 -0.49, -0.11    

Ls Meanc -0.54 -0.37 -0.17 (-0.48, 0.14) 0.268  

SEc 0.122 0.132    

95% CIc -0.79, -0.30 -0.63, -0.11    

 

  Day 15 Actual n 71 63    

Mean 0.35 0.52    

SD 0.635 0.800    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.89 -0.68    

SD 1.068 0.935    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.34, 0.20)     

Ls Meanb -0.95 -0.88 -0.07 (-0.35, 0.20) 0.612  

SEb 0.099 0.105    

95% CIb -1.14, -0.75 -1.08, -0.67    

Ls Meanc -1.00 -0.89 -0.11 (-0.37, 0.16) 0.423  

SEc 0.099 0.119    

95% CIc -1.20, -0.80 -1.13, -0.66    

 

  Day 29 Actual n 54 45    

Mean 0.24 0.33    

SD 0.581 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 39    

Mean -0.80 -0.97    

SD 1.005 1.267    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.19, 0.36)     

Ls Meanb -0.98 -1.06 0.09 (-0.20, 0.37) 0.552  

SEb 0.104 0.108    

95% CIb -1.18, -0.77 -1.27, -0.85    

Ls Meanc -0.99 -1.04 0.05 (-0.23, 0.34) 0.719  

SEc 0.110 0.134    

95% CIc -1.21, -0.77 -1.31, -0.78    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.07, 0.11)     

Ls Meanb -0.80 -0.81 0.02 (-0.07, 0.10) 0.657  

 

  Baseline Actual n 66 66  0.010d  

Mean 1.02 1.17    

SD 0.936 0.870    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.70 0.76    

SD 0.887 0.846    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.32 -0.50    

SD 0.930 1.004    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.15, 0.34)     

Ls Meanb -0.40 -0.49 0.09 (-0.13, 0.31) 0.431  

SEb 0.081 0.081    

95% CIb -0.56, -0.24 -0.65, -0.33    

Ls Meanc -0.43 -0.57 0.13 (-0.15, 0.42) 0.353  

SEc 0.114 0.124    

95% CIc -0.66, -0.21 -0.81, -0.32    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 23 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.41 0.54    

SD 0.712 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 56    

Mean -0.57 -0.61    

SD 0.983 0.985    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.42, 0.08)     

Ls Meanb -0.74 -0.59 -0.15 (-0.38, 0.08) 0.194  

SEb 0.084 0.084    

95% CIb -0.91, -0.58 -0.76, -0.43    

Ls Meanc -0.74 -0.64 -0.10 (-0.35, 0.15) 0.443  

SEc 0.098 0.107    

95% CIc -0.93, -0.55 -0.85, -0.43    

 

  Day 15 Actual n 71 63    

Mean 0.27 0.29    

SD 0.654 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.79 -0.96    

SD 1.026 0.955    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.20, 0.33)     

Ls Meanb -0.87 -0.93 0.06 (-0.18, 0.30) 0.624  

SEb 0.085 0.091    

95% CIb -1.04, -0.70 -1.11, -0.75    

Ls Meanc -0.92 -0.96 0.05 (-0.18, 0.27) 0.675  

SEc 0.084 0.102    

95% CIc -1.08, -0.75 -1.17, -0.76    

 

  Day 29 Actual n 54 45    

Mean 0.04 0.22    

SD 0.191 0.517    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 39    

Mean -0.90 -1.08    

SD 0.970 0.900    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.41, 0.14)     

Ls Meanb -1.03 -0.90 -0.12 (-0.37, 0.13) 0.342  

SEb 0.091 0.094    

95% CIb -1.20, -0.85 -1.09, -0.72    

Ls Meanc -1.10 -0.96 -0.14 (-0.34, 0.05) 0.148  

SEc 0.072 0.090    

95% CIc -1.24, -0.95 -1.14, -0.78    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.12 (-0.22, -0.03)     

Ls Meanb -0.83 -0.70 -0.12 (-0.22, -0.03) 0.011  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.97 1.18    

SD 1.022 0.975    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.51 0.78    

SD 0.808 0.961    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.42 -0.32    

SD 1.109 1.156    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.24 (-0.47, -0.02)     

Ls Meanb -0.53 -0.29 -0.24 (-0.47, -0.02) 0.036  

SEb 0.084 0.084    

95% CIb -0.70, -0.37 -0.46, -0.13    

Ls Meanc -0.55 -0.32 -0.23 (-0.55, 0.09) 0.160  

SEc 0.129 0.139    

95% CIc -0.80, -0.29 -0.60, -0.05    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.31 0.65    

SD 0.692 0.966    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.54 -0.52    

SD 0.946 1.279    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.33 (-0.57, -0.10)     

Ls Meanb -0.71 -0.38 -0.33 (-0.57, -0.10) 0.005  

SEb 0.086 0.086    

95% CIb -0.88, -0.55 -0.55, -0.21    

Ls Meanc -0.69 -0.45 -0.25 (-0.57, 0.08) 0.138  

SEc 0.128 0.138    

95% CIc -0.95, -0.44 -0.72, -0.17    

 

  Day 15 Actual n 71 63    

Mean 0.13 0.21    

SD 0.412 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.81 -1.02    

SD 1.075 0.821    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.24, 0.25)     

Ls Meanb -0.93 -0.94 0.01 (-0.24, 0.25) 0.959  

SEb 0.088 0.093    

95% CIb -1.10, -0.76 -1.12, -0.76    

Ls Meanc -0.93 -0.90 -0.02 (-0.20, 0.15) 0.787  

SEc 0.067 0.080    

95% CIc -1.06, -0.79 -1.06, -0.74    

 

  Day 29 Actual n 54 45    

Mean 0.07 0.24    

SD 0.264 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 39    

Mean -0.83 -0.97    

SD 1.093 1.181    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.43, 0.08)     

Ls Meanb -0.97 -0.80 -0.17 (-0.43, 0.08) 0.179  

SEb 0.092 0.095    

95% CIb -1.15, -0.79 -0.98, -0.61    

Ls Meanc -1.02 -0.89 -0.13 (-0.36, 0.10) 0.266  

SEc 0.089 0.108    

95% CIc -1.20, -0.84 -1.10, -0.67    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.25 -0.25 0.00 (-0.06, 0.05) 0.966  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.30 0.41    

SD 0.632 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.31 0.30    

SD 0.736 0.674    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean 0.02 -0.06    

SD 0.676 0.765    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.15, 0.29)     

Ls Meanb -0.01 -0.06 0.05 (-0.10, 0.19) 0.541  

SEb 0.054 0.054    

95% CIb -0.12, 0.10 -0.16, 0.05    

Ls Meanc -0.05 -0.11 0.06 (-0.18, 0.30) 0.628  

SEc 0.097 0.105    

95% CIc -0.24, 0.14 -0.32, 0.10    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 29 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.11 0.32    

SD 0.363 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 56    

Mean -0.07 -0.07    

SD 0.508 0.828    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.44, 0.03)     

Ls Meanb -0.16 -0.03 -0.13 (-0.29, 0.02) 0.083  

SEb 0.056 0.056    

95% CIb -0.27, -0.05 -0.14, 0.08    

Ls Meanc -0.19 -0.06 -0.13 (-0.34, 0.08) 0.226  

SEc 0.083 0.089    

95% CIc -0.35, -0.02 -0.24, 0.12    

 

  Day 15 Actual n 71 63    

Mean 0.13 0.03    

SD 0.505 0.177    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.17 -0.36    

SD 0.580 0.735    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.10, 0.38)     

Ls Meanb -0.24 -0.33 0.09 (-0.07, 0.25) 0.263  

SEb 0.057 0.060    

95% CIb -0.35, -0.13 -0.45, -0.21    

Ls Meanc -0.23 -0.36 0.13 (-0.03, 0.28) 0.104  

SEc 0.058 0.070    

95% CIc -0.35, -0.12 -0.50, -0.22    

 

  Day 29 Actual n 54 45    

Mean 0.02 0.00    

SD 0.136 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 41 39    

Mean -0.22 -0.56    

SD 0.525 0.788    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.15, 0.36)     

Ls Meanb -0.36 -0.42 0.07 (-0.10, 0.23) 0.437  

SEb 0.061 0.063    

95% CIb -0.48, -0.24 -0.55, -0.30    

Ls Meanc -0.37 -0.41 0.05 (0.00, 0.10) 0.048  

SEc 0.018 0.022    

95% CIc -0.40, -0.33 -0.46, -0.37    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.06 (-0.10, 0.22)     

Ls Meanb -0.12 -0.18 0.05 (-0.08, 0.19) 0.439  

 

  Baseline Actual n 66 66  0.017d  

Mean 0.42 0.47    

SD 0.805 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.54 0.61    

SD 0.852 0.981    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean 0.12 0.23    

SD 0.885 0.965    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.38, 0.24)     

Ls Meanb 0.11 0.17 -0.06 (-0.32, 0.21) 0.660  

SEb 0.100 0.101    

95% CIb -0.08, 0.31 -0.03, 0.37    

Ls Meanc 0.07 0.16 -0.10 (-0.40, 0.21) 0.520  

SEc 0.124 0.134    

95% CIc -0.18, 0.31 -0.10, 0.43    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.53 0.69    

SD 0.959 0.988    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean 0.13 0.29    

SD 1.182 1.124    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.48, 0.15)     

Ls Meanb 0.13 0.27 -0.14 (-0.41, 0.13) 0.306  

SEb 0.101 0.103    

95% CIb -0.07, 0.32 0.07, 0.47    

Ls Meanc 0.04 0.19 -0.15 (-0.52, 0.22) 0.427  

SEc 0.147 0.159    

95% CIc -0.25, 0.33 -0.12, 0.51    

 

  Day 15 Actual n 71 63    

Mean 0.27 0.30    

SD 0.716 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.17 -0.30    

SD 0.975 1.061    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.31, 0.34)     

Ls Meanb -0.25 -0.26 0.01 (-0.27, 0.29) 0.939  

SEb 0.103 0.109    

95% CIb -0.45, -0.04 -0.47, -0.04    

Ls Meanc -0.23 -0.25 0.01 (-0.26, 0.29) 0.927  

SEc 0.104 0.125    

95% CIc -0.44, -0.03 -0.49, 0.00    

 

  Day 29 Actual n 54 45    

Mean 0.24 0.02    

SD 0.751 0.149    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 41 39    

Mean -0.17 -0.46    

SD 0.998 0.913    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.38 (0.05, 0.71)     

Ls Meanb -0.21 -0.53 0.33 (0.04, 0.61) 0.025  

SEb 0.106 0.109    

95% CIb -0.41, 0.00 -0.75, -0.32    

Ls Meanc -0.25 -0.54 0.29 (0.05, 0.53) 0.019  

SEc 0.093 0.114    

95% CIc -0.44, -0.07 -0.77, -0.32    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -0.18 -0.16 -0.02 (-0.13, 0.09) 0.706  

 

  Baseline Actual n 66 66  0.308d  

Mean 0.44 0.41    

SD 0.825 0.859    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.42 0.49    

SD 0.739 0.808    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.03 0.13    

SD 0.712 0.778    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.35, 0.19)     

Ls Meanb 0.02 0.09 -0.07 (-0.30, 0.16) 0.548  

SEb 0.086 0.086    

95% CIb -0.15, 0.19 -0.08, 0.26    

Ls Meanc -0.05 0.09 -0.13 (-0.37, 0.10) 0.266  

SEc 0.096 0.104    

95% CIc -0.24, 0.14 -0.12, 0.29    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.46 0.54    

SD 0.879 0.903    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 56    

Mean -0.02 0.16    

SD 1.073 1.023    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.35, 0.20)     

Ls Meanb 0.05 0.11 -0.06 (-0.30, 0.17) 0.587  

SEb 0.087 0.088    

95% CIb -0.12, 0.22 -0.06, 0.29    

Ls Meanc -0.02 0.08 -0.10 (-0.44, 0.23) 0.542  

SEc 0.132 0.143    

95% CIc -0.28, 0.24 -0.20, 0.36    

 

  Day 15 Actual n 71 63    

Mean 0.20 0.27    

SD 0.600 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.26 -0.23    

SD 0.880 0.937    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.34, 0.24)     

Ls Meanb -0.26 -0.22 -0.04 (-0.29, 0.20) 0.741  

SEb 0.089 0.094    

95% CIb -0.44, -0.09 -0.41, -0.04    

Ls Meanc -0.24 -0.22 -0.02 (-0.26, 0.22) 0.858  

SEc 0.089 0.107    

95% CIc -0.42, -0.06 -0.43, -0.01    

 

  Day 29 Actual n 54 45    

Mean 0.20 0.02    

SD 0.626 0.149    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 41 39    

Mean -0.15 -0.33    

SD 0.882 0.772    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.10, 0.49)     

Ls Meanb -0.24 -0.41 0.17 (-0.08, 0.41) 0.189  

SEb 0.092 0.094    

95% CIb -0.42, -0.06 -0.60, -0.23    

Ls Meanc -0.18 -0.44 0.26 (0.04, 0.47) 0.019  

SEc 0.081 0.100    

95% CIc -0.35, -0.02 -0.64, -0.24    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.10 (-0.19, -0.02)     

Ls Meanb -0.52 -0.45 -0.08 (-0.14, -0.01) 0.020  

 

  Baseline Actual n 66 66  0.021d  

Mean 0.70 0.65    

SD 0.764 0.734    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 2.00    

 

  Day 3 Actual n 81 76    

Mean 0.51 0.37    

SD 0.777 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 60 62    

Mean -0.07 -0.31    

SD 0.880 0.692    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.26 (0.03, 0.49)     

Ls Meanb -0.13 -0.32 0.20 (0.03, 0.36) 0.024  

SEb 0.063 0.063    

95% CIb -0.25, -0.01 -0.45, -0.20    

Ls Meanc -0.14 -0.36 0.23 (-0.02, 0.47) 0.070  

SEc 0.099 0.107    

95% CIc -0.34, 0.06 -0.58, -0.15    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.31 0.44    

SD 0.553 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 56    

Mean -0.39 -0.13    

SD 0.856 0.810    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.30 (-0.53, -0.07)     

Ls Meanb -0.42 -0.20 -0.22 (-0.40, -0.05) 0.012  

SEb 0.064 0.065    

95% CIb -0.55, -0.29 -0.32, -0.07    

Ls Meanc -0.39 -0.20 -0.19 (-0.44, 0.05) 0.124  

SEc 0.097 0.105    

95% CIc -0.59, -0.20 -0.41, 0.01    

 

  Day 15 Actual n 71 63    

Mean 0.07 0.19    

SD 0.258 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.64 -0.47    

SD 0.736 0.687    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.42, 0.07)     

Ls Meanb -0.61 -0.48 -0.13 (-0.31, 0.06) 0.171  

SEb 0.066 0.070    

95% CIb -0.74, -0.48 -0.62, -0.35    

Ls Meanc -0.63 -0.49 -0.14 (-0.30, 0.01) 0.071  

SEc 0.059 0.071    

95% CIc -0.75, -0.52 -0.63, -0.35    

 

  Day 29 Actual n 54 45    

Mean 0.09 0.13    

SD 0.351 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 39    

Mean -0.49 -0.49    

SD 0.810 0.721    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.40, 0.11)     

Ls Meanb -0.64 -0.53 -0.11 (-0.30, 0.09) 0.277  

SEb 0.070 0.072    

95% CIb -0.78, -0.50 -0.67, -0.39    

Ls Meanc -0.48 -0.43 -0.05 (-0.24, 0.15) 0.630  

SEc 0.074 0.091    

95% CIc -0.63, -0.33 -0.61, -0.25    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.06, 0.11)     

Ls Meanb -0.26 -0.28 0.02 (-0.04, 0.08) 0.575  

 

  Baseline Actual n 66 66  0.302d  

Mean 0.41 0.36    

SD 0.701 0.757    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.36 0.29    

SD 0.677 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 60 62    

Mean -0.07 -0.08    

SD 0.578 0.795    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.24)     

Ls Meanb -0.11 -0.12 0.01 (-0.15, 0.18) 0.856  

SEb 0.060 0.060    

95% CIb -0.22, 0.01 -0.24, 0.00    

Ls Meanc -0.08 -0.10 0.03 (-0.19, 0.24) 0.812  

SEc 0.086 0.093    

95% CIc -0.25, 0.09 -0.29, 0.08    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.21 0.22    

SD 0.508 0.587    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 56    

Mean -0.15 -0.14    

SD 0.627 0.923    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.26, 0.20)     

Ls Meanb -0.16 -0.14 -0.02 (-0.19, 0.14) 0.792  

SEb 0.061 0.062    

95% CIb -0.28, -0.04 -0.26, -0.01    

Ls Meanc -0.14 -0.18 0.04 (-0.18, 0.25) 0.719  

SEc 0.085 0.092    

95% CIc -0.31, 0.03 -0.36, 0.00    

 

  Day 15 Actual n 71 63    

Mean 0.14 0.06    

SD 0.389 0.304    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.25 -0.30    

SD 0.757 0.805    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.10, 0.38)     

Ls Meanb -0.26 -0.37 0.10 (-0.07, 0.28) 0.242  

SEb 0.063 0.067    

95% CIb -0.39, -0.14 -0.50, -0.24    

Ls Meanc -0.25 -0.35 0.10 (-0.06, 0.26) 0.235  

SEc 0.060 0.073    

95% CIc -0.37, -0.13 -0.49, -0.20    

 

  Day 29 Actual n 54 45    

Mean 0.09 0.09    

SD 0.293 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 41 39    

Mean -0.37 -0.38    

SD 0.767 0.935    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.18, 0.32)     

Ls Meanb -0.34 -0.39 0.05 (-0.13, 0.24) 0.574  

SEb 0.067 0.069    

95% CIb -0.47, -0.20 -0.52, -0.25    

Ls Meanc -0.41 -0.42 0.02 (-0.12, 0.16) 0.812  

SEc 0.054 0.066    

95% CIc -0.51, -0.30 -0.55, -0.29    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.08, 0.11)     

Ls Meanb -0.38 -0.39 0.01 (-0.06, 0.08) 0.773  

 

  Baseline Actual n 66 66  <.001d  

Mean 0.56 0.59    

SD 0.659 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 81 76    

Mean 0.42 0.45    

SD 0.739 0.755    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 60 62    

Mean -0.08 -0.21    

SD 0.869 0.908    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.12, 0.35)     

Ls Meanb -0.11 -0.19 0.09 (-0.09, 0.26) 0.340  

SEb 0.066 0.066    

95% CIb -0.24, 0.02 -0.32, -0.06    

Ls Meanc -0.14 -0.23 0.09 (-0.17, 0.35) 0.478  

SEc 0.105 0.113    

95% CIc -0.34, 0.07 -0.45, 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.30 0.29    

SD 0.598 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 56    

Mean -0.24 -0.32    

SD 0.642 0.993    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.16, 0.33)     

Ls Meanb -0.28 -0.34 0.06 (-0.12, 0.25) 0.491  

SEb 0.068 0.068    

95% CIb -0.41, -0.15 -0.48, -0.21    

Ls Meanc -0.31 -0.37 0.06 (-0.17, 0.29) 0.600  

SEc 0.090 0.097    

95% CIc -0.48, -0.13 -0.56, -0.17    

 

  Day 15 Actual n 71 63    

Mean 0.14 0.10    

SD 0.457 0.296    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.34 -0.49    

SD 0.807 0.831    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.14, 0.38)     

Ls Meanb -0.41 -0.50 0.09 (-0.11, 0.28) 0.377  

SEb 0.069 0.073    

95% CIb -0.55, -0.28 -0.64, -0.36    

Ls Meanc -0.40 -0.51 0.11 (-0.07, 0.28) 0.218  

SEc 0.066 0.079    

95% CIc -0.53, -0.27 -0.67, -0.35    

 

  Day 29 Actual n 54 45    

Mean 0.11 0.13    

SD 0.502 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 41 39    

Mean -0.37 -0.36    

SD 0.829 0.668    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.25, 0.29)     

Ls Meanb -0.47 -0.48 0.01 (-0.19, 0.21) 0.887  

SEb 0.073 0.075    

95% CIb -0.61, -0.33 -0.63, -0.34    

Ls Meanc -0.41 -0.44 0.03 (-0.20, 0.25) 0.805  

SEc 0.086 0.105    

95% CIc -0.58, -0.24 -0.65, -0.23    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.08 -0.08 0.00 (-0.02, 0.02) 0.708  

 

  Baseline Actual n 66 66  0.142d  

Mean 0.14 0.05    

SD 0.552 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 81 76    

Mean 0.06 0.00    

SD 0.366 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 60 62    

Mean -0.07 -0.05    

SD 0.406 0.282    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.29)     

Ls Meanb -0.04 -0.10 0.06 (-0.01, 0.13) 0.091  

SEb 0.025 0.025    

95% CIb -0.09, 0.01 -0.15, -0.05    

Ls Meanc -0.05 -0.08 0.04 (-0.05, 0.12) 0.388  

SEc 0.033 0.036    

95% CIc -0.11, 0.02 -0.15, -0.01    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 70 72    

Mean 0.00 0.06    

SD 0.000 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 54 56    

Mean -0.07 0.02    

SD 0.428 0.486    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.27, 0.06)     

Ls Meanb -0.07 -0.02 -0.04 (-0.12, 0.03) 0.233  

SEb 0.026 0.026    

95% CIb -0.12, -0.01 -0.07, 0.03    

Ls Meanc -0.07 0.00 -0.07 (-0.17, 0.04) 0.197  

SEc 0.041 0.044    

95% CIc -0.15, 0.01 -0.09, 0.08    

 

  Day 15 Actual n 71 63    

Mean 0.03 0.00    

SD 0.167 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 53 47    

Mean -0.11 -0.06    

SD 0.610 0.323    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.23)     

Ls Meanb -0.07 -0.10 0.03 (-0.05, 0.10) 0.500  

SEb 0.027 0.029    

95% CIb -0.12, -0.02 -0.15, -0.04    

Ls Meanc -0.08 -0.12 0.04 (-0.02, 0.10) 0.162  

SEc 0.022 0.026    

95% CIc -0.12, -0.04 -0.17, -0.07    

 

  Day 29 Actual n 54 45    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 41 39    

Mean -0.17 -0.08    

SD 0.667 0.354    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.23, 0.14)     

Ls Meanb -0.12 -0.10 -0.02 (-0.10, 0.06) 0.641  

SEb 0.030 0.031    

95% CIb -0.18, -0.06 -0.16, -0.04    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset 

25-50% 

Body Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.69 -0.71 0.02 (-0.09, 0.12) 0.766  

 

  Baseline Actual n 60 56    

Mean 1.18 0.96    

SD 1.049 0.914    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.82 0.68    

SD 0.899 0.915    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

   Change n 56 51    

Mean -0.48 -0.29    

SD 1.044 0.782    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.26, 0.24)     

Ls Meanb -0.35 -0.34 -0.01 (-0.26, 0.24) 0.942  

SEb 0.094 0.096    

95% CIb -0.53, -0.16 -0.53, -0.15    

Ls Meanc -0.34 -0.26 -0.07 (-0.36, 0.22) 0.632  

SEc 0.139 0.135    

95% CIc -0.61, -0.06 -0.53, 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.53 0.34    

SD 0.750 0.715    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 53 43    

Mean -0.70 -0.58    

SD 1.153 0.906    

Min -4.00 -2.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.26, 0.26)     

Ls Meanb -0.63 -0.63 0.00 (-0.26, 0.25) 0.986  

SEb 0.096 0.100    

95% CIb -0.82, -0.44 -0.82, -0.43    

Ls Meanc -0.59 -0.65 0.06 (-0.22, 0.35) 0.654  

SEc 0.130 0.132    

95% CIc -0.85, -0.33 -0.91, -0.39    

 

  Day 15 Actual n 68 54    

Mean 0.29 0.13    

SD 0.648 0.391    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.84 -0.80    

SD 1.095 0.791    

Min -4.00 -2.00    

Median -0.50 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.13, 0.41)     

Ls Meanb -0.75 -0.89 0.14 (-0.12, 0.40) 0.300  

SEb 0.097 0.105    

95% CIb -0.94, -0.56 -1.10, -0.69    

Ls Meanc -0.74 -0.91 0.17 (-0.07, 0.40) 0.166  

SEc 0.113 0.114    

95% CIc -0.97, -0.52 -1.14, -0.68    

 

  Day 29 Actual n 48 50    

Mean 0.13 0.08    

SD 0.444 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 36 38    

Mean -1.08 -0.71    

SD 1.131 0.956    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.34, 0.21)     

Ls Meanb -0.93 -0.86 -0.07 (-0.34, 0.21) 0.630  

SEb 0.104 0.103    

95% CIb -1.13, -0.72 -1.06, -0.66    

Ls Meanc -0.84 -0.88 0.04 (-0.16, 0.24) 0.692  

SEc 0.095 0.085    

95% CIc -1.03, -0.65 -1.05, -0.71    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.07 (-0.12, -0.02)     

Ls Meanb -0.77 -0.71 -0.06 (-0.11, -0.01) 0.012  

 

  Baseline Actual n 60 56    

Mean 0.87 0.79    

SD 0.947 0.889    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 76 69    

Mean 0.30 0.32    

SD 0.611 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 55 51    

Mean -0.55 -0.45    

SD 1.051 0.783    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.12)     

Ls Meanb -0.53 -0.49 -0.04 (-0.20, 0.11) 0.588  

SEb 0.057 0.058    

95% CIb -0.64, -0.42 -0.60, -0.37    

Ls Meanc -0.61 -0.53 -0.08 (-0.32, 0.16) 0.514  

SEc 0.115 0.112    

95% CIc -0.84, -0.38 -0.75, -0.31    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.08 0.24    

SD 0.325 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 53 43    

Mean -0.72 -0.51    

SD 0.988 0.935    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.28, 0.07)     

Ls Meanb -0.75 -0.65 -0.10 (-0.26, 0.06) 0.241  

SEb 0.058 0.062    

95% CIb -0.86, -0.64 -0.77, -0.53    

Ls Meanc -0.70 -0.58 -0.12 (-0.30, 0.06) 0.180  

SEc 0.083 0.084    

95% CIc -0.86, -0.53 -0.75, -0.41    

 

  Day 15 Actual n 68 54    

Mean 0.01 0.11    

SD 0.121 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.82 -0.60    

SD 0.941 0.900    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.31, 0.05)     

Ls Meanb -0.83 -0.71 -0.12 (-0.28, 0.05) 0.158  

SEb 0.059 0.064    

95% CIb -0.94, -0.71 -0.84, -0.58    

Ls Meanc -0.81 -0.67 -0.14 (-0.31, 0.03) 0.103  

SEc 0.082 0.083    

95% CIc -0.97, -0.65 -0.84, -0.51    

 

  Day 29 Actual n 48 50    

Mean 0.00 0.02    

SD 0.000 0.141    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 36 38    

Mean -0.94 -0.87    

SD 1.040 0.875    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.19, 0.19)     

Ls Meanb -0.85 -0.85 0.00 (-0.18, 0.18) 0.994  

SEb 0.066 0.065    

95% CIb -0.98, -0.72 -0.98, -0.72    

Ls Meanc -0.93 -0.90 -0.03 (-0.08, 0.03) 0.316  

SEc 0.027 0.024    

95% CIc -0.98, -0.87 -0.95, -0.85    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.09 (0.00, 0.18)     

Ls Meanb -0.43 -0.50 0.08 (0.00, 0.15) 0.047  

 

  Baseline Actual n 60 56    

Mean 0.72 0.70    

SD 0.846 0.784    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.60 0.58    

SD 0.748 0.715    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 56 51    

Mean -0.14 -0.20    

SD 0.749 0.749    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.21, 0.24)     

Ls Meanb -0.17 -0.18 0.01 (-0.17, 0.19) 0.902  

SEb 0.069 0.071    

95% CIb -0.30, -0.03 -0.32, -0.04    

Ls Meanc -0.16 -0.19 0.03 (-0.21, 0.26) 0.817  

SEc 0.112 0.109    

95% CIc -0.38, 0.06 -0.40, 0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.42 0.40    

SD 0.599 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 53 43    

Mean -0.23 -0.35    

SD 0.697 0.897    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.14, 0.32)     

Ls Meanb -0.25 -0.33 0.08 (-0.11, 0.27) 0.423  

SEb 0.070 0.074    

95% CIb -0.39, -0.11 -0.47, -0.18    

Ls Meanc -0.25 -0.33 0.08 (-0.16, 0.32) 0.516  

SEc 0.112 0.113    

95% CIc -0.47, -0.02 -0.55, -0.10    

 

  Day 15 Actual n 68 54    

Mean 0.16 0.09    

SD 0.444 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.52 -0.65    

SD 0.677 0.736    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.12, 0.36)     

Ls Meanb -0.53 -0.63 0.10 (-0.10, 0.29) 0.338  

SEb 0.072 0.077    

95% CIb -0.67, -0.39 -0.78, -0.48    

Ls Meanc -0.53 -0.66 0.13 (-0.01, 0.27) 0.070  

SEc 0.068 0.068    

95% CIc -0.66, -0.39 -0.79, -0.52    

 

  Day 29 Actual n 48 50    

Mean 0.06 0.08    

SD 0.320 0.340    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 38    

Mean -0.61 -0.63    

SD 0.766 0.819    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.17, 0.32)     

Ls Meanb -0.57 -0.63 0.06 (-0.14, 0.26) 0.555  

SEb 0.077 0.076    

95% CIb -0.72, -0.42 -0.78, -0.48    

Ls Meanc -0.59 -0.62 0.03 (-0.10, 0.17) 0.630  

SEc 0.064 0.059    

95% CIc -0.72, -0.46 -0.74, -0.50    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.72 -0.68 -0.04 (-0.15, 0.07) 0.498  

 

  Baseline Actual n 60 56    

Mean 1.12 1.07    

SD 0.804 0.684    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 77 69    

Mean 1.13 0.99    

SD 0.750 0.737    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 56 51    

Mean 0.00 -0.18    

SD 0.632 0.713    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.27 (-0.05, 0.60)     

Ls Meanb -0.09 -0.29 0.20 (-0.04, 0.45) 0.103  

SEb 0.094 0.096    

95% CIb -0.27, 0.09 -0.48, -0.10    

Ls Meanc -0.13 -0.31 0.18 (-0.05, 0.41) 0.124  

SEc 0.110 0.108    

95% CIc -0.35, 0.09 -0.52, -0.09    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.78 0.98    

SD 0.791 0.908    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 53 43    

Mean -0.38 -0.14    

SD 0.790 1.167    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.42 (-0.75, -0.08)     

Ls Meanb -0.48 -0.17 -0.31 (-0.56, -0.06) 0.014  

SEb 0.095 0.099    

95% CIb -0.67, -0.30 -0.36, 0.02    

Ls Meanc -0.63 -0.33 -0.30 (-0.64, 0.04) 0.081  

SEc 0.159 0.159    

95% CIc -0.94, -0.31 -0.64, -0.01    

 

  Day 15 Actual n 68 54    

Mean 0.38 0.31    

SD 0.574 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.80 -0.85    

SD 0.756 0.921    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.37, 0.32)     

Ls Meanb -0.88 -0.86 -0.02 (-0.27, 0.24) 0.906  

SEb 0.096 0.103    

95% CIb -1.06, -0.69 -1.06, -0.66    

Ls Meanc -0.83 -0.84 0.02 (-0.23, 0.27) 0.893  

SEc 0.124 0.124    

95% CIc -1.07, -0.58 -1.09, -0.60    

 

  Day 29 Actual n 48 50    

Mean 0.21 0.20    

SD 0.459 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 38    

Mean -1.06 -0.95    

SD 0.715 0.837    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.38, 0.32)     

Ls Meanb -1.03 -1.01 -0.02 (-0.29, 0.24) 0.870  

SEb 0.102 0.101    

95% CIb -1.23, -0.83 -1.21, -0.81    

Ls Meanc -0.97 -0.99 0.02 (-0.19, 0.23) 0.842  

SEc 0.101 0.093    

95% CIc -1.17, -0.77 -1.17, -0.81    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.04)     

Ls Meanb -0.22 -0.18 -0.04 (-0.10, 0.02) 0.226  

 

  Baseline Actual n 60 56    

Mean 0.38 0.30    

SD 0.715 0.570    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 76 69    

Mean 0.37 0.41    

SD 0.709 0.734    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 55 51    

Mean 0.02 0.08    

SD 0.913 0.845    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.17, 0.35)     

Ls Meanb 0.09 0.03 0.06 (-0.11, 0.23) 0.508  

SEb 0.063 0.065    

95% CIb -0.03, 0.21 -0.09, 0.16    

Ls Meanc 0.03 0.02 0.01 (-0.27, 0.28) 0.969  

SEc 0.133 0.129    

95% CIc -0.24, 0.29 -0.23, 0.28    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.21 0.16    

SD 0.502 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 53 43    

Mean -0.09 -0.16    

SD 0.838 0.615    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.15, 0.38)     

Ls Meanb -0.09 -0.17 0.07 (-0.10, 0.25) 0.401  

SEb 0.064 0.068    

95% CIb -0.22, 0.03 -0.30, -0.03    

Ls Meanc -0.04 -0.14 0.11 (-0.10, 0.31) 0.300  

SEc 0.093 0.094    

95% CIc -0.22, 0.15 -0.33, 0.04    

 

  Day 15 Actual n 68 54    

Mean 0.04 0.09    

SD 0.270 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.34 -0.18    

SD 0.688 0.712    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.40, 0.16)     

Ls Meanb -0.28 -0.21 -0.08 (-0.26, 0.10) 0.390  

SEb 0.066 0.071    

95% CIb -0.41, -0.16 -0.34, -0.07    

Ls Meanc -0.34 -0.26 -0.08 (-0.21, 0.06) 0.262  

SEc 0.066 0.066    

95% CIc -0.47, -0.21 -0.39, -0.13    

 

  Day 29 Actual n 48 50    

Mean 0.00 0.04    

SD 0.000 0.198    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 36 38    

Mean -0.42 -0.26    

SD 0.732 0.601    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.33, 0.25)     

Ls Meanb -0.31 -0.29 -0.03 (-0.22, 0.16) 0.771  

SEb 0.071 0.071    

95% CIb -0.45, -0.17 -0.42, -0.15    

Ls Meanc -0.36 -0.33 -0.03 (-0.09, 0.02) 0.269  

SEc 0.026 0.024    

95% CIc -0.41, -0.31 -0.38, -0.28    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.20 -0.15 -0.05 (-0.13, 0.02) 0.153  

 

  Baseline Actual n 60 56    

Mean 0.28 0.25    

SD 0.691 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.32 0.29    

SD 0.677 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 56 51    

Mean 0.04 0.06    

SD 0.738 0.732    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.29, 0.27)     

Ls Meanb -0.03 -0.02 -0.01 (-0.19, 0.18) 0.939  

SEb 0.070 0.072    

95% CIb -0.17, 0.11 -0.16, 0.12    

Ls Meanc 0.04 0.05 -0.02 (-0.25, 0.22) 0.898  

SEc 0.112 0.109    

95% CIc -0.18, 0.26 -0.16, 0.27    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.17 0.33    

SD 0.475 0.825    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 53 43    

Mean -0.06 0.09    

SD 0.534 1.087    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.25 (-0.54, 0.03)     

Ls Meanb -0.13 0.04 -0.17 (-0.36, 0.02) 0.082  

SEb 0.071 0.074    

95% CIb -0.27, 0.01 -0.11, 0.18    

Ls Meanc -0.16 0.01 -0.17 (-0.45, 0.12) 0.241  

SEc 0.131 0.133    

95% CIc -0.42, 0.10 -0.26, 0.27    

 

  Day 15 Actual n 68 54    

Mean 0.15 0.17    

SD 0.497 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.12 -0.13    

SD 0.746 0.723    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.31, 0.28)     

Ls Meanb -0.19 -0.18 -0.01 (-0.20, 0.19) 0.943  

SEb 0.072 0.078    

95% CIb -0.33, -0.05 -0.33, -0.03    

Ls Meanc -0.23 -0.21 -0.02 (-0.25, 0.21) 0.867  

SEc 0.113 0.114    

95% CIc -0.45, 0.00 -0.43, 0.02    

 

  Day 29 Actual n 48 50    

Mean 0.06 0.02    

SD 0.320 0.141    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 36 38    

Mean -0.22 -0.26    

SD 0.866 0.724    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.25, 0.36)     

Ls Meanb -0.27 -0.30 0.04 (-0.17, 0.24) 0.736  

SEb 0.077 0.077    

95% CIb -0.42, -0.11 -0.45, -0.15    

Ls Meanc -0.23 -0.29 0.05 (-0.08, 0.19) 0.420  

SEc 0.064 0.058    

95% CIc -0.36, -0.11 -0.40, -0.17    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.70 -0.77 0.07 (-0.05, 0.18) 0.250  

 

  Baseline Actual n 60 56    

Mean 1.25 1.36    

SD 0.950 0.962    

Min 0.00 0.00    

Median 1.50 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 1.03 1.14    

SD 0.959 1.019    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 56 51    

Mean -0.16 -0.20    

SD 0.890 1.000    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.34, 0.22)     

Ls Meanb -0.23 -0.17 -0.06 (-0.33, 0.21) 0.663  

SEb 0.102 0.105    

95% CIb -0.43, -0.03 -0.38, 0.03    

Ls Meanc -0.27 -0.22 -0.05 (-0.38, 0.27) 0.741  

SEc 0.155 0.151    

95% CIc -0.58, 0.04 -0.52, 0.08    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.92 0.88    

SD 0.915 0.957    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 53 43    

Mean -0.30 -0.49    

SD 0.911 0.960    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.24, 0.34)     

Ls Meanb -0.38 -0.43 0.05 (-0.23, 0.33) 0.713  

SEb 0.104 0.109    

95% CIb -0.58, -0.18 -0.65, -0.22    

Ls Meanc -0.25 -0.42 0.17 (-0.16, 0.49) 0.314  

SEc 0.152 0.154    

95% CIc -0.55, 0.05 -0.72, -0.11    

 

  Day 15 Actual n 68 54    

Mean 0.41 0.37    

SD 0.652 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.76 -1.00    

SD 0.894 1.062    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.16, 0.44)     

Ls Meanb -0.84 -0.97 0.13 (-0.16, 0.42) 0.377  

SEb 0.106 0.114    

95% CIb -1.04, -0.63 -1.19, -0.74    

Ls Meanc -0.74 -0.87 0.13 (-0.14, 0.41) 0.331  

SEc 0.133 0.134    

95% CIc -1.00, -0.47 -1.14, -0.61    

 

  Day 29 Actual n 48 50    

Mean 0.27 0.30    

SD 0.574 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 38    

Mean -0.92 -1.11    

SD 0.937 1.034    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.34, 0.28)     

Ls Meanb -1.01 -0.98 -0.03 (-0.33, 0.26) 0.829  

SEb 0.113 0.112    

95% CIb -1.23, -0.79 -1.20, -0.76    

Ls Meanc -1.06 -1.12 0.06 (-0.21, 0.33) 0.665  

SEc 0.128 0.118    

95% CIc -1.31, -0.80 -1.35, -0.88    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.11, 0.08)     

Ls Meanb -0.81 -0.79 -0.02 (-0.11, 0.08) 0.754  

 

  Baseline Actual n 60 56    

Mean 1.23 1.16    

SD 1.064 0.949    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.61 0.59    

SD 0.764 0.863    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 56 51    

Mean -0.64 -0.55    

SD 0.980 0.923    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.27, 0.21)     

Ls Meanb -0.58 -0.56 -0.03 (-0.27, 0.22) 0.824  

SEb 0.093 0.095    

95% CIb -0.76, -0.40 -0.74, -0.37    

Ls Meanc -0.67 -0.60 -0.06 (-0.33, 0.21) 0.649  

SEc 0.131 0.127    

95% CIc -0.93, -0.40 -0.86, -0.35    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.49 0.53    

SD 0.787 0.754    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 53 43    

Mean -0.70 -0.56    

SD 1.085 1.053    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.29, 0.21)     

Ls Meanb -0.66 -0.61 -0.04 (-0.29, 0.21) 0.755  

SEb 0.094 0.099    

95% CIb -0.84, -0.47 -0.81, -0.42    

Ls Meanc -0.58 -0.61 0.03 (-0.27, 0.32) 0.857  

SEc 0.140 0.138    

95% CIc -0.86, -0.31 -0.88, -0.34    

 

  Day 15 Actual n 68 54    

Mean 0.22 0.19    

SD 0.514 0.552    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -1.02 -0.93    

SD 0.958 0.944    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.25, 0.27)     

Ls Meanb -0.98 -0.99 0.01 (-0.25, 0.27) 0.950  

SEb 0.096 0.103    

95% CIb -1.17, -0.79 -1.19, -0.78    

Ls Meanc -1.02 -0.97 -0.05 (-0.25, 0.14) 0.597  

SEc 0.096 0.096    

95% CIc -1.21, -0.83 -1.16, -0.78    

 

  Day 29 Actual n 48 50    

Mean 0.15 0.16    

SD 0.412 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 36 38    

Mean -1.03 -0.95    

SD 1.028 0.957    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.27, 0.27)     

Ls Meanb -0.97 -0.97 0.00 (-0.27, 0.27) 0.990  

SEb 0.104 0.103    

95% CIb -1.17, -0.76 -1.17, -0.77    

Ls Meanc -1.06 -1.00 -0.06 (-0.30, 0.19) 0.631  

SEc 0.119 0.107    

95% CIc -1.30, -0.82 -1.22, -0.79    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.77 -0.80 0.03 (-0.08, 0.14) 0.560  

 

  Baseline Actual n 60 56    

Mean 1.22 1.11    

SD 1.043 1.021    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.79 0.74    

SD 0.879 0.934    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

   Change n 56 51    

Mean -0.48 -0.41    

SD 1.009 0.963    

Min -4.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.25, 0.23)     

Ls Meanb -0.41 -0.40 -0.01 (-0.26, 0.23) 0.909  

SEb 0.095 0.097    

95% CIb -0.60, -0.23 -0.59, -0.21    

Ls Meanc -0.35 -0.32 -0.03 (-0.33, 0.26) 0.826  

SEc 0.142 0.138    

95% CIc -0.63, -0.07 -0.59, -0.05    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.46 0.31    

SD 0.730 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 53 43    

Mean -0.72 -0.74    

SD 1.007 1.093    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.20, 0.30)     

Ls Meanb -0.73 -0.78 0.05 (-0.20, 0.31) 0.697  

SEb 0.096 0.100    

95% CIb -0.92, -0.54 -0.98, -0.58    

Ls Meanc -0.58 -0.69 0.11 (-0.15, 0.37) 0.412  

SEc 0.120 0.121    

95% CIc -0.82, -0.34 -0.93, -0.45    

 

  Day 15 Actual n 68 54    

Mean 0.26 0.17    

SD 0.614 0.423    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.86 -0.93    

SD 1.030 0.997    

Min -4.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.12, 0.39)     

Ls Meanb -0.81 -0.95 0.14 (-0.12, 0.41) 0.289  

SEb 0.098 0.105    

95% CIb -1.00, -0.62 -1.16, -0.75    

Ls Meanc -0.85 -1.01 0.16 (-0.07, 0.40) 0.176  

SEc 0.116 0.116    

95% CIc -1.08, -0.61 -1.24, -0.78    

 

  Day 29 Actual n 48 50    

Mean 0.13 0.14    

SD 0.444 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 38    

Mean -1.00 -0.82    

SD 1.042 1.062    

Min -4.00 -3.00    

Median -1.00 -0.50    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.37, 0.15)     

Ls Meanb -0.95 -0.84 -0.11 (-0.38, 0.16) 0.417  

SEb 0.104 0.103    

95% CIb -1.15, -0.75 -1.04, -0.63    

Ls Meanc -0.92 -0.88 -0.04 (-0.27, 0.20) 0.765  

SEc 0.113 0.102    

95% CIc -1.14, -0.69 -1.09, -0.68    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.13 (-0.21, -0.04)     

Ls Meanb -0.29 -0.20 -0.09 (-0.15, -0.03) 0.004  

 

  Baseline Actual n 60 56    

Mean 0.40 0.30    

SD 0.741 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.32 0.22    

SD 0.637 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 56 51    

Mean -0.02 -0.10    

SD 0.646 0.458    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.26 (0.04, 0.48)     

Ls Meanb 0.04 -0.14 0.18 (0.03, 0.32) 0.020  

SEb 0.056 0.057    

95% CIb -0.07, 0.15 -0.25, -0.03    

Ls Meanc -0.04 -0.15 0.11 (-0.08, 0.30) 0.259  

SEc 0.091 0.088    

95% CIc -0.22, 0.14 -0.32, 0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.08 0.14    

SD 0.325 0.437    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 53 43    

Mean -0.23 -0.19    

SD 0.640 0.500    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.17)     

Ls Meanb -0.23 -0.19 -0.04 (-0.19, 0.11) 0.597  

SEb 0.057 0.060    

95% CIb -0.34, -0.12 -0.30, -0.07    

Ls Meanc -0.26 -0.25 -0.01 (-0.14, 0.12) 0.866  

SEc 0.060 0.060    

95% CIc -0.38, -0.14 -0.37, -0.13    

 

  Day 15 Actual n 68 54    

Mean 0.00 0.07    

SD 0.000 0.428    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.36 -0.18    

SD 0.663 0.501    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.39, 0.08)     

Ls Meanb -0.36 -0.26 -0.10 (-0.26, 0.05) 0.197  

SEb 0.058 0.063    

95% CIb -0.48, -0.25 -0.38, -0.13    

Ls Meanc -0.36 -0.24 -0.12 (-0.25, 0.01) 0.065  

SEc 0.062 0.062    

95% CIc -0.48, -0.23 -0.36, -0.11    

 

  Day 29 Actual n 48 50    

Mean 0.00 0.12    

SD 0.000 0.480    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 36 38    

Mean -0.44 -0.16    

SD 0.809 0.495    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.38 (-0.62, -0.13)     

Ls Meanb -0.43 -0.17 -0.25 (-0.42, -0.09) 0.003  

SEb 0.063 0.062    

95% CIb -0.55, -0.30 -0.29, -0.05    

Ls Meanc -0.45 -0.26 -0.20 (-0.36, -0.03) 0.019  

SEc 0.079 0.072    

95% CIc -0.61, -0.30 -0.40, -0.11    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.08)     

Ls Meanb -0.36 -0.31 -0.05 (-0.18, 0.08) 0.441  

 

  Baseline Actual n 60 56    

Mean 0.67 0.43    

SD 1.052 0.892    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.65 0.70    

SD 0.970 0.960    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 56 51    

Mean 0.00 0.20    

SD 1.206 1.149    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.36, 0.17)     

Ls Meanb 0.00 0.09 -0.09 (-0.35, 0.17) 0.497  

SEb 0.102 0.103    

95% CIb -0.20, 0.20 -0.11, 0.29    

Ls Meanc -0.12 -0.03 -0.09 (-0.45, 0.27) 0.610  

SEc 0.171 0.166    

95% CIc -0.46, 0.22 -0.36, 0.30    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.50 0.52    

SD 0.856 0.863    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 53 43    

Mean -0.08 0.12    

SD 1.238 0.981    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.43, 0.11)     

Ls Meanb -0.15 0.00 -0.15 (-0.42, 0.11) 0.255  

SEb 0.103 0.106    

95% CIb -0.35, 0.05 -0.21, 0.21    

Ls Meanc -0.08 0.03 -0.11 (-0.46, 0.24) 0.522  

SEc 0.161 0.163    

95% CIc -0.40, 0.24 -0.29, 0.35    

 

  Day 15 Actual n 68 54    

Mean 0.22 0.20    

SD 0.619 0.562    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.40 -0.23    

SD 1.107 1.121    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.29, 0.27)     

Ls Meanb -0.42 -0.41 -0.01 (-0.29, 0.26) 0.926  

SEb 0.104 0.110    

95% CIb -0.63, -0.22 -0.62, -0.19    

Ls Meanc -0.46 -0.42 -0.04 (-0.31, 0.23) 0.777  

SEc 0.132 0.132    

95% CIc -0.72, -0.20 -0.68, -0.16    

 

  Day 29 Actual n 48 50    

Mean 0.15 0.10    

SD 0.505 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 38    

Mean -0.61 -0.42    

SD 1.022 1.081    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.18, 0.39)     

Ls Meanb -0.42 -0.53 0.11 (-0.17, 0.38) 0.457  

SEb 0.109 0.108    

95% CIb -0.63, -0.21 -0.74, -0.31    

Ls Meanc -0.61 -0.56 -0.05 (-0.27, 0.17) 0.650  

SEc 0.105 0.095    

95% CIc -0.82, -0.40 -0.75, -0.37    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.28 -0.25 -0.02 (-0.15, 0.11) 0.732  

 

  Baseline Actual n 60 56    

Mean 0.53 0.34    

SD 0.947 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.56 0.55    

SD 0.910 0.900    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 56 51    

Mean 0.04 0.18    

SD 0.852 0.932    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.32, 0.26)     

Ls Meanb 0.02 0.04 -0.03 (-0.28, 0.22) 0.825  

SEb 0.099 0.100    

95% CIb -0.18, 0.21 -0.15, 0.24    

Ls Meanc -0.15 -0.06 -0.09 (-0.39, 0.21) 0.540  

SEc 0.145 0.139    

95% CIc -0.44, 0.14 -0.33, 0.22    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.51 0.47    

SD 0.888 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 53 43    

Mean 0.06 0.16    

SD 1.216 1.090    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.40, 0.19)     

Ls Meanb 0.00 0.08 -0.09 (-0.34, 0.17) 0.502  

SEb 0.100 0.102    

95% CIb -0.20, 0.19 -0.12, 0.28    

Ls Meanc 0.05 0.08 -0.04 (-0.40, 0.32) 0.830  

SEc 0.167 0.168    

95% CIc -0.29, 0.38 -0.25, 0.42    

 

  Day 15 Actual n 68 54    

Mean 0.19 0.20    

SD 0.553 0.562    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.32 -0.08    

SD 1.077 0.917    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.35, 0.26)     

Ls Meanb -0.35 -0.31 -0.04 (-0.31, 0.22) 0.759  

SEb 0.101 0.106    

95% CIb -0.55, -0.15 -0.52, -0.10    

Ls Meanc -0.30 -0.23 -0.07 (-0.32, 0.19) 0.610  

SEc 0.125 0.124    

95% CIc -0.55, -0.05 -0.48, 0.01    

 

  Day 29 Actual n 48 50    

Mean 0.13 0.06    

SD 0.489 0.314    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 38    

Mean -0.58 -0.32    

SD 1.079 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.21, 0.41)     

Ls Meanb -0.41 -0.49 0.09 (-0.18, 0.35) 0.527  

SEb 0.105 0.104    

95% CIb -0.61, -0.20 -0.70, -0.29    

Ls Meanc -0.50 -0.50 0.00 (-0.19, 0.20) 0.965  

SEc 0.095 0.084    

95% CIc -0.69, -0.31 -0.67, -0.33    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.08 (-0.01, 0.17)     

Ls Meanb -0.51 -0.57 0.06 (-0.01, 0.13) 0.097  

 

  Baseline Actual n 59 56    

Mean 0.66 0.75    

SD 0.801 0.769    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 77 69    

Mean 0.52 0.39    

SD 0.700 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 55 51    

Mean -0.13 -0.41    

SD 0.818 0.698    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.23 (0.01, 0.46)     

Ls Meanb -0.21 -0.39 0.18 (0.01, 0.36) 0.037  

SEb 0.066 0.067    

95% CIb -0.34, -0.08 -0.53, -0.26    

Ls Meanc -0.13 -0.33 0.20 (-0.03, 0.43) 0.092  

SEc 0.109 0.107    

95% CIc -0.35, 0.08 -0.54, -0.12    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.28 0.26    

SD 0.510 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 52 43    

Mean -0.37 -0.47    

SD 0.742 0.855    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.24, 0.22)     

Ls Meanb -0.44 -0.44 -0.01 (-0.19, 0.17) 0.935  

SEb 0.067 0.070    

95% CIb -0.58, -0.31 -0.57, -0.30    

Ls Meanc -0.35 -0.38 0.03 (-0.19, 0.25) 0.757  

SEc 0.102 0.103    

95% CIc -0.55, -0.15 -0.59, -0.18    

 

  Day 15 Actual n 68 54    

Mean 0.21 0.09    

SD 0.442 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 87 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 49 40    

Mean -0.41 -0.68    

SD 0.788 0.730    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.07, 0.40)     

Ls Meanb -0.51 -0.63 0.13 (-0.06, 0.31) 0.179  

SEb 0.068 0.073    

95% CIb -0.64, -0.37 -0.78, -0.49    

Ls Meanc -0.54 -0.70 0.16 (-0.01, 0.33) 0.070  

SEc 0.084 0.084    

95% CIc -0.71, -0.38 -0.87, -0.54    

 

  Day 29 Actual n 48 50    

Mean 0.08 0.12    

SD 0.279 0.328    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 35 38    

Mean -0.49 -0.63    

SD 0.781 0.786    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.16, 0.33)     

Ls Meanb -0.54 -0.61 0.07 (-0.12, 0.26) 0.481  

SEb 0.073 0.072    

95% CIb -0.69, -0.40 -0.75, -0.47    

Ls Meanc -0.59 -0.57 -0.02 (-0.18, 0.14) 0.775  

SEc 0.076 0.069    

95% CIc -0.74, -0.44 -0.70, -0.43    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.11, 0.13)     

Ls Meanb -0.20 -0.20 0.01 (-0.08, 0.09) 0.851  

 

  Baseline Actual n 60 56    

Mean 0.30 0.36    

SD 0.696 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.35 0.32    

SD 0.703 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 56 51    

Mean 0.07 0.00    

SD 0.735 0.600    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.31, 0.27)     

Ls Meanb -0.03 -0.01 -0.01 (-0.21, 0.19) 0.894  

SEb 0.077 0.078    

95% CIb -0.18, 0.12 -0.17, 0.14    

Ls Meanc 0.02 -0.01 0.02 (-0.21, 0.26) 0.843  

SEc 0.113 0.110    

95% CIc -0.21, 0.24 -0.22, 0.21    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.19 0.33    

SD 0.547 0.825    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 53 43    

Mean -0.06 -0.05    

SD 0.770 0.815    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.18 (-0.48, 0.11)     

Ls Meanb -0.16 -0.03 -0.13 (-0.34, 0.08) 0.225  

SEb 0.078 0.081    

95% CIb -0.31, 0.00 -0.19, 0.13    

Ls Meanc -0.20 -0.11 -0.09 (-0.37, 0.18) 0.513  

SEc 0.127 0.129    

95% CIc -0.46, 0.05 -0.37, 0.14    

 

  Day 15 Actual n 68 54    

Mean 0.19 0.15    

SD 0.553 0.563    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 90 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.08 -0.25    

SD 0.829 0.809    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.20, 0.42)     

Ls Meanb -0.17 -0.25 0.08 (-0.14, 0.29) 0.483  

SEb 0.079 0.085    

95% CIb -0.33, -0.02 -0.42, -0.08    

Ls Meanc -0.20 -0.28 0.08 (-0.16, 0.32) 0.517  

SEc 0.117 0.117    

95% CIc -0.43, 0.03 -0.51, -0.05    

 

  Day 29 Actual n 48 50    

Mean 0.15 0.02    

SD 0.461 0.141    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 36 38    

Mean -0.08 -0.34    

SD 0.806 0.745    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.21 (-0.11, 0.52)     

Ls Meanb -0.18 -0.32 0.15 (-0.08, 0.37) 0.197  

SEb 0.084 0.084    

95% CIb -0.34, -0.01 -0.48, -0.16    

Ls Meanc -0.17 -0.33 0.17 (-0.01, 0.35) 0.068  

SEc 0.086 0.078    

95% CIc -0.34, 0.01 -0.49, -0.18    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.06)     

Ls Meanb -0.52 -0.50 -0.02 (-0.09, 0.05) 0.627  

 

  Baseline Actual n 59 56    

Mean 0.58 0.68    

SD 0.814 0.897    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 77 69    

Mean 0.35 0.30    

SD 0.684 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 55 51    

Mean -0.35 -0.35    

SD 0.726 0.934    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.27, 0.12)     

Ls Meanb -0.36 -0.29 -0.07 (-0.23, 0.10) 0.427  

SEb 0.063 0.065    

95% CIb -0.48, -0.24 -0.42, -0.17    

Ls Meanc -0.29 -0.26 -0.03 (-0.25, 0.19) 0.774  

SEc 0.105 0.102    

95% CIc -0.50, -0.08 -0.46, -0.06    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.18 0.12    

SD 0.513 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 52 43    

Mean -0.40 -0.44    

SD 0.774 0.934    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.28, 0.13)     

Ls Meanb -0.49 -0.42 -0.06 (-0.24, 0.11) 0.465  

SEb 0.064 0.067    

95% CIb -0.61, -0.36 -0.56, -0.29    

Ls Meanc -0.42 -0.42 0.00 (-0.19, 0.19) 0.979  

SEc 0.088 0.089    

95% CIc -0.60, -0.25 -0.59, -0.24    

 

  Day 15 Actual n 68 54    

Mean 0.06 0.06    

SD 0.293 0.302    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 49 40    

Mean -0.51 -0.70    

SD 0.794 0.966    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.17, 0.25)     

Ls Meanb -0.56 -0.59 0.03 (-0.15, 0.21) 0.721  

SEb 0.066 0.070    

95% CIb -0.69, -0.43 -0.73, -0.45    

Ls Meanc -0.63 -0.62 -0.01 (-0.15, 0.13) 0.916  

SEc 0.068 0.069    

95% CIc -0.77, -0.49 -0.76, -0.49    

 

  Day 29 Actual n 48 50    

Mean 0.02 0.08    

SD 0.144 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 35 38    

Mean -0.60 -0.61    

SD 0.914 0.916    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.30, 0.13)     

Ls Meanb -0.59 -0.52 -0.07 (-0.25, 0.11) 0.451  

SEb 0.070 0.069    

95% CIb -0.73, -0.45 -0.66, -0.39    

Ls Meanc -0.68 -0.59 -0.08 (-0.20, 0.03) 0.161  

SEc 0.057 0.052    

95% CIc -0.79, -0.57 -0.70, -0.49    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, -0.02)     

Ls Meanb -0.12 -0.09 -0.03 (-0.06, -0.01) 0.010  

 

  Baseline Actual n 60 56    

Mean 0.15 0.05    

SD 0.547 0.297    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 77 69    

Mean 0.08 0.04    

SD 0.315 0.361    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 56 51    

Mean -0.05 0.00    

SD 0.483 0.200    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.24)     

Ls Meanb -0.02 -0.06 0.04 (-0.04, 0.11) 0.335  

SEb 0.027 0.028    

95% CIb -0.08, 0.03 -0.11, 0.00    

Ls Meanc -0.04 -0.04 -0.01 (-0.13, 0.11) 0.902  

SEc 0.057 0.055    

95% CIc -0.16, 0.07 -0.15, 0.07    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 72 58    

Mean 0.04 0.00    

SD 0.201 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 53 43    

Mean -0.08 -0.02    

SD 0.615 0.152    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -0.07 -0.08 0.01 (-0.07, 0.08) 0.840  

SEb 0.027 0.029    

95% CIb -0.13, -0.02 -0.14, -0.02    

Ls Meanc -0.04 -0.09 0.06 (-0.01, 0.13) 0.115  

SEc 0.033 0.033    

95% CIc -0.10, 0.03 -0.16, -0.03    

 

  Day 15 Actual n 68 54    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 50 40    

Mean -0.16 -0.08    

SD 0.584 0.350    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.14)     

Ls Meanb -0.13 -0.12 -0.01 (-0.09, 0.06) 0.731  

SEb 0.028 0.030    

95% CIb -0.19, -0.08 -0.18, -0.06    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    

 

  Day 29 Actual n 48 50    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 36 38    

Mean -0.25 -0.08    

SD 0.692 0.359    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.17)     

Ls Meanb -0.14 -0.13 -0.01 (-0.09, 0.07) 0.859  

SEb 0.031 0.030    

95% CIb -0.20, -0.08 -0.19, -0.07    

Ls Meanc -0.16 -0.16 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.16, -0.16 -0.16, -0.16    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset 

50-75% 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -1.04 -1.01 -0.03 (-0.13, 0.07) 0.570  

 

  Baseline Actual n 54 63    

Mean 1.43 1.13    

SD 1.143 0.907    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.61 0.63    

SD 0.897 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 48 59    

Mean -0.83 -0.46    

SD 1.209 0.988    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.41, 0.06)     

Ls Meanb -0.74 -0.57 -0.18 (-0.42, 0.06) 0.148  

SEb 0.093 0.088    

95% CIb -0.93, -0.56 -0.74, -0.39    

Ls Meanc -0.82 -0.63 -0.20 (-0.52, 0.13) 0.233  

SEc 0.146 0.140    

95% CIc -1.11, -0.53 -0.90, -0.35    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.37 0.42    

SD 0.707 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 49    

Mean -0.96 -0.76    

SD 1.242 0.969    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.32, 0.16)     

Ls Meanb -0.92 -0.84 -0.08 (-0.33, 0.17) 0.533  

SEb 0.095 0.091    

95% CIb -1.11, -0.74 -1.02, -0.67    

Ls Meanc -0.95 -0.87 -0.09 (-0.40, 0.23) 0.590  

SEc 0.142 0.136    

95% CIc -1.23, -0.67 -1.14, -0.60    

 

  Day 15 Actual n 60 68    

Mean 0.18 0.21    

SD 0.567 0.505    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -1.30 -0.92    

SD 1.181 0.932    

Min -3.00 -3.00    

Median -2.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.10 (-0.35, 0.15)     

Ls Meanb -1.17 -1.06 -0.11 (-0.36, 0.15) 0.416  

SEb 0.099 0.093    

95% CIb -1.36, -0.97 -1.24, -0.88    

Ls Meanc -1.24 -1.09 -0.15 (-0.38, 0.08) 0.202  

SEc 0.106 0.100    

95% CIc -1.45, -1.03 -1.29, -0.89    

 

  Day 29 Actual n 54 51    

Mean 0.22 0.08    

SD 0.634 0.337    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -1.32 -1.05    

SD 1.213 0.986    

Min -3.00 -3.00    

Median -2.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.18, 0.32)     

Ls Meanb -1.14 -1.21 0.07 (-0.18, 0.33) 0.579  

SEb 0.097 0.096    

95% CIb -1.33, -0.95 -1.40, -1.02    

Ls Meanc -1.21 -1.29 0.08 (-0.15, 0.30) 0.495  

SEc 0.104 0.108    

95% CIc -1.41, -1.00 -1.50, -1.07    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.06 (0.01, 0.11)     

Ls Meanb -0.84 -0.90 0.06 (0.01, 0.11) 0.028  

 

  Baseline Actual n 54 63    

Mean 1.13 0.78    

SD 1.082 0.906    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.36 0.39    

SD 0.657 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 48 59    

Mean -0.79 -0.41    

SD 1.051 0.949    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.11, 0.22)     

Ls Meanb -0.57 -0.62 0.05 (-0.11, 0.21) 0.506  

SEb 0.062 0.057    

95% CIb -0.69, -0.45 -0.74, -0.51    

Ls Meanc -0.60 -0.57 -0.03 (-0.28, 0.23) 0.847  

SEc 0.116 0.109    

95% CIc -0.83, -0.37 -0.79, -0.36    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.13 0.26    

SD 0.383 0.605    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 49    

Mean -0.91 -0.59    

SD 1.104 1.059    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.08)     

Ls Meanb -0.82 -0.74 -0.08 (-0.25, 0.08) 0.324  

SEb 0.063 0.060    

95% CIb -0.95, -0.70 -0.86, -0.62    

Ls Meanc -0.82 -0.74 -0.08 (-0.30, 0.14) 0.463  

SEc 0.097 0.092    

95% CIc -1.01, -0.62 -0.92, -0.55    

 

  Day 15 Actual n 60 68    

Mean 0.07 0.01    

SD 0.312 0.121    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -1.10 -0.80    

SD 1.105 0.912    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.13, 0.22)     

Ls Meanb -0.93 -0.98 0.04 (-0.13, 0.22) 0.611  

SEb 0.067 0.061    

95% CIb -1.06, -0.80 -1.10, -0.86    

Ls Meanc -0.91 -0.98 0.07 (-0.03, 0.17) 0.164  

SEc 0.047 0.043    

95% CIc -1.00, -0.81 -1.06, -0.89    

 

  Day 29 Actual n 54 51    

Mean 0.11 0.02    

SD 0.420 0.140    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 41 40    

Mean -1.12 -0.73    

SD 1.166 0.933    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.07, 0.29)     

Ls Meanb -0.87 -0.98 0.11 (-0.07, 0.28) 0.236  

SEb 0.065 0.065    

95% CIb -1.00, -0.74 -1.11, -0.85    

Ls Meanc -0.89 -1.02 0.12 (-0.03, 0.28) 0.104  

SEc 0.069 0.070    

95% CIc -1.03, -0.76 -1.16, -0.88    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.07 (-0.15, 0.02)     

Ls Meanb -0.56 -0.50 -0.06 (-0.14, 0.02) 0.112  

 

  Baseline Actual n 54 63    

Mean 0.81 0.76    

SD 0.933 0.946    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.47 0.55    

SD 0.731 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 48 59    

Mean -0.31 -0.19    

SD 0.993 0.861    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.33, 0.10)     

Ls Meanb -0.34 -0.23 -0.11 (-0.31, 0.09) 0.291  

SEb 0.078 0.072    

95% CIb -0.49, -0.18 -0.37, -0.09    

Ls Meanc -0.30 -0.21 -0.09 (-0.36, 0.18) 0.508  

SEc 0.122 0.115    

95% CIc -0.54, -0.06 -0.44, 0.02    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.35 0.49    

SD 0.655 0.805    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 49    

Mean -0.31 -0.31    

SD 0.949 0.983    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.27, 0.17)     

Ls Meanb -0.38 -0.33 -0.05 (-0.26, 0.16) 0.631  

SEb 0.079 0.076    

95% CIb -0.54, -0.23 -0.48, -0.18    

Ls Meanc -0.33 -0.31 -0.02 (-0.31, 0.26) 0.876  

SEc 0.127 0.120    

95% CIc -0.58, -0.08 -0.55, -0.07    

 

  Day 15 Actual n 60 68    

Mean 0.15 0.19    

SD 0.444 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.70 -0.47    

SD 0.966 1.002    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.36, 0.09)     

Ls Meanb -0.65 -0.52 -0.13 (-0.34, 0.09) 0.248  

SEb 0.083 0.077    

95% CIb -0.81, -0.48 -0.67, -0.37    

Ls Meanc -0.72 -0.58 -0.14 (-0.33, 0.05) 0.156  

SEc 0.088 0.081    

95% CIc -0.89, -0.54 -0.74, -0.42    

 

  Day 29 Actual n 54 51    

Mean 0.06 0.08    

SD 0.231 0.337    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 40    

Mean -0.63 -0.53    

SD 0.915 0.960    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.27, 0.19)     

Ls Meanb -0.64 -0.60 -0.03 (-0.25, 0.18) 0.758  

SEb 0.081 0.080    

95% CIb -0.79, -0.48 -0.76, -0.45    

Ls Meanc -0.57 -0.56 0.00 (-0.14, 0.14) 0.987  

SEc 0.064 0.067    

95% CIc -0.69, -0.44 -0.70, -0.43    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.04)     

Ls Meanb -0.81 -0.73 -0.08 (-0.20, 0.03) 0.168  

 

  Baseline Actual n 54 63    

Mean 1.17 1.25    

SD 0.746 0.822    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 1.04 1.13    

SD 0.830 0.828    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 48 59    

Mean -0.04 -0.02    

SD 0.713 0.938    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.44, 0.20)     

Ls Meanb -0.17 -0.08 -0.10 (-0.35, 0.16) 0.457  

SEb 0.099 0.092    

95% CIb -0.37, 0.02 -0.26, 0.11    

Ls Meanc -0.12 -0.05 -0.07 (-0.36, 0.21) 0.625  

SEc 0.129 0.122    

95% CIc -0.38, 0.13 -0.30, 0.19    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.79 1.00    

SD 0.832 0.979    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 45 49    

Mean -0.27 -0.27    

SD 0.837 0.974    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.27 (-0.60, 0.06)     

Ls Meanb -0.47 -0.25 -0.22 (-0.47, 0.04) 0.104  

SEb 0.100 0.096    

95% CIb -0.66, -0.27 -0.44, -0.06    

Ls Meanc -0.34 -0.25 -0.09 (-0.44, 0.26) 0.609  

SEc 0.155 0.145    

95% CIc -0.65, -0.03 -0.54, 0.04    

 

  Day 15 Actual n 60 68    

Mean 0.30 0.41    

SD 0.619 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 108 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.93 -0.88    

SD 1.023 0.857    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.18 (-0.52, 0.16)     

Ls Meanb -1.03 -0.89 -0.14 (-0.41, 0.12) 0.290  

SEb 0.104 0.098    

95% CIb -1.24, -0.83 -1.08, -0.70    

Ls Meanc -1.09 -0.92 -0.17 (-0.44, 0.11) 0.232  

SEc 0.128 0.117    

95% CIc -1.35, -0.84 -1.16, -0.69    

 

  Day 29 Actual n 54 51    

Mean 0.13 0.18    

SD 0.436 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -0.95 -1.00    

SD 0.947 0.877    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.27, 0.41)     

Ls Meanb -1.07 -1.12 0.06 (-0.21, 0.32) 0.676  

SEb 0.102 0.100    

95% CIb -1.27, -0.87 -1.32, -0.93    

Ls Meanc -1.07 -1.05 -0.02 (-0.23, 0.19) 0.856  

SEc 0.098 0.102    

95% CIc -1.26, -0.87 -1.25, -0.85    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.31 -0.31 0.00 (-0.04, 0.04) 0.974  

 

  Baseline Actual n 54 63    

Mean 0.41 0.37    

SD 0.836 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 72 82    

Mean 0.26 0.23    

SD 0.581 0.551    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 48 59    

Mean -0.15 -0.15    

SD 0.922 0.761    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.10, 0.27)     

Ls Meanb -0.10 -0.16 0.06 (-0.07, 0.20) 0.376  

SEb 0.052 0.047    

95% CIb -0.21, 0.00 -0.26, -0.07    

Ls Meanc -0.20 -0.23 0.03 (-0.17, 0.24) 0.753  

SEc 0.093 0.088    

95% CIc -0.38, -0.02 -0.41, -0.06    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.15 0.15    

SD 0.438 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 49    

Mean -0.20 -0.18    

SD 0.894 0.755    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.30, 0.08)     

Ls Meanb -0.27 -0.19 -0.08 (-0.22, 0.06) 0.268  

SEb 0.053 0.051    

95% CIb -0.37, -0.17 -0.29, -0.09    

Ls Meanc -0.25 -0.16 -0.09 (-0.29, 0.11) 0.398  

SEc 0.089 0.084    

95% CIc -0.43, -0.07 -0.33, 0.01    

 

  Day 15 Actual n 60 68    

Mean 0.05 0.07    

SD 0.220 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.35 -0.33    

SD 0.921 0.689    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.22, 0.18)     

Ls Meanb -0.35 -0.34 -0.01 (-0.16, 0.13) 0.850  

SEb 0.056 0.051    

95% CIb -0.46, -0.24 -0.44, -0.24    

Ls Meanc -0.35 -0.36 0.01 (-0.08, 0.10) 0.837  

SEc 0.041 0.038    

95% CIc -0.44, -0.27 -0.44, -0.29    

 

  Day 29 Actual n 54 51    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 41 40    

Mean -0.39 -0.33    

SD 0.833 0.616    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.23, 0.18)     

Ls Meanb -0.40 -0.38 -0.02 (-0.17, 0.13) 0.824  

SEb 0.055 0.055    

95% CIb -0.50, -0.29 -0.49, -0.27    

Ls Meanc -0.36 -0.36 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.36, -0.36 -0.36, -0.36    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.07)     

Ls Meanb -0.29 -0.27 -0.02 (-0.10, 0.06) 0.590  

 

  Baseline Actual n 54 63    

Mean 0.48 0.41    

SD 0.906 0.835    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.24 0.33    

SD 0.569 0.649    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 48 59    

Mean -0.13 -0.10    

SD 0.937 0.885    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.21)     

Ls Meanb -0.17 -0.15 -0.02 (-0.22, 0.18) 0.861  

SEb 0.077 0.072    

95% CIb -0.32, -0.02 -0.29, -0.01    

Ls Meanc -0.10 -0.08 -0.02 (-0.25, 0.22) 0.893  

SEc 0.108 0.102    

95% CIc -0.31, 0.12 -0.28, 0.12    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.16 0.31    

SD 0.486 0.725    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 49    

Mean -0.27 -0.06    

SD 0.986 1.008    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.22 (-0.46, 0.01)     

Ls Meanb -0.30 -0.11 -0.19 (-0.40, 0.01) 0.066  

SEb 0.078 0.075    

95% CIb -0.46, -0.15 -0.26, 0.04    

Ls Meanc -0.33 -0.18 -0.14 (-0.42, 0.13) 0.296  

SEc 0.122 0.116    

95% CIc -0.57, -0.08 -0.41, 0.05    

 

  Day 15 Actual n 60 68    

Mean 0.12 0.09    

SD 0.415 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.28 -0.31    

SD 0.933 0.871    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.24, 0.24)     

Ls Meanb -0.33 -0.33 0.00 (-0.21, 0.21) 1.000  

SEb 0.082 0.077    

95% CIb -0.49, -0.17 -0.48, -0.18    

Ls Meanc -0.31 -0.36 0.05 (-0.13, 0.22) 0.619  

SEc 0.084 0.077    

95% CIc -0.48, -0.14 -0.51, -0.20    

 

  Day 29 Actual n 54 51    

Mean 0.07 0.08    

SD 0.328 0.337    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -0.39 -0.40    

SD 0.997 0.841    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.25, 0.24)     

Ls Meanb -0.41 -0.40 -0.01 (-0.22, 0.21) 0.953  

SEb 0.080 0.079    

95% CIb -0.57, -0.25 -0.56, -0.25    

Ls Meanc -0.40 -0.45 0.05 (-0.09, 0.19) 0.488  

SEc 0.064 0.066    

95% CIc -0.53, -0.27 -0.58, -0.31    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.14 (-0.26, -0.01)     

Ls Meanb -1.09 -0.95 -0.14 (-0.26, -0.01) 0.031  

 

  Baseline Actual n 54 63    

Mean 1.61 1.48    

SD 1.017 0.965    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 1.10 1.10    

SD 1.009 0.924    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 48 59    

Mean -0.48 -0.19    

SD 1.185 0.973    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.42, 0.18)     

Ls Meanb -0.54 -0.42 -0.12 (-0.42, 0.18) 0.427  

SEb 0.116 0.108    

95% CIb -0.77, -0.31 -0.63, -0.21    

Ls Meanc -0.55 -0.41 -0.14 (-0.48, 0.21) 0.432  

SEc 0.158 0.147    

95% CIc -0.86, -0.24 -0.70, -0.12    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.76 0.86    

SD 0.843 0.954    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 45 49    

Mean -0.60 -0.51    

SD 1.116 1.043    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.44, 0.19)     

Ls Meanb -0.78 -0.66 -0.12 (-0.43, 0.18) 0.429  

SEb 0.118 0.113    

95% CIb -1.01, -0.55 -0.88, -0.44    

Ls Meanc -0.81 -0.73 -0.08 (-0.43, 0.27) 0.643  

SEc 0.156 0.147    

95% CIc -1.12, -0.50 -1.02, -0.44    

 

  Day 15 Actual n 60 68    

Mean 0.38 0.44    

SD 0.640 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -1.28 -0.96    

SD 1.219 1.020    

Min -3.00 -3.00    

Median -1.50 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.47, 0.18)     

Ls Meanb -1.29 -1.14 -0.15 (-0.46, 0.17) 0.371  

SEb 0.124 0.115    

95% CIb -1.53, -1.05 -1.37, -0.92    

Ls Meanc -1.35 -1.22 -0.13 (-0.43, 0.17) 0.381  

SEc 0.140 0.127    

95% CIc -1.63, -1.08 -1.47, -0.97    

 

  Day 29 Actual n 54 51    

Mean 0.37 0.37    

SD 0.681 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -1.32 -1.13    

SD 1.192 0.992    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.37, 0.28)     

Ls Meanb -1.31 -1.27 -0.04 (-0.36, 0.28) 0.796  

SEb 0.121 0.119    

95% CIb -1.55, -1.07 -1.50, -1.04    

Ls Meanc -1.43 -1.40 -0.02 (-0.31, 0.27) 0.877  

SEc 0.135 0.138    

95% CIc -1.70, -1.16 -1.68, -1.13    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.05 (-0.13, 0.02)     

Ls Meanb -0.97 -0.92 -0.05 (-0.13, 0.02) 0.166  

 

  Baseline Actual n 54 63    

Mean 1.41 1.00    

SD 1.000 0.916    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.64 0.59    

SD 0.861 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 48 59    

Mean -0.69 -0.47    

SD 1.170 0.953    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.16, 0.29)     

Ls Meanb -0.60 -0.66 0.06 (-0.15, 0.28) 0.571  

SEb 0.084 0.078    

95% CIb -0.76, -0.43 -0.81, -0.51    

Ls Meanc -0.71 -0.73 0.02 (-0.27, 0.31) 0.871  

SEc 0.131 0.123    

95% CIc -0.96, -0.45 -0.97, -0.49    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.53 0.53    

SD 0.804 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 49    

Mean -0.87 -0.65    

SD 1.179 1.071    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.22)     

Ls Meanb -0.75 -0.73 -0.02 (-0.24, 0.21) 0.892  

SEb 0.086 0.082    

95% CIb -0.92, -0.58 -0.89, -0.57    

Ls Meanc -0.76 -0.78 0.02 (-0.28, 0.33) 0.879  

SEc 0.136 0.129    

95% CIc -1.03, -0.49 -1.04, -0.53    

 

  Day 15 Actual n 60 68    

Mean 0.13 0.10    

SD 0.430 0.306    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -1.30 -0.92    

SD 1.018 0.932    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.13 (-0.38, 0.12)     

Ls Meanb -1.19 -1.07 -0.12 (-0.36, 0.11) 0.299  

SEb 0.090 0.083    

95% CIb -1.37, -1.01 -1.23, -0.90    

Ls Meanc -1.19 -1.09 -0.11 (-0.23, 0.02) 0.105  

SEc 0.059 0.054    

95% CIc -1.31, -1.08 -1.20, -0.98    

 

  Day 29 Actual n 54 51    

Mean 0.09 0.10    

SD 0.351 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 41 40    

Mean -1.44 -0.98    

SD 1.119 0.974    

Min -4.00 -3.00    

Median -2.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.36, 0.14)     

Ls Meanb -1.24 -1.13 -0.11 (-0.35, 0.13) 0.369  

SEb 0.089 0.088    

95% CIb -1.42, -1.07 -1.30, -0.96    

Ls Meanc -1.29 -1.21 -0.08 (-0.21, 0.05) 0.206  

SEc 0.059 0.060    

95% CIc -1.40, -1.17 -1.33, -1.09    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.11 (-0.20, -0.02)     

Ls Meanb -1.16 -1.05 -0.11 (-0.20, -0.01) 0.024  

 

  Baseline Actual n 54 63    

Mean 1.48 1.14    

SD 1.041 0.948    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.57 0.67    

SD 0.869 0.861    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 48 59    

Mean -0.96 -0.53    

SD 1.166 0.916    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.42, 0.04)     

Ls Meanb -0.86 -0.67 -0.19 (-0.42, 0.04) 0.105  

SEb 0.089 0.083    

95% CIb -1.04, -0.69 -0.84, -0.51    

Ls Meanc -0.91 -0.67 -0.24 (-0.56, 0.08) 0.140  

SEc 0.144 0.136    

95% CIc -1.20, -0.63 -0.94, -0.40    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.39 0.50    

SD 0.710 0.856    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 49    

Mean -1.00 -0.76    

SD 1.187 1.031    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.37, 0.11)     

Ls Meanb -0.97 -0.84 -0.13 (-0.37, 0.11) 0.283  

SEb 0.091 0.087    

95% CIb -1.14, -0.79 -1.01, -0.66    

Ls Meanc -0.99 -0.87 -0.12 (-0.45, 0.20) 0.444  

SEc 0.143 0.136    

95% CIc -1.28, -0.71 -1.14, -0.60    

 

  Day 15 Actual n 60 68    

Mean 0.17 0.19    

SD 0.526 0.553    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -1.43 -1.02    

SD 1.083 0.924    

Min -3.00 -3.00    

Median -2.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.40, 0.09)     

Ls Meanb -1.31 -1.15 -0.15 (-0.40, 0.09) 0.218  

SEb 0.095 0.089    

95% CIb -1.50, -1.12 -1.33, -0.98    

Ls Meanc -1.37 -1.18 -0.18 (-0.39, 0.03) 0.084  

SEc 0.095 0.088    

95% CIc -1.55, -1.18 -1.36, -1.01    

 

  Day 29 Actual n 54 51    

Mean 0.17 0.14    

SD 0.541 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -1.44 -1.03    

SD 1.097 1.050    

Min -3.00 -3.00    

Median -2.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.36, 0.14)     

Ls Meanb -1.30 -1.19 -0.11 (-0.35, 0.14) 0.403  

SEb 0.093 0.092    

95% CIb -1.48, -1.11 -1.37, -1.01    

Ls Meanc -1.34 -1.27 -0.07 (-0.27, 0.14) 0.510  

SEc 0.094 0.096    

95% CIc -1.53, -1.15 -1.46, -1.08    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.48 -0.46 -0.02 (-0.06, 0.03) 0.478  

 

  Baseline Actual n 54 63    

Mean 0.57 0.44    

SD 0.924 0.778    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.25 0.27    

SD 0.645 0.610    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 48 59    

Mean -0.40 -0.14    

SD 1.047 0.629    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.30, 0.02)     

Ls Meanb -0.36 -0.24 -0.12 (-0.25, 0.01) 0.079  

SEb 0.051 0.047    

95% CIb -0.46, -0.26 -0.34, -0.15    

Ls Meanc -0.45 -0.30 -0.15 (-0.37, 0.06) 0.165  

SEc 0.099 0.093    

95% CIc -0.65, -0.26 -0.48, -0.11    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.24 0.25    

SD 0.564 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 49    

Mean -0.20 -0.22    

SD 0.919 0.848    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.13)     

Ls Meanb -0.29 -0.26 -0.03 (-0.17, 0.11) 0.699  

SEb 0.052 0.050    

95% CIb -0.39, -0.19 -0.36, -0.17    

Ls Meanc -0.29 -0.28 -0.01 (-0.28, 0.25) 0.924  

SEc 0.117 0.111    

95% CIc -0.52, -0.06 -0.50, -0.06    

 

  Day 15 Actual n 60 68    

Mean 0.02 0.00    

SD 0.129 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.63 -0.51    

SD 0.952 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.13, 0.21)     

Ls Meanb -0.52 -0.55 0.03 (-0.11, 0.18) 0.652  

SEb 0.055 0.051    

95% CIb -0.62, -0.41 -0.65, -0.45    

Ls Meanc -0.55 -0.58 0.02 (-0.02, 0.07) 0.333  

SEc 0.021 0.019    

95% CIc -0.60, -0.51 -0.61, -0.54    

 

  Day 29 Actual n 54 51    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 41 40    

Mean -0.63 -0.58    

SD 0.968 0.874    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.23)     

Ls Meanb -0.53 -0.58 0.05 (-0.10, 0.19) 0.514  

SEb 0.054 0.053    

95% CIb -0.64, -0.43 -0.69, -0.48    

Ls Meanc -0.60 -0.60 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.60, -0.60 -0.60, -0.60    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.42 -0.44 0.02 (-0.10, 0.14) 0.766  

 

  Baseline Actual n 54 63    

Mean 0.70 0.67    

SD 0.983 0.933    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.71 0.68    

SD 0.895 0.915    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 48 59    

Mean 0.00 0.02    

SD 0.989 1.008    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.30, 0.20)     

Ls Meanb -0.10 -0.05 -0.05 (-0.29, 0.19) 0.690  

SEb 0.094 0.089    

95% CIb -0.28, 0.09 -0.22, 0.13    

Ls Meanc -0.11 -0.09 -0.02 (-0.33, 0.29) 0.895  

SEc 0.141 0.133    

95% CIc -0.39, 0.17 -0.35, 0.18    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.60 0.56    

SD 0.839 0.886    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 49    

Mean -0.11 -0.10    

SD 1.112 1.212    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.19, 0.32)     

Ls Meanb -0.20 -0.26 0.06 (-0.19, 0.30) 0.640  

SEb 0.095 0.091    

95% CIb -0.39, -0.02 -0.44, -0.08    

Ls Meanc -0.19 -0.20 0.01 (-0.34, 0.36) 0.944  

SEc 0.156 0.147    

95% CIc -0.50, 0.12 -0.49, 0.09    

 

  Day 15 Actual n 60 68    

Mean 0.22 0.22    

SD 0.555 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.45 -0.35    

SD 1.131 1.071    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.25, 0.28)     

Ls Meanb -0.46 -0.48 0.01 (-0.24, 0.27) 0.912  

SEb 0.099 0.093    

95% CIb -0.66, -0.27 -0.66, -0.29    

Ls Meanc -0.37 -0.42 0.05 (-0.20, 0.29) 0.717  

SEc 0.115 0.105    

95% CIc -0.60, -0.14 -0.63, -0.21    

 

  Day 29 Actual n 54 51    

Mean 0.13 0.16    

SD 0.391 0.418    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -0.54 -0.38    

SD 1.051 1.055    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.27, 0.26)     

Ls Meanb -0.55 -0.54 -0.01 (-0.26, 0.24) 0.955  

SEb 0.097 0.095    

95% CIb -0.74, -0.36 -0.73, -0.36    

Ls Meanc -0.53 -0.51 -0.02 (-0.21, 0.17) 0.838  

SEc 0.090 0.092    

95% CIc -0.71, -0.35 -0.70, -0.33    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.10, 0.17)     

Ls Meanb -0.41 -0.45 0.03 (-0.10, 0.16) 0.626  

 

  Baseline Actual n 54 63    

Mean 0.69 0.73    

SD 1.006 0.954    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.56 0.67    

SD 0.785 0.930    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 48 59    

Mean -0.10 -0.03    

SD 0.905 1.017    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.41, 0.10)     

Ls Meanb -0.20 -0.05 -0.15 (-0.40, 0.09) 0.226  

SEb 0.098 0.093    

95% CIb -0.39, -0.01 -0.23, 0.13    

Ls Meanc -0.22 -0.10 -0.12 (-0.42, 0.19) 0.446  

SEc 0.139 0.131    

95% CIc -0.49, 0.06 -0.36, 0.16    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.53 0.50    

SD 0.844 0.856    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 45 49    

Mean -0.13 -0.24    

SD 0.968 1.164    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.24, 0.27)     

Ls Meanb -0.28 -0.30 0.01 (-0.24, 0.27) 0.918  

SEb 0.099 0.095    

95% CIb -0.48, -0.09 -0.48, -0.11    

Ls Meanc -0.24 -0.28 0.03 (-0.29, 0.36) 0.835  

SEc 0.146 0.137    

95% CIc -0.53, 0.05 -0.55, 0.00    

 

  Day 15 Actual n 60 68    

Mean 0.23 0.13    

SD 0.621 0.420    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.43 -0.51    

SD 1.130 1.139    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.14, 0.39)     

Ls Meanb -0.41 -0.53 0.12 (-0.14, 0.38) 0.368  

SEb 0.103 0.097    

95% CIb -0.62, -0.21 -0.72, -0.34    

Ls Meanc -0.37 -0.53 0.16 (-0.10, 0.41) 0.225  

SEc 0.117 0.108    

95% CIc -0.60, -0.14 -0.74, -0.31    

 

  Day 29 Actual n 54 51    

Mean 0.09 0.10    

SD 0.293 0.361    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 41 40    

Mean -0.54 -0.58    

SD 1.027 1.083    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.31, 0.22)     

Ls Meanb -0.56 -0.52 -0.05 (-0.30, 0.21) 0.733  

SEb 0.100 0.098    

95% CIb -0.76, -0.36 -0.71, -0.33    

Ls Meanc -0.61 -0.61 0.00 (-0.17, 0.16) 0.977  

SEc 0.076 0.078    

95% CIc -0.76, -0.46 -0.76, -0.45    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.09, 0.08)     

Ls Meanb -0.44 -0.44 0.00 (-0.07, 0.06) 0.952  

 

  Baseline Actual n 54 63    

Mean 0.57 0.59    

SD 0.716 0.775    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.33 0.39    

SD 0.605 0.643    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 48 59    

Mean -0.25 -0.22    

SD 0.838 0.696    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.30, 0.13)     

Ls Meanb -0.29 -0.23 -0.06 (-0.22, 0.10) 0.445  

SEb 0.062 0.058    

95% CIb -0.42, -0.17 -0.34, -0.12    

Ls Meanc -0.36 -0.31 -0.05 (-0.27, 0.17) 0.644  

SEc 0.099 0.094    

95% CIc -0.56, -0.16 -0.49, -0.12    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.29 0.31    

SD 0.637 0.573    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 49    

Mean -0.24 -0.43    

SD 0.712 0.791    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.14, 0.31)     

Ls Meanb -0.36 -0.43 0.06 (-0.10, 0.23) 0.456  

SEb 0.063 0.061    

95% CIb -0.49, -0.24 -0.55, -0.31    

Ls Meanc -0.36 -0.46 0.10 (-0.11, 0.31) 0.337  

SEc 0.092 0.087    

95% CIc -0.54, -0.17 -0.63, -0.29    

 

  Day 15 Actual n 60 68    

Mean 0.17 0.15    

SD 0.418 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.48 -0.43    

SD 0.716 0.764    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.17)     

Ls Meanb -0.49 -0.44 -0.05 (-0.22, 0.13) 0.597  

SEb 0.067 0.062    

95% CIb -0.62, -0.36 -0.57, -0.32    

Ls Meanc -0.52 -0.50 -0.02 (-0.18, 0.13) 0.750  

SEc 0.071 0.065    

95% CIc -0.66, -0.38 -0.63, -0.37    

 

  Day 29 Actual n 54 51    

Mean 0.13 0.02    

SD 0.478 0.140    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 41 40    

Mean -0.39 -0.50    

SD 0.586 0.716    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.10, 0.36)     

Ls Meanb -0.50 -0.60 0.10 (-0.07, 0.27) 0.266  

SEb 0.065 0.064    

95% CIb -0.63, -0.37 -0.72, -0.47    

Ls Meanc -0.42 -0.50 0.08 (0.00, 0.16) 0.064  

SEc 0.038 0.039    

95% CIc -0.50, -0.34 -0.57, -0.42    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.08)     

Ls Meanb -0.39 -0.38 -0.01 (-0.08, 0.07) 0.876  

 

  Baseline Actual n 54 63    

Mean 0.59 0.52    

SD 1.019 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.35 0.32    

SD 0.735 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 48 59    

Mean -0.23 -0.17    

SD 0.857 0.746    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.17, 0.25)     

Ls Meanb -0.20 -0.23 0.04 (-0.15, 0.23) 0.693  

SEb 0.074 0.069    

95% CIb -0.34, -0.05 -0.37, -0.10    

Ls Meanc -0.12 -0.11 -0.02 (-0.24, 0.21) 0.870  

SEc 0.102 0.097    

95% CIc -0.33, 0.08 -0.30, 0.09    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.19 0.38    

SD 0.538 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 45 49    

Mean -0.29 -0.14    

SD 0.920 0.890    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.42, 0.01)     

Ls Meanb -0.34 -0.16 -0.18 (-0.38, 0.01) 0.067  

SEb 0.075 0.072    

95% CIb -0.49, -0.19 -0.30, -0.02    

Ls Meanc -0.25 -0.12 -0.13 (-0.38, 0.13) 0.334  

SEc 0.116 0.109    

95% CIc -0.48, -0.02 -0.34, 0.09    

 

  Day 15 Actual n 60 68    

Mean 0.13 0.10    

SD 0.468 0.428    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.33 -0.39    

SD 0.944 0.931    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.14, 0.31)     

Ls Meanb -0.38 -0.46 0.08 (-0.13, 0.28) 0.457  

SEb 0.079 0.074    

95% CIb -0.53, -0.22 -0.60, -0.31    

Ls Meanc -0.36 -0.46 0.09 (-0.12, 0.31) 0.397  

SEc 0.101 0.093    

95% CIc -0.56, -0.16 -0.64, -0.27    

 

  Day 29 Actual n 54 51    

Mean 0.09 0.10    

SD 0.351 0.361    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 40    

Mean -0.51 -0.40    

SD 1.098 0.871    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.25)     

Ls Meanb -0.48 -0.50 0.02 (-0.18, 0.23) 0.845  

SEb 0.077 0.076    

95% CIb -0.63, -0.32 -0.64, -0.35    

Ls Meanc -0.47 -0.51 0.05 (-0.09, 0.19) 0.486  

SEc 0.064 0.067    

95% CIc -0.59, -0.34 -0.65, -0.38    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.03)     

Ls Meanb -0.56 -0.54 -0.02 (-0.08, 0.03) 0.356  

 

  Baseline Actual n 54 63    

Mean 0.70 0.60    

SD 0.838 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 72 82    

Mean 0.40 0.30    

SD 0.705 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 48 59    

Mean -0.23 -0.32    

SD 0.857 0.655    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.16 (-0.02, 0.34)     

Ls Meanb -0.26 -0.39 0.13 (-0.02, 0.29) 0.089  

SEb 0.059 0.055    

95% CIb -0.37, -0.14 -0.50, -0.28    

Ls Meanc -0.28 -0.40 0.13 (-0.10, 0.35) 0.271  

SEc 0.102 0.096    

95% CIc -0.48, -0.08 -0.59, -0.21    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.19 0.18    

SD 0.538 0.539    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 45 49    

Mean -0.49 -0.45    

SD 0.843 0.914    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.26, 0.13)     

Ls Meanb -0.55 -0.49 -0.05 (-0.22, 0.11) 0.504  

SEb 0.061 0.058    

95% CIb -0.66, -0.43 -0.61, -0.38    

Ls Meanc -0.55 -0.51 -0.04 (-0.24, 0.17) 0.728  

SEc 0.092 0.087    

95% CIc -0.73, -0.36 -0.68, -0.34    

 

  Day 15 Actual n 60 68    

Mean 0.08 0.10    

SD 0.334 0.352    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.63 -0.53    

SD 0.897 0.819    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.31, 0.09)     

Ls Meanb -0.63 -0.54 -0.09 (-0.26, 0.07) 0.276  

SEb 0.064 0.059    

95% CIb -0.76, -0.51 -0.66, -0.43    

Ls Meanc -0.66 -0.58 -0.08 (-0.21, 0.06) 0.272  

SEc 0.063 0.058    

95% CIc -0.78, -0.53 -0.70, -0.46    

 

  Day 29 Actual n 54 51    

Mean 0.04 0.04    

SD 0.191 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 41 40    

Mean -0.63 -0.55    

SD 0.829 0.783    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.26, 0.14)     

Ls Meanb -0.66 -0.61 -0.05 (-0.22, 0.12) 0.565  

SEb 0.063 0.062    

95% CIb -0.78, -0.53 -0.73, -0.49    

Ls Meanc -0.62 -0.62 -0.01 (-0.10, 0.09) 0.915  

SEc 0.044 0.046    

95% CIc -0.71, -0.53 -0.71, -0.52    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.03)     

Ls Meanb -0.11 -0.11 0.00 (-0.02, 0.02) 0.838  

 

  Baseline Actual n 54 63    

Mean 0.20 0.03    

SD 0.655 0.252    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 72 82    

Mean 0.03 0.04    

SD 0.165 0.246    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 48 59    

Mean -0.17 0.02    

SD 0.663 0.130    

Min -3.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.07)     

Ls Meanb -0.10 -0.07 -0.03 (-0.10, 0.03) 0.350  

SEb 0.025 0.023    

95% CIb -0.15, -0.05 -0.11, -0.02    

Ls Meanc -0.11 -0.06 -0.05 (-0.14, 0.03) 0.224  

SEc 0.040 0.037    

95% CIc -0.19, -0.03 -0.13, 0.02    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 62 72    

Mean 0.02 0.00    

SD 0.127 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 45 49    

Mean -0.13 -0.04    

SD 0.625 0.286    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.10 -0.12 0.02 (-0.05, 0.09) 0.590  

SEb 0.025 0.024    

95% CIb -0.15, -0.05 -0.17, -0.07    

Ls Meanc -0.08 -0.10 0.02 (-0.02, 0.07) 0.294  

SEc 0.019 0.018    

95% CIc -0.12, -0.04 -0.14, -0.06    

 

  Day 15 Actual n 60 68    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 49    

Mean -0.23 -0.04    

SD 0.698 0.286    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.13)     

Ls Meanb -0.12 -0.12 -0.01 (-0.08, 0.06) 0.854  

SEb 0.027 0.025    

95% CIb -0.18, -0.07 -0.17, -0.07    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    

 

  Day 29 Actual n 54 51    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 41 40    

Mean -0.22 -0.05    

SD 0.690 0.316    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.13 -0.13 0.00 (-0.07, 0.07) 0.970  

SEb 0.027 0.027    

95% CIb -0.18, -0.07 -0.18, -0.07    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Time from 

symptom onset ≥ 

75% 

Body Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.07)     

Ls Meanb -0.84 -0.86 0.02 (-0.04, 0.07) 0.572  

 

  Baseline Actual n 129 140    

Mean 1.07 0.96    

SD 1.025 0.940    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.66 0.56    

SD 0.937 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.40 -0.39    

SD 0.916 0.971    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.46 -0.48 0.02 (-0.13, 0.17) 0.780  

SEb 0.058 0.056    

95% CIb -0.57, -0.34 -0.59, -0.37    

Ls Meanc -0.55 -0.56 0.01 (-0.18, 0.21) 0.903  

SEc 0.099 0.094    

95% CIc -0.74, -0.35 -0.75, -0.38    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 130    

Mean 0.43 0.31    

SD 0.846 0.680    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 110 108    

Mean -0.65 -0.65    

SD 0.954 0.970    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.26)     

Ls Meanb -0.67 -0.77 0.10 (-0.05, 0.26) 0.190  

SEb 0.059 0.058    

95% CIb -0.79, -0.55 -0.89, -0.66    

Ls Meanc -0.74 -0.81 0.07 (-0.12, 0.25) 0.474  

SEc 0.091 0.089    

95% CIc -0.92, -0.56 -0.99, -0.64    

 

  Day 15 Actual n 106 115    

Mean 0.20 0.13    

SD 0.592 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.86 -0.80    

SD 1.080 1.012    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.20)     

Ls Meanb -0.93 -0.96 0.03 (-0.13, 0.20) 0.685  

SEb 0.064 0.062    

95% CIb -1.05, -0.80 -1.08, -0.84    

Ls Meanc -0.84 -0.88 0.04 (-0.10, 0.19) 0.547  

SEc 0.072 0.069    

95% CIc -0.98, -0.70 -1.02, -0.75    

 

  Day 29 Actual n 94 99    

Mean 0.12 0.12    

SD 0.411 0.458    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 82 86    

Mean -0.89 -0.97    

SD 1.054 0.976    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -0.97 -0.97 0.01 (-0.16, 0.17) 0.934  

SEb 0.064 0.062    

95% CIb -1.09, -0.84 -1.09, -0.85    

Ls Meanc -0.93 -0.94 0.01 (-0.11, 0.12) 0.882  

SEc 0.055 0.052    

95% CIc -1.04, -0.82 -1.04, -0.83    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.05)     

Ls Meanb -0.61 -0.63 0.01 (-0.02, 0.04) 0.412  

 

  Baseline Actual n 129 140    

Mean 0.68 0.73    

SD 0.927 0.880    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.32 0.30    

SD 0.744 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 115 126    

Mean -0.32 -0.42    

SD 0.969 0.833    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.35 -0.41 0.06 (-0.04, 0.16) 0.221  

SEb 0.037 0.036    

95% CIb -0.42, -0.27 -0.48, -0.34    

Ls Meanc -0.39 -0.45 0.06 (-0.11, 0.22) 0.487  

SEc 0.084 0.080    

95% CIc -0.55, -0.22 -0.60, -0.29    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.12 0.14    

SD 0.468 0.443    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 110 109    

Mean -0.56 -0.56    

SD 0.883 0.821    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.61 -0.54 -0.07 (-0.17, 0.03) 0.178  

SEb 0.038 0.038    

95% CIb -0.68, -0.53 -0.61, -0.46    

Ls Meanc -0.62 -0.57 -0.06 (-0.17, 0.06) 0.326  

SEc 0.057 0.055    

95% CIc -0.74, -0.51 -0.67, -0.46    

 

  Day 15 Actual n 106 115    

Mean 0.04 0.03    

SD 0.236 0.227    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.60 -0.68    

SD 0.946 0.895    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.64 -0.67 0.03 (-0.08, 0.14) 0.636  

SEb 0.041 0.040    

95% CIb -0.72, -0.56 -0.74, -0.59    

Ls Meanc -0.64 -0.63 -0.01 (-0.08, 0.06) 0.823  

SEc 0.036 0.034    

95% CIc -0.71, -0.57 -0.70, -0.56    

 

  Day 29 Actual n 94 99    

Mean 0.00 0.01    

SD 0.000 0.101    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 82 86    

Mean -0.70 -0.67    

SD 0.952 0.874    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.68 -0.71 0.03 (-0.08, 0.14) 0.612  

SEb 0.042 0.041    

95% CIb -0.76, -0.60 -0.79, -0.63    

Ls Meanc -0.69 -0.68 -0.01 (-0.04, 0.01) 0.319  

SEc 0.011 0.011    

95% CIc -0.72, -0.67 -0.70, -0.66    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.10 (0.04, 0.15)     

Ls Meanb -0.53 -0.62 0.08 (0.04, 0.13) 0.001  

 

  Baseline Actual n 129 140    

Mean 0.80 0.71    

SD 0.869 0.869    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.46 0.41    

SD 0.691 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.29 -0.33    

SD 0.814 0.757    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (-0.01, 0.27)     

Ls Meanb -0.27 -0.38 0.11 (-0.01, 0.23) 0.072  

SEb 0.048 0.046    

95% CIb -0.37, -0.18 -0.47, -0.29    

Ls Meanc -0.32 -0.39 0.08 (-0.07, 0.23) 0.322  

SEc 0.076 0.073    

95% CIc -0.47, -0.17 -0.54, -0.25    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.42 0.27    

SD 0.704 0.579    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 110 109    

Mean -0.35 -0.41    

SD 0.981 0.723    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.17 (0.03, 0.32)     

Ls Meanb -0.37 -0.52 0.15 (0.02, 0.27) 0.021  

SEb 0.049 0.048    

95% CIb -0.47, -0.27 -0.61, -0.42    

Ls Meanc -0.33 -0.49 0.16 (0.00, 0.32) 0.044  

SEc 0.078 0.076    

95% CIc -0.48, -0.17 -0.64, -0.34    

 

  Day 15 Actual n 106 115    

Mean 0.19 0.09    

SD 0.480 0.364    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.56 -0.60    

SD 0.859 0.738    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.01, 0.30)     

Ls Meanb -0.56 -0.69 0.13 (-0.01, 0.26) 0.066  

SEb 0.052 0.051    

95% CIb -0.66, -0.46 -0.79, -0.59    

Ls Meanc -0.53 -0.68 0.15 (0.04, 0.26) 0.009  

SEc 0.054 0.052    

95% CIc -0.64, -0.42 -0.78, -0.57    

 

  Day 29 Actual n 94 99    

Mean 0.11 0.06    

SD 0.343 0.279    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.62 -0.65    

SD 0.925 0.794    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.06, 0.26)     

Ls Meanb -0.65 -0.73 0.09 (-0.05, 0.22) 0.213  

SEb 0.052 0.051    

95% CIb -0.75, -0.54 -0.83, -0.63    

Ls Meanc -0.58 -0.65 0.07 (-0.01, 0.16) 0.083  

SEc 0.040 0.038    

95% CIc -0.66, -0.50 -0.73, -0.58    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.03)     

Ls Meanb -0.65 -0.59 -0.05 (-0.13, 0.02) 0.168  

 

  Baseline Actual n 129 140    

Mean 1.17 1.13    

SD 0.894 0.767    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 1.03 1.11    

SD 0.904 0.850    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 115 126    

Mean -0.15 -0.03    

SD 0.830 0.809    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.32, 0.09)     

Ls Meanb -0.15 -0.05 -0.09 (-0.26, 0.07) 0.266  

SEb 0.067 0.064    

95% CIb -0.28, -0.02 -0.18, 0.07    

Ls Meanc -0.22 -0.10 -0.12 (-0.30, 0.07) 0.227  

SEc 0.095 0.090    

95% CIc -0.41, -0.03 -0.28, 0.07    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.92 0.92    

SD 0.924 0.814    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.33 -0.20    

SD 0.978 0.755    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.30, 0.12)     

Ls Meanb -0.30 -0.22 -0.07 (-0.25, 0.10) 0.392  

SEb 0.067 0.066    

95% CIb -0.43, -0.17 -0.35, -0.09    

Ls Meanc -0.35 -0.28 -0.07 (-0.27, 0.14) 0.507  

SEc 0.100 0.098    

95% CIc -0.55, -0.16 -0.48, -0.09    

 

  Day 15 Actual n 106 115    

Mean 0.51 0.46    

SD 0.771 0.611    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.66 -0.61    

SD 1.087 0.806    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.16)     

Ls Meanb -0.70 -0.65 -0.05 (-0.23, 0.13) 0.580  

SEb 0.072 0.069    

95% CIb -0.84, -0.56 -0.79, -0.52    

Ls Meanc -0.66 -0.65 -0.01 (-0.20, 0.19) 0.932  

SEc 0.097 0.093    

95% CIc -0.85, -0.47 -0.83, -0.47    

 

  Day 29 Actual n 94 99    

Mean 0.29 0.21    

SD 0.580 0.435    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.95 -0.91    

SD 0.942 0.806    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.24)     

Ls Meanb -0.93 -0.94 0.01 (-0.17, 0.20) 0.882  

SEb 0.071 0.069    

95% CIb -1.07, -0.79 -1.08, -0.80    

Ls Meanc -0.92 -0.98 0.06 (-0.08, 0.21) 0.387  

SEc 0.070 0.066    

95% CIc -1.06, -0.78 -1.11, -0.85    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.03)     

Ls Meanb -0.32 -0.31 -0.01 (-0.03, 0.02) 0.721  

 

  Baseline Actual n 129 140    

Mean 0.49 0.39    

SD 0.792 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.24 0.28    

SD 0.605 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.20 -0.10    

SD 0.752 0.702    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.07)     

Ls Meanb -0.18 -0.14 -0.04 (-0.13, 0.05) 0.369  

SEb 0.035 0.034    

95% CIb -0.25, -0.11 -0.20, -0.07    

Ls Meanc -0.23 -0.19 -0.05 (-0.18, 0.09) 0.510  

SEc 0.069 0.066    

95% CIc -0.37, -0.10 -0.32, -0.06    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.24 0.18    

SD 0.635 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.26 -0.22    

SD 0.700 0.599    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.21)     

Ls Meanb -0.22 -0.29 0.06 (-0.03, 0.16) 0.203  

SEb 0.036 0.035    

95% CIb -0.29, -0.15 -0.36, -0.22    

Ls Meanc -0.30 -0.34 0.04 (-0.07, 0.16) 0.473  

SEc 0.057 0.055    

95% CIc -0.41, -0.18 -0.45, -0.23    

 

  Day 15 Actual n 106 115    

Mean 0.10 0.03    

SD 0.435 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.34 -0.21    

SD 0.744 0.566    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.16)     

Ls Meanb -0.34 -0.36 0.02 (-0.09, 0.12) 0.741  

SEb 0.039 0.038    

95% CIb -0.42, -0.27 -0.43, -0.29    

Ls Meanc -0.28 -0.33 0.05 (-0.05, 0.14) 0.337  

SEc 0.047 0.045    

95% CIc -0.37, -0.19 -0.41, -0.24    

 

  Day 29 Actual n 94 99    

Mean 0.02 0.01    

SD 0.206 0.101    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 82 86    

Mean -0.34 -0.29    

SD 0.633 0.591    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.38 -0.36 -0.02 (-0.13, 0.08) 0.664  

SEb 0.040 0.039    

95% CIb -0.46, -0.30 -0.43, -0.28    

Ls Meanc -0.30 -0.31 0.01 (-0.04, 0.06) 0.735  

SEc 0.024 0.023    

95% CIc -0.35, -0.25 -0.35, -0.26    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.11 (0.03, 0.19)     

Ls Meanb -0.15 -0.24 0.09 (0.03, 0.15) 0.006  

 

  Baseline Actual n 129 140    

Mean 0.42 0.36    

SD 0.797 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.41 0.31    

SD 0.770 0.764    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 115 126    

Mean 0.00 -0.02    

SD 0.806 0.638    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.05, 0.30)     

Ls Meanb 0.01 -0.09 0.10 (-0.04, 0.23) 0.162  

SEb 0.053 0.051    

95% CIb -0.10, 0.11 -0.19, 0.01    

Ls Meanc -0.07 -0.13 0.06 (-0.10, 0.22) 0.459  

SEc 0.082 0.078    

95% CIc -0.23, 0.10 -0.28, 0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.36 0.27    

SD 0.748 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.13 -0.07    

SD 0.910 0.790    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.19)     

Ls Meanb -0.09 -0.10 0.01 (-0.13, 0.15) 0.869  

SEb 0.054 0.053    

95% CIb -0.20, 0.02 -0.21, 0.00    

Ls Meanc -0.18 -0.19 0.01 (-0.16, 0.18) 0.885  

SEc 0.084 0.081    

95% CIc -0.34, -0.01 -0.35, -0.03    

 

  Day 15 Actual n 106 115    

Mean 0.20 0.09    

SD 0.624 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.07 -0.22    

SD 0.774 0.625    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.21 (0.02, 0.40)     

Ls Meanb -0.14 -0.30 0.16 (0.02, 0.31) 0.030  

SEb 0.057 0.055    

95% CIb -0.25, -0.03 -0.41, -0.19    

Ls Meanc -0.10 -0.27 0.17 (0.03, 0.30) 0.014  

SEc 0.067 0.064    

95% CIc -0.23, 0.03 -0.40, -0.15    

 

  Day 29 Actual n 94 99    

Mean 0.10 0.05    

SD 0.417 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.22 -0.22    

SD 0.802 0.693    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.09, 0.29)     

Ls Meanb -0.23 -0.31 0.08 (-0.07, 0.22) 0.304  

SEb 0.057 0.055    

95% CIb -0.34, -0.12 -0.41, -0.20    

Ls Meanc -0.22 -0.27 0.06 (-0.05, 0.17) 0.317  

SEc 0.053 0.050    

95% CIc -0.32, -0.11 -0.37, -0.18    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.02 (-0.06, 0.10)     

Ls Meanb -0.91 -0.93 0.02 (-0.06, 0.11) 0.566  

 

  Baseline Actual n 129 140    

Mean 1.49 1.36    

SD 1.069 1.047    

Min 0.00 0.00    

Median 2.00 1.50    

Max 3.00 4.00    

 

  Day 3 Actual n 133 148    

Mean 1.07 0.99    

SD 1.016 0.958    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.39 -0.32    

SD 0.962 0.969    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.19)     

Ls Meanb -0.42 -0.44 0.02 (-0.17, 0.20) 0.866  

SEb 0.075 0.072    

95% CIb -0.57, -0.27 -0.58, -0.30    

Ls Meanc -0.44 -0.43 0.00 (-0.21, 0.21) 0.998  

SEc 0.105 0.100    

95% CIc -0.64, -0.23 -0.63, -0.24    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 164 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.88 0.75    

SD 1.020 0.914    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

   Change n 110 109    

Mean -0.64 -0.56    

SD 1.020 1.031    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.26)     

Ls Meanb -0.63 -0.71 0.08 (-0.12, 0.27) 0.431  

SEb 0.076 0.074    

95% CIb -0.78, -0.49 -0.86, -0.57    

Ls Meanc -0.68 -0.73 0.06 (-0.17, 0.28) 0.617  

SEc 0.109 0.107    

95% CIc -0.89, -0.46 -0.95, -0.52    

 

  Day 15 Actual n 106 115    

Mean 0.42 0.30    

SD 0.791 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -1.05 -0.99    

SD 1.130 1.032    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.22)     

Ls Meanb -1.07 -1.10 0.03 (-0.18, 0.23) 0.802  

SEb 0.080 0.078    

95% CIb -1.23, -0.91 -1.25, -0.94    

Ls Meanc -1.00 -1.10 0.09 (-0.10, 0.28) 0.336  

SEc 0.094 0.090    

95% CIc -1.19, -0.82 -1.27, -0.92    

 

  Day 29 Actual n 94 99    

Mean 0.24 0.26    

SD 0.562 0.564    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -1.17 -1.05    

SD 1.075 1.016    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.17, 0.21)     

Ls Meanb -1.17 -1.19 0.02 (-0.19, 0.22) 0.850  

SEb 0.080 0.078    

95% CIb -1.33, -1.02 -1.35, -1.04    

Ls Meanc -1.16 -1.12 -0.04 (-0.20, 0.12) 0.603  

SEc 0.075 0.071    

95% CIc -1.31, -1.01 -1.26, -0.98    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.12)     

Ls Meanb -0.68 -0.75 0.07 (0.01, 0.12) 0.017  

 

  Baseline Actual n 129 140    

Mean 0.95 1.06    

SD 0.938 1.047    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 133 148    

Mean 0.52 0.57    

SD 0.755 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.34 -0.48    

SD 0.917 1.071    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.42 -0.42 0.01 (-0.14, 0.16) 0.940  

SEb 0.058 0.056    

95% CIb -0.53, -0.30 -0.53, -0.31    

Ls Meanc -0.52 -0.55 0.03 (-0.17, 0.22) 0.795  

SEc 0.097 0.092    

95% CIc -0.71, -0.33 -0.73, -0.37    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.45 0.40    

SD 0.847 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.45 -0.64    

SD 0.992 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.24)     

Ls Meanb -0.54 -0.63 0.09 (-0.07, 0.24) 0.262  

SEb 0.059 0.058    

95% CIb -0.66, -0.42 -0.74, -0.51    

Ls Meanc -0.51 -0.63 0.12 (-0.06, 0.31) 0.188  

SEc 0.091 0.088    

95% CIc -0.69, -0.33 -0.81, -0.46    

 

  Day 15 Actual n 106 115    

Mean 0.27 0.31    

SD 0.655 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.62 -0.70    

SD 0.991 1.066    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.21)     

Ls Meanb -0.69 -0.74 0.05 (-0.12, 0.21) 0.575  

SEb 0.064 0.062    

95% CIb -0.82, -0.57 -0.86, -0.62    

Ls Meanc -0.64 -0.65 0.01 (-0.16, 0.18) 0.898  

SEc 0.086 0.082    

95% CIc -0.81, -0.47 -0.81, -0.49    

 

  Day 29 Actual n 94 99    

Mean 0.15 0.15    

SD 0.439 0.460    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.78 -0.91    

SD 0.956 0.941    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -0.88 -0.90 0.02 (-0.15, 0.18) 0.845  

SEb 0.064 0.062    

95% CIb -1.01, -0.76 -1.02, -0.78    

Ls Meanc -0.85 -0.84 -0.01 (-0.12, 0.10) 0.878  

SEc 0.053 0.050    

95% CIc -0.96, -0.75 -0.94, -0.75    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.04)     

Ls Meanb -0.86 -0.84 -0.02 (-0.08, 0.04) 0.444  

 

  Baseline Actual n 129 140    

Mean 1.08 1.11    

SD 0.989 0.997    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.63 0.53    

SD 0.883 0.803    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.43 -0.58    

SD 0.879 0.915    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.23)     

Ls Meanb -0.45 -0.54 0.08 (-0.07, 0.23) 0.271  

SEb 0.058 0.056    

95% CIb -0.57, -0.34 -0.65, -0.43    

Ls Meanc -0.55 -0.65 0.10 (-0.08, 0.28) 0.266  

SEc 0.092 0.087    

95% CIc -0.73, -0.37 -0.82, -0.48    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.43 0.34    

SD 0.827 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 110 109    

Mean -0.68 -0.75    

SD 0.918 0.992    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.26)     

Ls Meanb -0.68 -0.79 0.10 (-0.05, 0.26) 0.185  

SEb 0.059 0.058    

95% CIb -0.80, -0.57 -0.90, -0.67    

Ls Meanc -0.71 -0.79 0.08 (-0.10, 0.26) 0.390  

SEc 0.090 0.088    

95% CIc -0.89, -0.53 -0.96, -0.62    

 

  Day 15 Actual n 106 115    

Mean 0.15 0.23    

SD 0.531 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.94 -0.82    

SD 1.004 1.126    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.07)     

Ls Meanb -0.98 -0.89 -0.09 (-0.25, 0.07) 0.284  

SEb 0.064 0.062    

95% CIb -1.10, -0.85 -1.01, -0.77    

Ls Meanc -0.84 -0.74 -0.10 (-0.25, 0.05) 0.178  

SEc 0.075 0.071    

95% CIc -0.99, -0.70 -0.88, -0.60    

 

  Day 29 Actual n 94 99    

Mean 0.09 0.17    

SD 0.317 0.453    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -1.01 -0.98    

SD 1.012 1.006    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.27, 0.06)     

Ls Meanb -1.05 -0.95 -0.10 (-0.27, 0.06) 0.214  

SEb 0.064 0.062    

95% CIb -1.17, -0.93 -1.07, -0.82    

Ls Meanc -1.01 -0.91 -0.11 (-0.22, 0.01) 0.068  

SEc 0.054 0.051    

95% CIc -1.12, -0.91 -1.01, -0.81    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.34 -0.36 0.02 (-0.01, 0.06) 0.222  

 

  Baseline Actual n 129 140    

Mean 0.47 0.41    

SD 0.791 0.698    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.36 0.28    

SD 0.742 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.03 -0.14    

SD 0.843 0.701    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.20 (0.07, 0.33)     

Ls Meanb -0.03 -0.18 0.15 (0.05, 0.24) 0.002  

SEb 0.037 0.035    

95% CIb -0.10, 0.04 -0.25, -0.11    

Ls Meanc -0.05 -0.19 0.14 (-0.02, 0.30) 0.094  

SEc 0.082 0.078    

95% CIc -0.21, 0.11 -0.34, -0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.23 0.23    

SD 0.619 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.27 -0.24    

SD 0.887 0.732    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.22 -0.26 0.04 (-0.06, 0.13) 0.470  

SEb 0.037 0.037    

95% CIb -0.30, -0.15 -0.33, -0.19    

Ls Meanc -0.32 -0.35 0.04 (-0.11, 0.18) 0.636  

SEc 0.073 0.071    

95% CIc -0.46, -0.17 -0.49, -0.21    

 

  Day 15 Actual n 106 115    

Mean 0.05 0.07    

SD 0.320 0.343    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.38 -0.35    

SD 0.866 0.634    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.17)     

Ls Meanb -0.39 -0.41 0.02 (-0.08, 0.13) 0.679  

SEb 0.040 0.039    

95% CIb -0.47, -0.31 -0.49, -0.33    

Ls Meanc -0.36 -0.40 0.03 (-0.04, 0.11) 0.388  

SEc 0.039 0.037    

95% CIc -0.44, -0.29 -0.47, -0.32    

 

  Day 29 Actual n 94 99    

Mean 0.02 0.01    

SD 0.145 0.101    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 82 86    

Mean -0.44 -0.34    

SD 0.862 0.644    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.40 -0.43 0.03 (-0.07, 0.14) 0.565  

SEb 0.041 0.039    

95% CIb -0.48, -0.32 -0.51, -0.35    

Ls Meanc -0.39 -0.40 0.01 (-0.03, 0.05) 0.553  

SEc 0.020 0.018    

95% CIc -0.43, -0.35 -0.44, -0.36    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.13)     

Ls Meanb -0.64 -0.71 0.08 (0.01, 0.14) 0.018  

 

  Baseline Actual n 129 140    

Mean 0.84 0.94    

SD 1.074 1.068    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.51 0.64    

SD 0.867 0.927    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.31 -0.37    

SD 1.012 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.34 -0.33 -0.01 (-0.15, 0.13) 0.851  

SEb 0.055 0.053    

95% CIb -0.45, -0.23 -0.43, -0.23    

Ls Meanc -0.39 -0.40 0.01 (-0.19, 0.20) 0.942  

SEc 0.100 0.095    

95% CIc -0.59, -0.20 -0.59, -0.21    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.34 0.34    

SD 0.723 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.54 -0.63    

SD 1.081 1.077    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.54 -0.60 0.06 (-0.08, 0.21) 0.385  

SEb 0.056 0.055    

95% CIb -0.65, -0.43 -0.71, -0.50    

Ls Meanc -0.61 -0.68 0.06 (-0.11, 0.24) 0.466  

SEc 0.085 0.082    

95% CIc -0.78, -0.45 -0.84, -0.52    

 

  Day 15 Actual n 106 115    

Mean 0.19 0.09    

SD 0.554 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.64 -0.83    

SD 1.034 1.113    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.24)     

Ls Meanb -0.71 -0.81 0.10 (-0.05, 0.26) 0.176  

SEb 0.059 0.058    

95% CIb -0.82, -0.59 -0.92, -0.70    

Ls Meanc -0.69 -0.80 0.12 (-0.01, 0.24) 0.065  

SEc 0.062 0.058    

95% CIc -0.81, -0.56 -0.92, -0.69    

 

  Day 29 Actual n 94 99    

Mean 0.13 0.02    

SD 0.492 0.141    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 82 86    

Mean -0.61 -0.85    

SD 0.899 1.068    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.15 (0.00, 0.29)     

Ls Meanb -0.74 -0.90 0.16 (0.00, 0.31) 0.043  

SEb 0.059 0.057    

95% CIb -0.86, -0.63 -1.01, -0.79    

Ls Meanc -0.66 -0.76 0.10 (0.01, 0.19) 0.026  

SEc 0.043 0.041    

95% CIc -0.75, -0.58 -0.84, -0.68    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 178 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.08 (0.02, 0.13)     

Ls Meanb -0.56 -0.63 0.08 (0.02, 0.13) 0.006  

 

  Baseline Actual n 129 140    

Mean 0.73 0.84    

SD 0.998 1.020    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.46 0.49    

SD 0.848 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.23 -0.40    

SD 0.992 1.013    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.23)     

Ls Meanb -0.23 -0.34 0.11 (-0.02, 0.23) 0.098  

SEb 0.050 0.048    

95% CIb -0.33, -0.14 -0.43, -0.25    

Ls Meanc -0.30 -0.39 0.10 (-0.09, 0.29) 0.305  

SEc 0.097 0.092    

95% CIc -0.49, -0.10 -0.58, -0.21    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.30 0.34    

SD 0.692 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 110 109    

Mean -0.44 -0.54    

SD 1.036 1.041    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.41 -0.47 0.06 (-0.07, 0.19) 0.351  

SEb 0.051 0.050    

95% CIb -0.51, -0.31 -0.57, -0.37    

Ls Meanc -0.54 -0.59 0.05 (-0.12, 0.23) 0.566  

SEc 0.086 0.083    

95% CIc -0.71, -0.37 -0.76, -0.43    

 

  Day 15 Actual n 106 115    

Mean 0.16 0.07    

SD 0.500 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.59 -0.78    

SD 0.995 1.079    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.02, 0.25)     

Ls Meanb -0.61 -0.73 0.12 (-0.02, 0.25) 0.095  

SEb 0.054 0.052    

95% CIb -0.72, -0.51 -0.83, -0.63    

Ls Meanc -0.60 -0.70 0.10 (0.00, 0.20) 0.049  

SEc 0.051 0.048    

95% CIc -0.70, -0.50 -0.80, -0.61    

 

  Day 29 Actual n 94 99    

Mean 0.06 0.03    

SD 0.322 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.57 -0.78    

SD 0.889 1.056    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.23)     

Ls Meanb -0.66 -0.76 0.10 (-0.04, 0.23) 0.166  

SEb 0.054 0.052    

95% CIb -0.77, -0.56 -0.86, -0.66    

Ls Meanc -0.63 -0.68 0.05 (-0.04, 0.14) 0.249  

SEc 0.042 0.040    

95% CIc -0.71, -0.54 -0.76, -0.60    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.05 (-0.01, 0.10)     

Ls Meanb -0.43 -0.47 0.04 (-0.01, 0.08) 0.102  

 

  Baseline Actual n 129 140    

Mean 0.60 0.56    

SD 0.815 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.39 0.35    

SD 0.649 0.582    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 115 126    

Mean -0.19 -0.26    

SD 0.748 0.771    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.24)     

Ls Meanb -0.21 -0.29 0.08 (-0.03, 0.19) 0.158  

SEb 0.043 0.041    

95% CIb -0.29, -0.13 -0.37, -0.21    

Ls Meanc -0.26 -0.33 0.08 (-0.06, 0.22) 0.290  

SEc 0.071 0.067    

95% CIc -0.40, -0.12 -0.47, -0.20    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.31 0.21    

SD 0.570 0.496    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 110 109    

Mean -0.31 -0.35    

SD 0.821 0.614    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.26)     

Ls Meanb -0.33 -0.42 0.09 (-0.02, 0.20) 0.115  

SEb 0.043 0.042    

95% CIb -0.42, -0.25 -0.51, -0.34    

Ls Meanc -0.31 -0.41 0.09 (-0.03, 0.22) 0.152  

SEc 0.062 0.060    

95% CIc -0.44, -0.19 -0.53, -0.29    

 

  Day 15 Actual n 106 115    

Mean 0.18 0.10    

SD 0.474 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.39 -0.53    

SD 0.768 0.758    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.26)     

Ls Meanb -0.45 -0.53 0.08 (-0.04, 0.20) 0.171  

SEb 0.046 0.045    

95% CIb -0.54, -0.36 -0.62, -0.44    

Ls Meanc -0.43 -0.54 0.11 (0.00, 0.22) 0.049  

SEc 0.056 0.053    

95% CIc -0.54, -0.32 -0.64, -0.43    

 

  Day 29 Actual n 94 99    

Mean 0.06 0.12    

SD 0.246 0.411    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 82 86    

Mean -0.44 -0.52    

SD 0.771 0.747    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.54 -0.51 -0.03 (-0.15, 0.09) 0.600  

SEb 0.046 0.045    

95% CIb -0.63, -0.45 -0.60, -0.42    

Ls Meanc -0.47 -0.45 -0.02 (-0.10, 0.06) 0.597  

SEc 0.039 0.037    

95% CIc -0.54, -0.39 -0.52, -0.37    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.07 (0.00, 0.14)     

Ls Meanb -0.29 -0.35 0.06 (0.00, 0.12) 0.053  

 

  Baseline Actual n 129 140    

Mean 0.53 0.47    

SD 0.839 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.41 0.34    

SD 0.789 0.762    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 115 126    

Mean -0.15 -0.10    

SD 0.786 0.774    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.22)     

Ls Meanb -0.13 -0.18 0.05 (-0.09, 0.19) 0.503  

SEb 0.055 0.053    

95% CIb -0.24, -0.02 -0.28, -0.07    

Ls Meanc -0.20 -0.20 0.00 (-0.17, 0.17) 0.996  

SEc 0.084 0.080    

95% CIc -0.37, -0.04 -0.36, -0.05    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.31 0.27    

SD 0.769 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 110 109    

Mean -0.28 -0.24    

SD 0.920 0.838    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.20)     

Ls Meanb -0.23 -0.26 0.03 (-0.11, 0.17) 0.691  

SEb 0.056 0.055    

95% CIb -0.34, -0.12 -0.37, -0.15    

Ls Meanc -0.29 -0.31 0.01 (-0.16, 0.19) 0.879  

SEc 0.086 0.084    

95% CIc -0.46, -0.12 -0.47, -0.14    

 

  Day 15 Actual n 106 115    

Mean 0.19 0.06    

SD 0.634 0.274    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.28 -0.33    

SD 0.817 0.753    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.05, 0.31)     

Ls Meanb -0.32 -0.43 0.11 (-0.04, 0.26) 0.163  

SEb 0.059 0.058    

95% CIb -0.43, -0.20 -0.54, -0.31    

Ls Meanc -0.28 -0.39 0.12 (-0.01, 0.24) 0.075  

SEc 0.064 0.061    

95% CIc -0.40, -0.15 -0.51, -0.27    

 

  Day 29 Actual n 94 99    

Mean 0.07 0.09    

SD 0.366 0.380    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.34 -0.31    

SD 0.724 0.771    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.20)     

Ls Meanb -0.40 -0.41 0.02 (-0.14, 0.17) 0.839  

SEb 0.059 0.057    

95% CIb -0.51, -0.28 -0.53, -0.30    

Ls Meanc -0.35 -0.35 0.00 (-0.11, 0.10) 0.945  

SEc 0.051 0.048    

95% CIc -0.46, -0.25 -0.45, -0.26    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 187 of 1392 

Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (0.02, 0.13)     

Ls Meanb -0.48 -0.54 0.06 (0.02, 0.10) 0.007  

 

  Baseline Actual n 129 140    

Mean 0.60 0.63    

SD 0.834 0.808    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 133 148    

Mean 0.37 0.29    

SD 0.668 0.620    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 115 126    

Mean -0.12 -0.39    

SD 0.785 0.779    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.18 (0.04, 0.32)     

Ls Meanb -0.23 -0.38 0.15 (0.04, 0.26) 0.010  

SEb 0.045 0.043    

95% CIb -0.32, -0.15 -0.47, -0.30    

Ls Meanc -0.22 -0.39 0.17 (0.02, 0.32) 0.025  

SEc 0.075 0.071    

95% CIc -0.37, -0.08 -0.53, -0.25    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.31 0.19    

SD 0.716 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 110 109    

Mean -0.31 -0.51    

SD 0.906 0.835    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.28)     

Ls Meanb -0.39 -0.50 0.11 (-0.01, 0.23) 0.064  

SEb 0.045 0.045    

95% CIb -0.48, -0.30 -0.59, -0.41    

Ls Meanc -0.38 -0.50 0.13 (-0.02, 0.28) 0.100  

SEc 0.074 0.072    

95% CIc -0.52, -0.23 -0.64, -0.36    

 

  Day 15 Actual n 106 115    

Mean 0.14 0.10    

SD 0.487 0.374    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.41 -0.57    

SD 0.883 0.836    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.22)     

Ls Meanb -0.53 -0.58 0.05 (-0.07, 0.18) 0.416  

SEb 0.049 0.047    

95% CIb -0.62, -0.43 -0.67, -0.49    

Ls Meanc -0.44 -0.50 0.06 (-0.06, 0.18) 0.307  

SEc 0.057 0.055    

95% CIc -0.56, -0.33 -0.61, -0.40    

 

  Day 29 Actual n 94 99    

Mean 0.04 0.13    

SD 0.250 0.420    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 82 86    

Mean -0.54 -0.55    

SD 0.834 0.821    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.08)     

Ls Meanb -0.62 -0.55 -0.06 (-0.19, 0.06) 0.321  

SEb 0.049 0.048    

95% CIb -0.71, -0.52 -0.65, -0.46    

Ls Meanc -0.58 -0.52 -0.05 (-0.14, 0.04) 0.235  

SEc 0.043 0.040    

95% CIc -0.66, -0.49 -0.60, -0.44    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.10 -0.11 0.01 (-0.01, 0.03) 0.523  

 

  Baseline Actual n 129 140    

Mean 0.15 0.14    

SD 0.517 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 133 148    

Mean 0.06 0.05    

SD 0.320 0.281    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 115 126    

Mean -0.08 -0.06    

SD 0.516 0.502    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.06 -0.06 0.00 (-0.05, 0.05) 0.976  

SEb 0.019 0.019    

95% CIb -0.10, -0.02 -0.10, -0.02    

Ls Meanc -0.08 -0.10 0.02 (-0.06, 0.09) 0.664  

SEc 0.038 0.036    

95% CIc -0.16, -0.01 -0.17, -0.03    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 129 131    

Mean 0.05 0.04    

SD 0.338 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 110 109    

Mean -0.12 -0.06    

SD 0.586 0.514    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.08 -0.08 0.01 (-0.04, 0.06) 0.783  

SEb 0.020 0.019    

95% CIb -0.11, -0.04 -0.12, -0.05    

Ls Meanc -0.11 -0.11 0.00 (-0.08, 0.09) 0.960  

SEc 0.042 0.041    

95% CIc -0.19, -0.03 -0.19, -0.03    

 

  Day 15 Actual n 106 115    

Mean 0.02 0.02    

SD 0.194 0.187    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.10 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 87 94    

Mean -0.14 -0.05    

SD 0.532 0.269    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.11 -0.12 0.01 (-0.04, 0.06) 0.717  

SEb 0.021 0.020    

95% CIb -0.15, -0.07 -0.16, -0.08    

Ls Meanc -0.09 -0.10 0.01 (-0.03, 0.05) 0.593  

SEc 0.021 0.020    

95% CIc -0.13, -0.05 -0.14, -0.06    

 

  Day 29 Actual n 94 99    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 82 86    

Mean -0.13 -0.06    

SD 0.539 0.281    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.12 -0.12 -0.01 (-0.06, 0.05) 0.787  

SEb 0.021 0.021    

95% CIb -0.17, -0.08 -0.16, -0.08    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

High risk Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.02)     

Ls Meanb -0.81 -0.78 -0.03 (-0.07, 0.02) 0.247  

 

  Baseline Actual n 272 287  0.003d  

Mean 1.17 1.03    

SD 1.048 0.938    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.67 0.68    

SD 0.904 0.880    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 244 262    

Mean -0.48 -0.33    

SD 1.048 0.958    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.45 -0.37 -0.08 (-0.19, 0.03) 0.160  

SEb 0.041 0.040    

95% CIb -0.53, -0.37 -0.44, -0.29    

Ls Meanc -0.45 -0.36 -0.10 (-0.24, 0.04) 0.179  

SEc 0.052 0.050    

95% CIc -0.56, -0.35 -0.46, -0.26    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 295    

Mean 0.44 0.46    

SD 0.783 0.819    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 228 222    

Mean -0.71 -0.57    

SD 1.081 1.034    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.03)     

Ls Meanb -0.68 -0.60 -0.08 (-0.20, 0.03) 0.154  

SEb 0.041 0.041    

95% CIb -0.76, -0.60 -0.68, -0.52    

Ls Meanc -0.68 -0.61 -0.07 (-0.21, 0.07) 0.324  

SEc 0.051 0.051    

95% CIc -0.78, -0.58 -0.71, -0.50    

 

  Day 15 Actual n 271 270    

Mean 0.21 0.18    

SD 0.581 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.93 -0.86    

SD 1.136 0.941    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.91 -0.92 0.02 (-0.10, 0.14) 0.785  

SEb 0.043 0.043    

95% CIb -0.99, -0.82 -1.01, -0.84    

Ls Meanc -0.89 -0.91 0.02 (-0.08, 0.13) 0.658  

SEc 0.039 0.038    

95% CIc -0.96, -0.81 -0.99, -0.84    

 

  Day 29 Actual n 222 218    

Mean 0.13 0.14    

SD 0.452 0.460    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 174 179    

Mean -1.00 -0.92    

SD 1.096 0.982    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.95 -0.93 -0.03 (-0.15, 0.09) 0.651  

SEb 0.044 0.044    

95% CIb -1.04, -0.87 -1.01, -0.84    

Ls Meanc -0.97 -0.96 -0.01 (-0.10, 0.09) 0.876  

SEc 0.034 0.034    

95% CIc -1.03, -0.90 -1.02, -0.89    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.02)     

Ls Meanb -0.68 -0.68 0.00 (-0.03, 0.02) 0.817  

 

  Baseline Actual n 272 287  0.001d  

Mean 0.82 0.77    

SD 0.979 0.917    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 323 336    

Mean 0.36 0.34    

SD 0.719 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 262    

Mean -0.42 -0.42    

SD 1.007 0.858    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.01, 0.15)     

Ls Meanb -0.37 -0.44 0.07 (-0.01, 0.14) 0.073  

SEb 0.026 0.025    

95% CIb -0.42, -0.32 -0.49, -0.39    

Ls Meanc -0.40 -0.44 0.04 (-0.08, 0.15) 0.500  

SEc 0.042 0.041    

95% CIc -0.49, -0.32 -0.52, -0.36    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.12 0.22    

SD 0.434 0.586    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 228 223    

Mean -0.66 -0.54    

SD 0.950 0.976    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.20, -0.04)     

Ls Meanb -0.66 -0.55 -0.11 (-0.19, -0.04) 0.004  

SEb 0.027 0.027    

95% CIb -0.72, -0.61 -0.61, -0.50    

Ls Meanc -0.66 -0.55 -0.11 (-0.20, -0.01) 0.023  

SEc 0.033 0.034    

95% CIc -0.72, -0.59 -0.62, -0.49    

 

  Day 15 Actual n 271 270    

Mean 0.04 0.03    

SD 0.248 0.264    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.74 -0.70    

SD 1.004 0.918    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.09)     

Ls Meanb -0.74 -0.74 0.00 (-0.07, 0.08) 0.918  

SEb 0.029 0.028    

95% CIb -0.79, -0.68 -0.80, -0.68    

Ls Meanc -0.73 -0.72 0.00 (-0.06, 0.05) 0.856  

SEc 0.020 0.019    

95% CIc -0.76, -0.69 -0.76, -0.68    

 

  Day 29 Actual n 222 218    

Mean 0.02 0.02    

SD 0.201 0.178    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 174 179    

Mean -0.85 -0.75    

SD 1.048 0.941    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.11)     

Ls Meanb -0.75 -0.78 0.02 (-0.06, 0.11) 0.556  

SEb 0.030 0.030    

95% CIb -0.81, -0.69 -0.83, -0.72    

Ls Meanc -0.80 -0.80 0.00 (-0.04, 0.05) 0.969  

SEc 0.016 0.016    

95% CIc -0.83, -0.77 -0.83, -0.77    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.08)     

Ls Meanb -0.50 -0.53 0.03 (0.00, 0.07) 0.073  

 

  Baseline Actual n 272 287  <.001d  

Mean 0.80 0.75    

SD 0.893 0.852    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.56 0.52    

SD 0.771 0.753    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 244 262    

Mean -0.20 -0.26    

SD 0.852 0.795    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.20)     

Ls Meanb -0.19 -0.28 0.09 (-0.01, 0.18) 0.064  

SEb 0.033 0.033    

95% CIb -0.26, -0.12 -0.34, -0.21    

Ls Meanc -0.20 -0.28 0.08 (-0.04, 0.19) 0.187  

SEc 0.042 0.041    

95% CIc -0.28, -0.12 -0.36, -0.20    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.43 0.39    

SD 0.690 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 228 223    

Mean -0.28 -0.37    

SD 0.920 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.20)     

Ls Meanb -0.31 -0.40 0.08 (-0.01, 0.18) 0.084  

SEb 0.034 0.034    

95% CIb -0.38, -0.25 -0.46, -0.33    

Ls Meanc -0.28 -0.39 0.10 (-0.01, 0.22) 0.085  

SEc 0.042 0.043    

95% CIc -0.37, -0.20 -0.47, -0.30    

 

  Day 15 Actual n 271 270    

Mean 0.18 0.14    

SD 0.467 0.420    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.55 -0.58    

SD 0.838 0.837    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.17)     

Ls Meanb -0.56 -0.60 0.05 (-0.05, 0.15) 0.366  

SEb 0.036 0.036    

95% CIb -0.63, -0.49 -0.68, -0.53    

Ls Meanc -0.54 -0.60 0.06 (-0.02, 0.14) 0.142  

SEc 0.030 0.030    

95% CIc -0.60, -0.48 -0.66, -0.54    

 

  Day 29 Actual n 222 218    

Mean 0.07 0.09    

SD 0.285 0.355    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 174 179    

Mean -0.61 -0.64    

SD 0.891 0.865    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.05, 0.18)     

Ls Meanb -0.62 -0.68 0.05 (-0.05, 0.16) 0.294  

SEb 0.037 0.036    

95% CIb -0.70, -0.55 -0.75, -0.61    

Ls Meanc -0.63 -0.63 0.01 (-0.06, 0.07) 0.791  

SEc 0.024 0.024    

95% CIc -0.67, -0.58 -0.68, -0.59    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 10 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.08 (-0.14, -0.01)     

Ls Meanb -0.64 -0.57 -0.06 (-0.11, -0.01) 0.020  

 

  Baseline Actual n 272 287  <.001d  

Mean 1.17 1.13    

SD 0.857 0.779    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 1.04 1.08    

SD 0.824 0.835    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 244 262    

Mean -0.10 -0.03    

SD 0.782 0.841    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.11 -0.04 -0.06 (-0.18, 0.05) 0.287  

SEb 0.042 0.041    

95% CIb -0.19, -0.02 -0.12, 0.04    

Ls Meanc -0.10 -0.03 -0.07 (-0.19, 0.06) 0.281  

SEc 0.046 0.045    

95% CIc -0.19, -0.01 -0.12, 0.05    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.84 0.95    

SD 0.863 0.880    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 228 223    

Mean -0.32 -0.17    

SD 0.905 0.926    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.23 (-0.37, -0.08)     

Ls Meanb -0.33 -0.14 -0.18 (-0.30, -0.07) 0.002  

SEb 0.043 0.043    

95% CIb -0.41, -0.24 -0.23, -0.06    

Ls Meanc -0.32 -0.18 -0.14 (-0.28, 0.01) 0.067  

SEc 0.052 0.053    

95% CIc -0.42, -0.22 -0.29, -0.08    

 

  Day 15 Actual n 271 270    

Mean 0.41 0.42    

SD 0.670 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 12 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.72 -0.73    

SD 0.988 0.868    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.10)     

Ls Meanb -0.75 -0.71 -0.04 (-0.17, 0.08) 0.492  

SEb 0.045 0.045    

95% CIb -0.84, -0.67 -0.80, -0.62    

Ls Meanc -0.72 -0.71 -0.02 (-0.14, 0.11) 0.794  

SEc 0.045 0.045    

95% CIc -0.81, -0.63 -0.80, -0.62    

 

  Day 29 Actual n 222 218    

Mean 0.24 0.21    

SD 0.525 0.449    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 174 179    

Mean -0.91 -0.93    

SD 0.957 0.839    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.11, 0.20)     

Ls Meanb -0.89 -0.93 0.04 (-0.09, 0.16) 0.547  

SEb 0.046 0.045    

95% CIb -0.98, -0.80 -1.02, -0.84    

Ls Meanc -0.89 -0.95 0.07 (-0.04, 0.17) 0.213  

SEc 0.037 0.037    

95% CIc -0.96, -0.81 -1.03, -0.88    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.04)     

Ls Meanb -0.29 -0.30 0.00 (-0.02, 0.03) 0.737  

 

  Baseline Actual n 272 287  0.112d  

Mean 0.45 0.40    

SD 0.786 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 323 336    

Mean 0.31 0.31    

SD 0.651 0.631    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 262    

Mean -0.11 -0.10    

SD 0.798 0.799    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.13)     

Ls Meanb -0.08 -0.10 0.03 (-0.04, 0.10) 0.442  

SEb 0.026 0.025    

95% CIb -0.13, -0.03 -0.15, -0.05    

Ls Meanc -0.10 -0.11 0.01 (-0.10, 0.11) 0.895  

SEc 0.039 0.037    

95% CIc -0.18, -0.03 -0.18, -0.04    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.23 0.20    

SD 0.576 0.505    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 228 223    

Mean -0.20 -0.22    

SD 0.815 0.736    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.04, 0.16)     

Ls Meanb -0.19 -0.23 0.04 (-0.03, 0.12) 0.235  

SEb 0.026 0.026    

95% CIb -0.24, -0.13 -0.28, -0.18    

Ls Meanc -0.19 -0.23 0.04 (-0.05, 0.14) 0.362  

SEc 0.033 0.034    

95% CIc -0.26, -0.13 -0.30, -0.17    

 

  Day 15 Actual n 271 270    

Mean 0.08 0.07    

SD 0.360 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.34 -0.28    

SD 0.798 0.741    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.32 -0.31 -0.01 (-0.08, 0.07) 0.859  

SEb 0.028 0.028    

95% CIb -0.38, -0.27 -0.37, -0.26    

Ls Meanc -0.30 -0.32 0.02 (-0.05, 0.09) 0.561  

SEc 0.025 0.025    

95% CIc -0.35, -0.25 -0.37, -0.27    

 

  Day 29 Actual n 222 218    

Mean 0.02 0.01    

SD 0.201 0.096    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 174 179    

Mean -0.34 -0.35    

SD 0.677 0.681    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.11)     

Ls Meanb -0.36 -0.36 0.01 (-0.07, 0.08) 0.895  

SEb 0.029 0.029    

95% CIb -0.41, -0.30 -0.42, -0.31    

Ls Meanc -0.33 -0.36 0.02 (-0.01, 0.06) 0.206  

SEc 0.012 0.012    

95% CIc -0.36, -0.31 -0.38, -0.33    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.09)     

Ls Meanb -0.14 -0.17 0.03 (-0.01, 0.07) 0.189  

 

  Baseline Actual n 272 287  <.001d  

Mean 0.37 0.36    

SD 0.772 0.748    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.33 0.32    

SD 0.684 0.722    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 244 262    

Mean 0.00 -0.03    

SD 0.764 0.780    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb 0.00 -0.03 0.03 (-0.06, 0.12) 0.501  

SEb 0.033 0.033    

95% CIb -0.07, 0.06 -0.10, 0.03    

Ls Meanc 0.00 -0.03 0.03 (-0.08, 0.14) 0.602  

SEc 0.041 0.040    

95% CIc -0.08, 0.08 -0.11, 0.05    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.25 0.32    

SD 0.622 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 228 223    

Mean -0.11 -0.02    

SD 0.826 0.961    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.15 (-0.28, -0.03)     

Ls Meanb -0.10 0.02 -0.12 (-0.21, -0.02) 0.015  

SEb 0.034 0.034    

95% CIb -0.16, -0.03 -0.05, 0.09    

Ls Meanc -0.11 -0.02 -0.08 (-0.21, 0.04) 0.183  

SEc 0.045 0.045    

95% CIc -0.20, -0.02 -0.11, 0.06    

 

  Day 15 Actual n 271 270    

Mean 0.15 0.13    

SD 0.515 0.461    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.12 -0.23    

SD 0.765 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.24)     

Ls Meanb -0.14 -0.23 0.08 (-0.01, 0.18) 0.094  

SEb 0.036 0.036    

95% CIb -0.21, -0.07 -0.30, -0.16    

Ls Meanc -0.13 -0.21 0.08 (-0.01, 0.18) 0.079  

SEc 0.034 0.034    

95% CIc -0.20, -0.06 -0.28, -0.15    

 

  Day 29 Actual n 222 218    

Mean 0.08 0.06    

SD 0.354 0.290    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 174 179    

Mean -0.24 -0.31    

SD 0.832 0.781    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.21)     

Ls Meanb -0.22 -0.29 0.06 (-0.04, 0.16) 0.216  

SEb 0.036 0.036    

95% CIb -0.29, -0.15 -0.36, -0.22    

Ls Meanc -0.26 -0.29 0.04 (-0.03, 0.11) 0.298  

SEc 0.026 0.025    

95% CIc -0.31, -0.21 -0.34, -0.24    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.02)     

Ls Meanb -0.76 -0.73 -0.03 (-0.09, 0.02) 0.267  

 

  Baseline Actual n 272 287  <.001d  

Mean 1.40 1.35    

SD 1.037 1.030    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 324 336    

Mean 1.04 1.12    

SD 0.990 0.997    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 244 262    

Mean -0.27 -0.15    

SD 0.966 1.000    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.26 -0.19 -0.07 (-0.21, 0.06) 0.276  

SEb 0.048 0.047    

95% CIb -0.36, -0.17 -0.28, -0.10    

Ls Meanc -0.27 -0.18 -0.09 (-0.24, 0.06) 0.228  

SEc 0.054 0.052    

95% CIc -0.38, -0.16 -0.28, -0.08    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.85 0.90    

SD 0.946 0.970    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 228 223    

Mean -0.49 -0.39    

SD 1.035 1.038    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.06)     

Ls Meanb -0.48 -0.41 -0.07 (-0.20, 0.07) 0.320  

SEb 0.049 0.049    

95% CIb -0.57, -0.38 -0.50, -0.31    

Ls Meanc -0.47 -0.43 -0.04 (-0.19, 0.12) 0.643  

SEc 0.056 0.057    

95% CIc -0.58, -0.36 -0.55, -0.32    

 

  Day 15 Actual n 271 270    

Mean 0.42 0.41    

SD 0.715 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.95 -0.89    

SD 1.111 1.016    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.93 -0.92 -0.01 (-0.15, 0.13) 0.902  

SEb 0.051 0.051    

95% CIb -1.03, -0.82 -1.02, -0.82    

Ls Meanc -0.93 -0.94 0.01 (-0.13, 0.14) 0.935  

SEc 0.049 0.048    

95% CIc -1.03, -0.83 -1.03, -0.84    

 

  Day 29 Actual n 222 218    

Mean 0.29 0.33    

SD 0.600 0.624    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 174 179    

Mean -1.03 -1.03    

SD 1.085 1.070    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -1.01 -1.02 0.01 (-0.13, 0.16) 0.853  

SEb 0.052 0.052    

95% CIb -1.11, -0.90 -1.12, -0.92    

Ls Meanc -1.05 -1.04 -0.01 (-0.13, 0.11) 0.872  

SEc 0.045 0.044    

95% CIc -1.14, -0.96 -1.13, -0.95    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.74 -0.76 0.02 (-0.02, 0.06) 0.324  

 

  Baseline Actual n 272 287  0.017d  

Mean 1.07 1.09    

SD 0.983 0.956    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 324 336    

Mean 0.62 0.65    

SD 0.826 0.840    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 244 262    

Mean -0.41 -0.46    

SD 0.987 0.961    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.42 -0.43 0.01 (-0.10, 0.11) 0.875  

SEb 0.039 0.038    

95% CIb -0.50, -0.35 -0.51, -0.36    

Ls Meanc -0.43 -0.44 0.01 (-0.12, 0.14) 0.852  

SEc 0.049 0.047    

95% CIc -0.52, -0.33 -0.53, -0.35    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.48 0.49    

SD 0.806 0.722    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 228 223    

Mean -0.56 -0.61    

SD 1.046 1.002    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.10)     

Ls Meanb -0.60 -0.58 -0.01 (-0.12, 0.10) 0.840  

SEb 0.040 0.040    

95% CIb -0.67, -0.52 -0.66, -0.51    

Ls Meanc -0.57 -0.60 0.03 (-0.10, 0.16) 0.640  

SEc 0.046 0.047    

95% CIc -0.66, -0.48 -0.70, -0.51    

 

  Day 15 Actual n 271 270    

Mean 0.24 0.25    

SD 0.593 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.83 -0.82    

SD 1.005 0.948    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.84 -0.84 0.00 (-0.12, 0.12) 0.997  

SEb 0.042 0.042    

95% CIb -0.92, -0.76 -0.92, -0.76    

Ls Meanc -0.83 -0.80 -0.03 (-0.13, 0.07) 0.549  

SEc 0.036 0.036    

95% CIc -0.90, -0.76 -0.87, -0.73    

 

  Day 29 Actual n 222 218    

Mean 0.10 0.17    

SD 0.360 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 174 179    

Mean -0.95 -0.93    

SD 1.033 0.906    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.96 -0.91 -0.05 (-0.17, 0.07) 0.443  

SEb 0.043 0.043    

95% CIb -1.04, -0.87 -1.00, -0.83    

Ls Meanc -0.98 -0.90 -0.08 (-0.17, 0.00) 0.055  

SEc 0.030 0.030    

95% CIc -1.04, -0.92 -0.96, -0.84    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.10, -0.01)     

Ls Meanb -0.88 -0.82 -0.06 (-0.10, -0.01) 0.012  

 

  Baseline Actual n 272 287  0.042d  

Mean 1.18 1.13    

SD 1.013 0.981    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.64 0.66    

SD 0.867 0.883    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 244 262    

Mean -0.53 -0.47    

SD 1.032 0.981    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.51 -0.45 -0.06 (-0.17, 0.05) 0.279  

SEb 0.040 0.039    

95% CIb -0.59, -0.44 -0.53, -0.38    

Ls Meanc -0.53 -0.47 -0.06 (-0.20, 0.08) 0.383  

SEc 0.051 0.049    

95% CIc -0.63, -0.43 -0.57, -0.37    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.41 0.45    

SD 0.758 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 228 223    

Mean -0.74 -0.70    

SD 0.993 1.097    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.74 -0.68 -0.06 (-0.17, 0.05) 0.292  

SEb 0.040 0.040    

95% CIb -0.82, -0.66 -0.76, -0.60    

Ls Meanc -0.74 -0.70 -0.04 (-0.18, 0.10) 0.551  

SEc 0.049 0.050    

95% CIc -0.84, -0.65 -0.80, -0.60    

 

  Day 15 Actual n 271 270    

Mean 0.17 0.21    

SD 0.534 0.533    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 27 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -1.00 -0.93    

SD 1.056 0.978    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -1.00 -0.96 -0.04 (-0.16, 0.08) 0.519  

SEb 0.042 0.042    

95% CIb -1.08, -0.91 -1.04, -0.88    

Ls Meanc -0.99 -0.95 -0.05 (-0.14, 0.05) 0.360  

SEc 0.036 0.035    

95% CIc -1.06, -0.92 -1.02, -0.88    

 

  Day 29 Actual n 222 218    

Mean 0.09 0.18    

SD 0.362 0.480    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 174 179    

Mean -1.09 -0.93    

SD 1.071 1.047    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.26, -0.02)     

Ls Meanb -1.06 -0.92 -0.14 (-0.26, -0.02) 0.023  

SEb 0.043 0.043    

95% CIb -1.15, -0.98 -1.01, -0.84    

Ls Meanc -1.07 -0.96 -0.11 (-0.20, -0.01) 0.024  

SEc 0.033 0.033    

95% CIc -1.14, -1.00 -1.03, -0.90    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.02)     

Ls Meanb -0.32 -0.31 -0.01 (-0.03, 0.02) 0.534  

 

  Baseline Actual n 272 287  0.006d  

Mean 0.43 0.42    

SD 0.780 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.33 0.29    

SD 0.712 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 244 262    

Mean -0.05 -0.11    

SD 0.800 0.691    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (0.02, 0.20)     

Ls Meanb -0.04 -0.12 0.08 (0.01, 0.15) 0.021  

SEb 0.025 0.025    

95% CIb -0.09, 0.01 -0.17, -0.07    

Ls Meanc -0.05 -0.12 0.07 (-0.04, 0.18) 0.231  

SEc 0.040 0.039    

95% CIc -0.13, 0.03 -0.19, -0.04    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.20 0.26    

SD 0.536 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 228 223    

Mean -0.19 -0.19    

SD 0.812 0.779    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.06)     

Ls Meanb -0.19 -0.16 -0.02 (-0.10, 0.05) 0.517  

SEb 0.026 0.026    

95% CIb -0.24, -0.14 -0.22, -0.11    

Ls Meanc -0.21 -0.18 -0.02 (-0.13, 0.08) 0.658  

SEc 0.038 0.038    

95% CIc -0.28, -0.13 -0.26, -0.11    

 

  Day 15 Actual n 271 270    

Mean 0.06 0.05    

SD 0.334 0.307    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.35 -0.37    

SD 0.788 0.709    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.36 -0.38 0.02 (-0.05, 0.10) 0.551  

SEb 0.027 0.027    

95% CIb -0.41, -0.30 -0.43, -0.33    

Ls Meanc -0.35 -0.38 0.03 (-0.04, 0.09) 0.412  

SEc 0.022 0.022    

95% CIc -0.39, -0.31 -0.42, -0.33    

 

  Day 29 Actual n 222 218    

Mean 0.01 0.03    

SD 0.116 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 174 179    

Mean -0.43 -0.41    

SD 0.828 0.739    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.40 -0.40 0.00 (-0.08, 0.08) 0.958  

SEb 0.028 0.028    

95% CIb -0.45, -0.34 -0.45, -0.34    

Ls Meanc -0.43 -0.41 -0.02 (-0.07, 0.02) 0.333  

SEc 0.016 0.016    

95% CIc -0.46, -0.40 -0.44, -0.38    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.03 (-0.03, 0.08)     

Ls Meanb -0.41 -0.44 0.03 (-0.03, 0.08) 0.292  

 

  Baseline Actual n 272 287  0.010d  

Mean 0.68 0.71    

SD 1.000 1.011    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.60 0.68    

SD 0.900 0.954    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 244 262    

Mean -0.07 -0.05    

SD 1.055 1.096    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.06)     

Ls Meanb -0.09 -0.04 -0.06 (-0.17, 0.06) 0.338  

SEb 0.041 0.041    

95% CIb -0.17, -0.01 -0.12, 0.04    

Ls Meanc -0.10 -0.05 -0.05 (-0.19, 0.10) 0.526  

SEc 0.054 0.052    

95% CIc -0.21, 0.01 -0.16, 0.05    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.48 0.52    

SD 0.839 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 228 223    

Mean -0.21 -0.18    

SD 1.195 1.181    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.09)     

Ls Meanb -0.22 -0.19 -0.03 (-0.15, 0.09) 0.620  

SEb 0.042 0.042    

95% CIb -0.31, -0.14 -0.28, -0.11    

Ls Meanc -0.24 -0.20 -0.04 (-0.19, 0.11) 0.567  

SEc 0.054 0.055    

95% CIc -0.35, -0.14 -0.30, -0.09    

 

  Day 15 Actual n 271 270    

Mean 0.22 0.19    

SD 0.611 0.503    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 33 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.44 -0.50    

SD 1.092 1.149    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.48 -0.52 0.03 (-0.09, 0.16) 0.585  

SEb 0.044 0.044    

95% CIb -0.57, -0.40 -0.60, -0.43    

Ls Meanc -0.46 -0.50 0.04 (-0.07, 0.15) 0.504  

SEc 0.040 0.040    

95% CIc -0.54, -0.38 -0.58, -0.42    

 

  Day 29 Actual n 222 218    

Mean 0.17 0.07    

SD 0.558 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 174 179    

Mean -0.49 -0.59    

SD 0.990 1.069    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.03, 0.28)     

Ls Meanb -0.51 -0.66 0.16 (0.03, 0.28) 0.012  

SEb 0.044 0.044    

95% CIb -0.60, -0.42 -0.75, -0.58    

Ls Meanc -0.51 -0.59 0.08 (-0.01, 0.17) 0.080  

SEc 0.033 0.032    

95% CIc -0.57, -0.45 -0.65, -0.53    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.38 -0.41 0.03 (-0.02, 0.08) 0.238  

 

  Baseline Actual n 272 287  0.148d  

Mean 0.60 0.67    

SD 0.936 0.971    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.50 0.57    

SD 0.835 0.875    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 244 262    

Mean -0.07 -0.11    

SD 0.898 1.003    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.10 -0.09 0.00 (-0.11, 0.10) 0.944  

SEb 0.038 0.037    

95% CIb -0.17, -0.02 -0.17, -0.02    

Ls Meanc -0.11 -0.11 -0.01 (-0.14, 0.13) 0.932  

SEc 0.049 0.047    

95% CIc -0.21, -0.02 -0.20, -0.01    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.43 0.47    

SD 0.816 0.819    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 228 223    

Mean -0.17 -0.21    

SD 1.102 1.140    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.11)     

Ls Meanb -0.19 -0.18 -0.01 (-0.11, 0.10) 0.914  

SEb 0.039 0.039    

95% CIb -0.27, -0.11 -0.26, -0.11    

Ls Meanc -0.21 -0.19 -0.02 (-0.16, 0.13) 0.824  

SEc 0.052 0.053    

95% CIc -0.31, -0.11 -0.30, -0.09    

 

  Day 15 Actual n 271 270    

Mean 0.18 0.15    

SD 0.538 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.41 -0.51    

SD 1.023 1.114    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.17)     

Ls Meanb -0.45 -0.50 0.05 (-0.06, 0.16) 0.385  

SEb 0.040 0.041    

95% CIb -0.53, -0.37 -0.58, -0.42    

Ls Meanc -0.45 -0.49 0.04 (-0.06, 0.14) 0.400  

SEc 0.036 0.035    

95% CIc -0.52, -0.38 -0.56, -0.42    

 

  Day 29 Actual n 222 218    

Mean 0.12 0.06    

SD 0.441 0.283    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 174 179    

Mean -0.46 -0.57    

SD 0.965 1.016    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.49 -0.59 0.10 (-0.02, 0.21) 0.094  

SEb 0.041 0.040    

95% CIb -0.57, -0.41 -0.67, -0.51    

Ls Meanc -0.49 -0.56 0.07 (-0.01, 0.15) 0.095  

SEc 0.029 0.029    

95% CIc -0.55, -0.43 -0.61, -0.50    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.43 -0.45 0.01 (-0.02, 0.05) 0.355  

 

  Baseline Actual n 271 287  0.002d  

Mean 0.64 0.61    

SD 0.795 0.754    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.46 0.37    

SD 0.705 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 262    

Mean -0.13 -0.28    

SD 0.797 0.739    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.17 (0.07, 0.27)     

Ls Meanb -0.15 -0.28 0.13 (0.05, 0.21) 0.001  

SEb 0.029 0.028    

95% CIb -0.21, -0.09 -0.33, -0.22    

Ls Meanc -0.14 -0.27 0.13 (0.03, 0.24) 0.012  

SEc 0.039 0.037    

95% CIc -0.22, -0.06 -0.35, -0.20    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.31 0.29    

SD 0.582 0.579    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 227 223    

Mean -0.32 -0.31    

SD 0.813 0.741    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.34 -0.35 0.01 (-0.07, 0.09) 0.843  

SEb 0.029 0.029    

95% CIb -0.40, -0.29 -0.41, -0.29    

Ls Meanc -0.31 -0.34 0.03 (-0.07, 0.13) 0.560  

SEc 0.036 0.037    

95% CIc -0.38, -0.24 -0.41, -0.26    

 

  Day 15 Actual n 271 270    

Mean 0.17 0.13    

SD 0.431 0.391    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 203    

Mean -0.45 -0.50    

SD 0.763 0.734    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.46 -0.49 0.03 (-0.06, 0.11) 0.526  

SEb 0.031 0.031    

95% CIb -0.52, -0.40 -0.55, -0.43    

Ls Meanc -0.45 -0.50 0.05 (-0.03, 0.13) 0.184  

SEc 0.029 0.028    

95% CIc -0.51, -0.39 -0.56, -0.45    

 

  Day 29 Actual n 222 218    

Mean 0.09 0.09    

SD 0.339 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 173 179    

Mean -0.46 -0.54    

SD 0.758 0.759    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.53 -0.54 0.01 (-0.08, 0.10) 0.807  

SEb 0.032 0.031    

95% CIb -0.59, -0.47 -0.60, -0.48    

Ls Meanc -0.50 -0.50 0.00 (-0.06, 0.07) 0.924  

SEc 0.023 0.023    

95% CIc -0.54, -0.45 -0.55, -0.46    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (0.00, 0.09)     

Ls Meanb -0.26 -0.30 0.04 (0.00, 0.08) 0.078  

 

  Baseline Actual n 272 287  0.001d  

Mean 0.51 0.47    

SD 0.850 0.823    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.38 0.35    

SD 0.748 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 244 262    

Mean -0.12 -0.10    

SD 0.771 0.784    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.10 -0.11 0.01 (-0.08, 0.11) 0.808  

SEb 0.035 0.034    

95% CIb -0.17, -0.03 -0.18, -0.05    

Ls Meanc -0.11 -0.10 -0.01 (-0.12, 0.11) 0.898  

SEc 0.041 0.040    

95% CIc -0.19, -0.03 -0.18, -0.03    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.26 0.31    

SD 0.656 0.692    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 228 223    

Mean -0.23 -0.19    

SD 0.867 0.901    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.05)     

Ls Meanb -0.20 -0.15 -0.06 (-0.15, 0.04) 0.257  

SEb 0.035 0.035    

95% CIb -0.27, -0.13 -0.22, -0.08    

Ls Meanc -0.22 -0.20 -0.02 (-0.14, 0.10) 0.698  

SEc 0.043 0.044    

95% CIc -0.31, -0.14 -0.29, -0.11    

 

  Day 15 Actual n 271 270    

Mean 0.18 0.10    

SD 0.560 0.402    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.24 -0.33    

SD 0.858 0.842    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.25)     

Ls Meanb -0.26 -0.37 0.11 (0.01, 0.21) 0.035  

SEb 0.037 0.037    

95% CIb -0.34, -0.19 -0.45, -0.30    

Ls Meanc -0.24 -0.35 0.11 (0.02, 0.21) 0.023  

SEc 0.035 0.035    

95% CIc -0.31, -0.17 -0.42, -0.28    

 

  Day 29 Actual n 222 218    

Mean 0.10 0.09    

SD 0.384 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 174 179    

Mean -0.35 -0.37    

SD 0.872 0.848    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.20)     

Ls Meanb -0.33 -0.40 0.06 (-0.04, 0.17) 0.228  

SEb 0.038 0.037    

95% CIb -0.41, -0.26 -0.47, -0.32    

Ls Meanc -0.34 -0.39 0.05 (-0.03, 0.12) 0.234  

SEc 0.028 0.027    

95% CIc -0.39, -0.29 -0.44, -0.33    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.45 -0.47 0.02 (-0.01, 0.05) 0.285  

 

  Baseline Actual n 271 287  0.001d  

Mean 0.59 0.65    

SD 0.806 0.848    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 324 336    

Mean 0.38 0.35    

SD 0.696 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 262    

Mean -0.16 -0.34    

SD 0.815 0.818    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.19)     

Ls Meanb -0.21 -0.29 0.08 (0.00, 0.16) 0.065  

SEb 0.030 0.029    

95% CIb -0.27, -0.15 -0.34, -0.23    

Ls Meanc -0.20 -0.30 0.10 (-0.01, 0.21) 0.067  

SEc 0.040 0.038    

95% CIc -0.28, -0.12 -0.38, -0.23    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.27 0.21    

SD 0.640 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 227 223    

Mean -0.32 -0.46    

SD 0.835 0.924    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.37 -0.41 0.04 (-0.04, 0.13) 0.327  

SEb 0.031 0.030    

95% CIb -0.43, -0.31 -0.47, -0.35    

Ls Meanc -0.36 -0.42 0.06 (-0.05, 0.16) 0.268  

SEc 0.038 0.038    

95% CIc -0.43, -0.29 -0.49, -0.35    

 

  Day 15 Actual n 271 270    

Mean 0.11 0.10    

SD 0.425 0.357    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 203    

Mean -0.44 -0.58    

SD 0.862 0.871    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.51 -0.52 0.01 (-0.07, 0.10) 0.753  

SEb 0.032 0.032    

95% CIb -0.57, -0.45 -0.59, -0.46    

Ls Meanc -0.50 -0.52 0.02 (-0.06, 0.09) 0.689  

SEc 0.028 0.028    

95% CIc -0.56, -0.45 -0.57, -0.46    

 

  Day 29 Actual n 222 218    

Mean 0.06 0.11    

SD 0.317 0.368    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 173 179    

Mean -0.50 -0.53    

SD 0.860 0.809    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.55 -0.52 -0.03 (-0.12, 0.06) 0.503  

SEb 0.033 0.033    

95% CIb -0.61, -0.48 -0.58, -0.45    

Ls Meanc -0.54 -0.50 -0.03 (-0.10, 0.04) 0.388  

SEc 0.026 0.026    

95% CIc -0.59, -0.48 -0.56, -0.45    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.02)     

Ls Meanb -0.10 -0.09 0.00 (-0.01, 0.01) 0.577  

 

  Baseline Actual n 272 287  0.208d  

Mean 0.16 0.09    

SD 0.564 0.391    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 324 336    

Mean 0.06 0.04    

SD 0.318 0.275    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 244 262    

Mean -0.08 -0.03    

SD 0.530 0.385    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.04, 0.10)     

Ls Meanb -0.04 -0.06 0.02 (-0.02, 0.05) 0.380  

SEb 0.013 0.012    

95% CIb -0.07, -0.02 -0.08, -0.04    

Ls Meanc -0.05 -0.06 0.01 (-0.04, 0.06) 0.750  

SEc 0.019 0.019    

95% CIc -0.09, -0.02 -0.10, -0.03    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 296 296    

Mean 0.04 0.03    

SD 0.251 0.238    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 228 223    

Mean -0.11 -0.04    

SD 0.592 0.454    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.08)     

Ls Meanb -0.07 -0.07 0.00 (-0.04, 0.04) 0.942  

SEb 0.013 0.013    

95% CIb -0.09, -0.04 -0.09, -0.04    

Ls Meanc -0.07 -0.07 0.00 (-0.05, 0.05) 0.981  

SEc 0.018 0.019    

95% CIc -0.11, -0.03 -0.11, -0.03    

 

  Day 15 Actual n 271 270    

Mean 0.01 0.01    

SD 0.148 0.122    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 200 203    

Mean -0.15 -0.06    

SD 0.599 0.309    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.07, 0.09)     

Ls Meanb -0.10 -0.11 0.01 (-0.03, 0.05) 0.730  

SEb 0.014 0.014    

95% CIb -0.13, -0.08 -0.14, -0.08    

Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.04) 0.214  

SEc 0.009 0.009    

95% CIc -0.11, -0.08 -0.13, -0.09    

 

  Day 29 Actual n 222 218    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 174 179    

Mean -0.18 -0.07    

SD 0.637 0.328    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.07)     

Ls Meanb -0.12 -0.12 -0.01 (-0.05, 0.03) 0.715  

SEb 0.014 0.014    

95% CIb -0.15, -0.09 -0.14, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Low risk Body Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.07, 0.10)     

Ls Meanb -0.74 -0.75 0.02 (-0.07, 0.11) 0.709  

 

  Baseline Actual n 37 38    

Mean 0.86 0.95    

SD 1.110 1.038    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 39 39    

Mean 0.41 0.49    

SD 0.818 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 35 36    

Mean -0.51 -0.44    

SD 1.011 0.998    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.33, 0.10)     

Ls Meanb -0.54 -0.41 -0.12 (-0.36, 0.11) 0.296  

SEb 0.085 0.083    

95% CIb -0.70, -0.37 -0.58, -0.25    

Ls Meanc -0.60 -0.47 -0.13 (-0.46, 0.20) 0.449  

SEc 0.123 0.117    

95% CIc -0.85, -0.35 -0.71, -0.24    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.27 0.14    

SD 0.608 0.481    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 34 34    

Mean -0.53 -0.71    

SD 0.992 0.906    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.13, 0.31)     

Ls Meanb -0.66 -0.75 0.09 (-0.14, 0.33) 0.435  

SEb 0.086 0.086    

95% CIb -0.82, -0.49 -0.92, -0.58    

Ls Meanc -0.61 -0.71 0.11 (-0.14, 0.35) 0.385  

SEc 0.091 0.088    

95% CIc -0.79, -0.43 -0.89, -0.54    

 

  Day 15 Actual n 34 30    

Mean 0.15 0.07    

SD 0.436 0.254    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.80 -0.74    

SD 1.064 0.944    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.16, 0.31)     

Ls Meanb -0.77 -0.85 0.08 (-0.18, 0.33) 0.549  

SEb 0.091 0.093    

95% CIb -0.95, -0.60 -1.03, -0.67    

Ls Meanc -0.74 -0.82 0.08 (-0.10, 0.26) 0.389  

SEc 0.066 0.066    

95% CIc -0.87, -0.61 -0.95, -0.69    

 

  Day 29 Actual n 28 27    

Mean 0.14 0.07    

SD 0.525 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 26 24    

Mean -0.96 -1.00    

SD 1.113 1.063    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.29, 0.19)     

Ls Meanb -0.86 -0.81 -0.06 (-0.32, 0.20) 0.667  

SEb 0.093 0.094    

95% CIb -1.05, -0.68 -0.99, -0.62    

Ls Meanc -0.97 -0.98 0.00 (-0.19, 0.20) 0.968  

SEc 0.069 0.069    

95% CIc -1.11, -0.84 -1.12, -0.84    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 52 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.07, 0.00)     

Ls Meanb -0.60 -0.57 -0.03 (-0.06, 0.00) 0.037  

 

  Baseline Actual n 37 38    

Mean 0.62 0.61    

SD 0.893 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 39 39    

Mean 0.21 0.28    

SD 0.522 0.605    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 36    

Mean -0.46 -0.36    

SD 0.817 0.683    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.08)     

Ls Meanb -0.43 -0.38 -0.05 (-0.17, 0.07) 0.377  

SEb 0.044 0.043    

95% CIb -0.52, -0.35 -0.46, -0.29    

Ls Meanc -0.45 -0.38 -0.07 (-0.30, 0.17) 0.563  

SEc 0.087 0.083    

95% CIc -0.62, -0.28 -0.55, -0.22    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.03 0.11    

SD 0.164 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 34 34    

Mean -0.56 -0.47    

SD 0.927 0.706    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.07)     

Ls Meanb -0.60 -0.54 -0.06 (-0.19, 0.06) 0.318  

SEb 0.044 0.044    

95% CIb -0.69, -0.51 -0.63, -0.45    

Ls Meanc -0.56 -0.50 -0.07 (-0.18, 0.05) 0.247  

SEc 0.042 0.041    

95% CIc -0.65, -0.48 -0.58, -0.41    

 

  Day 15 Actual n 34 30    

Mean 0.03 0.07    

SD 0.171 0.254    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.67 -0.59    

SD 0.922 0.797    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.12)     

Ls Meanb -0.63 -0.59 -0.04 (-0.17, 0.09) 0.564  

SEb 0.047 0.050    

95% CIb -0.72, -0.54 -0.69, -0.49    

Ls Meanc -0.64 -0.61 -0.03 (-0.10, 0.04) 0.396  

SEc 0.026 0.026    

95% CIc -0.69, -0.59 -0.66, -0.56    

 

  Day 29 Actual n 28 27    

Mean 0.04 0.04    

SD 0.189 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 26 24    

Mean -0.65 -0.58    

SD 0.846 0.717    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.18, 0.18)     

Ls Meanb -0.63 -0.63 0.00 (-0.14, 0.14) 0.994  

SEb 0.051 0.053    

95% CIb -0.73, -0.53 -0.73, -0.52    

Ls Meanc -0.62 -0.62 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.62, -0.62 -0.62, -0.62    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.10 (-0.18, -0.02)     

Ls Meanb -0.49 -0.41 -0.08 (-0.14, -0.02) 0.013  

 

  Baseline Actual n 37 38    

Mean 0.54 0.55    

SD 0.650 0.860    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 39 39    

Mean 0.38 0.38    

SD 0.544 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 36    

Mean -0.20 -0.22    

SD 0.719 0.760    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.21, 0.23)     

Ls Meanb -0.21 -0.21 0.01 (-0.16, 0.17) 0.937  

SEb 0.061 0.059    

95% CIb -0.33, -0.09 -0.33, -0.10    

Ls Meanc -0.24 -0.24 0.00 (-0.27, 0.26) 0.977  

SEc 0.098 0.094    

95% CIc -0.44, -0.05 -0.43, -0.05    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.19 0.41    

SD 0.397 0.725    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 34 34    

Mean -0.32 -0.24    

SD 0.638 0.819    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.22 (-0.44, 0.00)     

Ls Meanb -0.38 -0.21 -0.17 (-0.33, 0.00) 0.054  

SEb 0.061 0.061    

95% CIb -0.50, -0.26 -0.33, -0.09    

Ls Meanc -0.38 -0.22 -0.16 (-0.41, 0.09) 0.207  

SEc 0.092 0.089    

95% CIc -0.56, -0.19 -0.40, -0.04    

 

  Day 15 Actual n 34 30    

Mean 0.00 0.07    

SD 0.000 0.254    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.63 -0.52    

SD 0.669 0.802    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.36, 0.11)     

Ls Meanb -0.59 -0.49 -0.10 (-0.28, 0.09) 0.303  

SEb 0.065 0.066    

95% CIb -0.72, -0.46 -0.62, -0.36    

Ls Meanc -0.62 -0.54 -0.08 (-0.17, 0.01) 0.084  

SEc 0.032 0.032    

95% CIc -0.68, -0.55 -0.60, -0.47    

 

  Day 29 Actual n 28 27    

Mean 0.07 0.07    

SD 0.262 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 26 24    

Mean -0.50 -0.38    

SD 0.648 0.711    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.17 (-0.41, 0.07)     

Ls Meanb -0.55 -0.42 -0.13 (-0.31, 0.06) 0.173  

SEb 0.066 0.067    

95% CIb -0.68, -0.42 -0.55, -0.29    

Ls Meanc -0.45 -0.43 -0.02 (-0.17, 0.12) 0.748  

SEc 0.051 0.051    

95% CIc -0.55, -0.35 -0.53, -0.32    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.51 -0.52 0.02 (-0.08, 0.11) 0.747  

 

  Baseline Actual n 37 38    

Mean 0.97 0.79    

SD 0.799 0.704    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 39 39    

Mean 0.90 0.69    

SD 0.821 0.800    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

   Change n 35 36    

Mean -0.14 -0.14    

SD 0.550 0.723    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.11, 0.52)     

Ls Meanb -0.02 -0.17 0.15 (-0.08, 0.39) 0.207  

SEb 0.087 0.085    

95% CIb -0.19, 0.15 -0.34, 0.00    

Ls Meanc -0.11 -0.17 0.06 (-0.24, 0.36) 0.685  

SEc 0.110 0.104    

95% CIc -0.33, 0.11 -0.38, 0.04    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.73 0.51    

SD 0.693 0.731    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 3.00    

 

   Change n 34 34    

Mean -0.24 -0.24    

SD 0.654 0.741    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.18, 0.46)     

Ls Meanb -0.18 -0.28 0.10 (-0.14, 0.34) 0.398  

SEb 0.087 0.087    

95% CIb -0.35, 0.00 -0.45, -0.11    

Ls Meanc -0.18 -0.28 0.10 (-0.20, 0.40) 0.505  

SEc 0.111 0.108    

95% CIc -0.40, 0.04 -0.50, -0.07    

 

  Day 15 Actual n 34 30    

Mean 0.32 0.20    

SD 0.589 0.407    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.70 -0.44    

SD 0.702 0.641    

Min -2.00 -1.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.42, 0.27)     

Ls Meanb -0.63 -0.57 -0.06 (-0.31, 0.20) 0.674  

SEb 0.093 0.094    

95% CIb -0.81, -0.45 -0.76, -0.39    

Ls Meanc -0.55 -0.55 0.01 (-0.24, 0.26) 0.966  

SEc 0.089 0.088    

95% CIc -0.73, -0.37 -0.73, -0.38    

 

  Day 29 Actual n 28 27    

Mean 0.14 0.04    

SD 0.525 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 26 24    

Mean -1.00 -0.63    

SD 0.748 0.824    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.44, 0.25)     

Ls Meanb -0.79 -0.72 -0.07 (-0.33, 0.19) 0.588  

SEb 0.094 0.094    

95% CIb -0.97, -0.60 -0.90, -0.53    

Ls Meanc -0.79 -0.84 0.06 (-0.19, 0.30) 0.658  

SEc 0.085 0.085    

95% CIc -0.96, -0.61 -1.01, -0.67    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.03)     

Ls Meanb -0.24 -0.22 -0.02 (-0.06, 0.02) 0.294  

 

  Baseline Actual n 37 38    

Mean 0.30 0.29    

SD 0.661 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 39 39    

Mean 0.23 0.13    

SD 0.485 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 35 36    

Mean -0.09 -0.11    

SD 0.658 0.622    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.12, 0.32)     

Ls Meanb -0.08 -0.14 0.06 (-0.07, 0.20) 0.357  

SEb 0.049 0.048    

95% CIb -0.17, 0.02 -0.24, -0.05    

Ls Meanc -0.08 -0.15 0.07 (-0.13, 0.26) 0.514  

SEc 0.074 0.070    

95% CIc -0.23, 0.06 -0.29, -0.01    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.11 0.11    

SD 0.315 0.458    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 34 34    

Mean -0.21 -0.12    

SD 0.687 0.537    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.29, 0.15)     

Ls Meanb -0.19 -0.15 -0.04 (-0.18, 0.09) 0.533  

SEb 0.049 0.050    

95% CIb -0.29, -0.10 -0.25, -0.05    

Ls Meanc -0.22 -0.18 -0.04 (-0.23, 0.14) 0.652  

SEc 0.069 0.066    

95% CIc -0.36, -0.08 -0.31, -0.05    

 

  Day 15 Actual n 34 30    

Mean 0.03 0.03    

SD 0.171 0.183    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.27 -0.33    

SD 0.640 0.620    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.23, 0.25)     

Ls Meanb -0.29 -0.30 0.01 (-0.14, 0.15) 0.947  

SEb 0.053 0.055    

95% CIb -0.39, -0.19 -0.40, -0.19    

Ls Meanc -0.30 -0.30 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.30, -0.30 -0.30, -0.30    

 

  Day 29 Actual n 28 27    

Mean 0.00 0.04    

SD 0.000 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 26 24    

Mean -0.31 -0.33    

SD 0.679 0.637    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.30, 0.21)     

Ls Meanb -0.30 -0.28 -0.03 (-0.19, 0.13) 0.715  

SEb 0.056 0.057    

95% CIb -0.41, -0.20 -0.39, -0.16    

Ls Meanc -0.33 -0.30 -0.03 (-0.11, 0.05) 0.438  

SEc 0.029 0.029    

95% CIc -0.39, -0.27 -0.36, -0.24    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.04 (-0.11, 0.03)     

Ls Meanb -0.12 -0.10 -0.02 (-0.06, 0.01) 0.243  

 

  Baseline Actual n 37 38    

Mean 0.16 0.13    

SD 0.501 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 39 39    

Mean 0.26 0.15    

SD 0.549 0.432    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 36    

Mean 0.06 0.00    

SD 0.639 0.239    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.26 (0.02, 0.50)     

Ls Meanb 0.07 -0.06 0.13 (0.01, 0.24) 0.032  

SEb 0.042 0.041    

95% CIb -0.01, 0.15 -0.14, 0.03    

Ls Meanc 0.04 -0.05 0.09 (-0.10, 0.28) 0.341  

SEc 0.070 0.066    

95% CIc -0.10, 0.18 -0.18, 0.09    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.16 0.03    

SD 0.442 0.164    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 34 34    

Mean -0.03 -0.09    

SD 0.627 0.379    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.28 (0.04, 0.52)     

Ls Meanb 0.00 -0.14 0.14 (0.02, 0.25) 0.023  

SEb 0.043 0.043    

95% CIb -0.09, 0.08 -0.23, -0.06    

Ls Meanc 0.00 -0.13 0.14 (-0.02, 0.29) 0.077  

SEc 0.056 0.054    

95% CIc -0.11, 0.11 -0.24, -0.02    

 

  Day 15 Actual n 34 30    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.17 -0.11    

SD 0.531 0.424    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.30, 0.23)     

Ls Meanb -0.16 -0.14 -0.02 (-0.14, 0.11) 0.801  

SEb 0.045 0.047    

95% CIb -0.24, -0.07 -0.23, -0.05    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    

 

  Day 29 Actual n 28 27    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 26 24    

Mean -0.15 -0.13    

SD 0.543 0.448    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.36, 0.19)     

Ls Meanb -0.18 -0.14 -0.04 (-0.18, 0.09) 0.530  

SEb 0.047 0.049    

95% CIb -0.28, -0.09 -0.24, -0.05    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -1.05 -1.05 0.00 (-0.09, 0.09) 0.942  

 

  Baseline Actual n 37 38    

Mean 1.35 1.42    

SD 1.033 0.919    

Min 0.00 0.00    

Median 1.00 1.50    

Max 3.00 3.00    

 

  Day 3 Actual n 39 39    

Mean 0.90 0.82    

SD 0.940 0.790    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 35 36    

Mean -0.57 -0.56    

SD 0.979 0.735    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.24, 0.32)     

Ls Meanb -0.55 -0.59 0.04 (-0.23, 0.31) 0.776  

SEb 0.100 0.098    

95% CIb -0.75, -0.35 -0.78, -0.40    

Ls Meanc -0.55 -0.57 0.02 (-0.33, 0.37) 0.910  

SEc 0.130 0.124    

95% CIc -0.81, -0.29 -0.82, -0.32    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.62 0.49    

SD 0.828 0.692    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 34 34    

Mean -0.68 -0.85    

SD 0.768 0.958    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.12, 0.45)     

Ls Meanb -0.77 -0.93 0.16 (-0.12, 0.44) 0.262  

SEb 0.101 0.101    

95% CIb -0.97, -0.57 -1.13, -0.73    

Ls Meanc -0.68 -0.87 0.19 (-0.14, 0.52) 0.250  

SEc 0.120 0.117    

95% CIc -0.92, -0.44 -1.10, -0.63    

 

  Day 15 Actual n 34 30    

Mean 0.18 0.20    

SD 0.459 0.407    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -1.23 -1.19    

SD 0.935 1.001    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.35, 0.26)     

Ls Meanb -1.21 -1.17 -0.05 (-0.35, 0.26) 0.769  

SEb 0.108 0.110    

95% CIb -1.42, -1.00 -1.38, -0.95    

Ls Meanc -1.22 -1.18 -0.05 (-0.29, 0.19) 0.693  

SEc 0.086 0.086    

95% CIc -1.40, -1.05 -1.35, -1.00    

 

  Day 29 Actual n 28 27    

Mean 0.18 0.07    

SD 0.548 0.385    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 24    

Mean -1.38 -1.25    

SD 0.941 0.989    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.37, 0.26)     

Ls Meanb -1.32 -1.27 -0.06 (-0.37, 0.26) 0.728  

SEb 0.111 0.114    

95% CIb -1.54, -1.10 -1.49, -1.04    

Ls Meanc -1.29 -1.33 0.04 (-0.20, 0.28) 0.741  

SEc 0.085 0.085    

95% CIc -1.46, -1.12 -1.50, -1.16    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.94 -0.93 0.00 (-0.10, 0.09) 0.978  

 

  Baseline Actual n 37 38    

Mean 1.30 1.08    

SD 0.996 1.075    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 39 39    

Mean 0.49 0.33    

SD 0.644 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 35 36    

Mean -0.80 -0.78    

SD 0.933 1.267    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.14, 0.38)     

Ls Meanb -0.71 -0.84 0.13 (-0.14, 0.39) 0.355  

SEb 0.097 0.095    

95% CIb -0.91, -0.52 -1.03, -0.65    

Ls Meanc -0.75 -0.89 0.14 (-0.15, 0.43) 0.337  

SEc 0.109 0.104    

95% CIc -0.96, -0.53 -1.10, -0.68    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.38 0.43    

SD 0.721 0.728    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 34 34    

Mean -0.85 -0.71    

SD 1.048 1.194    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.26, 0.26)     

Ls Meanb -0.83 -0.83 0.00 (-0.27, 0.27) 0.997  

SEb 0.098 0.098    

95% CIb -1.02, -0.64 -1.02, -0.64    

Ls Meanc -0.77 -0.80 0.03 (-0.30, 0.36) 0.860  

SEc 0.120 0.117    

95% CIc -1.01, -0.53 -1.04, -0.57    

 

  Day 15 Actual n 34 30    

Mean 0.21 0.13    

SD 0.538 0.507    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -1.13 -0.96    

SD 1.106 1.315    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.21, 0.35)     

Ls Meanb -0.98 -1.05 0.07 (-0.22, 0.36) 0.642  

SEb 0.104 0.106    

95% CIb -1.19, -0.78 -1.26, -0.84    

Ls Meanc -0.98 -1.06 0.08 (-0.21, 0.38) 0.569  

SEc 0.105 0.106    

95% CIc -1.19, -0.76 -1.27, -0.85    

 

  Day 29 Actual n 28 27    

Mean 0.18 0.04    

SD 0.476 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 26 24    

Mean -1.23 -1.21    

SD 0.992 1.141    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.31, 0.26)     

Ls Meanb -1.14 -1.11 -0.03 (-0.33, 0.27) 0.849  

SEb 0.107 0.109    

95% CIb -1.35, -0.93 -1.32, -0.89    

Ls Meanc -1.17 -1.26 0.08 (-0.11, 0.28) 0.398  

SEc 0.070 0.070    

95% CIc -1.31, -1.03 -1.40, -1.11    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.80 -0.81 0.01 (-0.10, 0.12) 0.835  

 

  Baseline Actual n 37 38    

Mean 0.95 1.13    

SD 1.104 1.018    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 39 39    

Mean 0.54 0.54    

SD 0.854 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 35 36    

Mean -0.51 -0.61    

SD 0.981 0.964    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.26, 0.24)     

Ls Meanb -0.54 -0.54 -0.01 (-0.27, 0.26) 0.949  

SEb 0.097 0.095    

95% CIb -0.73, -0.36 -0.72, -0.35    

Ls Meanc -0.61 -0.60 -0.01 (-0.36, 0.34) 0.944  

SEc 0.131 0.124    

95% CIc -0.87, -0.35 -0.84, -0.35    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.35 0.35    

SD 0.753 0.676    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 34 34    

Mean -0.53 -0.74    

SD 1.022 0.994    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.22, 0.29)     

Ls Meanb -0.68 -0.72 0.04 (-0.23, 0.31) 0.776  

SEb 0.097 0.097    

95% CIb -0.87, -0.49 -0.91, -0.53    

Ls Meanc -0.62 -0.68 0.06 (-0.26, 0.39) 0.702  

SEc 0.120 0.116    

95% CIc -0.86, -0.38 -0.92, -0.45    

 

  Day 15 Actual n 34 30    

Mean 0.18 0.20    

SD 0.459 0.610    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.83 -0.85    

SD 1.053 1.199    

Min -3.00 -2.00    

Median -0.50 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.28, 0.26)     

Ls Meanb -0.82 -0.81 -0.01 (-0.29, 0.28) 0.969  

SEb 0.103 0.104    

95% CIb -1.02, -0.62 -1.02, -0.61    

Ls Meanc -0.80 -0.79 -0.01 (-0.30, 0.28) 0.947  

SEc 0.106 0.106    

95% CIc -1.01, -0.59 -1.00, -0.58    

 

  Day 29 Actual n 28 27    

Mean 0.21 0.11    

SD 0.568 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 26 24    

Mean -0.85 -1.13    

SD 1.008 1.116    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.27, 0.28)     

Ls Meanb -0.90 -0.91 0.00 (-0.28, 0.29) 0.974  

SEb 0.104 0.105    

95% CIb -1.11, -0.70 -1.11, -0.70    

Ls Meanc -0.94 -0.99 0.05 (-0.20, 0.30) 0.683  

SEc 0.088 0.088    

95% CIc -1.12, -0.76 -1.17, -0.81    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.32 -0.31 0.00 (-0.03, 0.03) 0.960  

 

  Baseline Actual n 37 38    

Mean 0.46 0.21    

SD 0.767 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 39 39    

Mean 0.23 0.10    

SD 0.583 0.307    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 35 36    

Mean -0.29 -0.14    

SD 0.957 0.424    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.02, 0.35)     

Ls Meanb -0.17 -0.27 0.10 (-0.01, 0.21) 0.077  

SEb 0.041 0.040    

95% CIb -0.25, -0.09 -0.35, -0.19    

Ls Meanc -0.14 -0.25 0.11 (-0.11, 0.33) 0.328  

SEc 0.082 0.078    

95% CIc -0.30, 0.03 -0.40, -0.09    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.03 0.05    

SD 0.164 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 34 34    

Mean -0.32 -0.18    

SD 0.535 0.459    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.26, 0.11)     

Ls Meanb -0.34 -0.29 -0.04 (-0.16, 0.07) 0.439  

SEb 0.041 0.041    

95% CIb -0.42, -0.26 -0.37, -0.21    

Ls Meanc -0.27 -0.25 -0.02 (-0.10, 0.06) 0.663  

SEc 0.030 0.029    

95% CIc -0.33, -0.21 -0.31, -0.19    

 

  Day 15 Actual n 34 30    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.50 -0.22    

SD 0.820 0.424    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.23, 0.17)     

Ls Meanb -0.36 -0.35 -0.02 (-0.14, 0.11) 0.782  

SEb 0.044 0.045    

95% CIb -0.45, -0.28 -0.44, -0.26    

Ls Meanc -0.37 -0.37 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.37, -0.37 -0.37, -0.37    

 

  Day 29 Actual n 28 27    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 26 24    

Mean -0.50 -0.29    

SD 0.812 0.464    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.28, 0.15)     

Ls Meanb -0.38 -0.34 -0.04 (-0.17, 0.09) 0.543  

SEb 0.046 0.047    

95% CIb -0.47, -0.29 -0.43, -0.24    

Ls Meanc -0.40 -0.40 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.40, -0.40 -0.40, -0.40    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.08 (-0.03, 0.19)     

Ls Meanb -0.45 -0.54 0.08 (-0.03, 0.20) 0.155  

 

  Baseline Actual n 37 38    

Mean 0.76 0.61    

SD 1.090 0.946    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 39 39    

Mean 0.44 0.38    

SD 0.821 0.747    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 35 36    

Mean -0.31 -0.25    

SD 0.867 0.841    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.21, 0.26)     

Ls Meanb -0.26 -0.29 0.03 (-0.21, 0.27) 0.820  

SEb 0.089 0.087    

95% CIb -0.43, -0.08 -0.46, -0.12    

Ls Meanc -0.29 -0.30 0.01 (-0.31, 0.32) 0.952  

SEc 0.117 0.111    

95% CIc -0.53, -0.06 -0.53, -0.08    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.35 0.30    

SD 0.753 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 34 34    

Mean -0.38 -0.35    

SD 0.954 1.012    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.20, 0.28)     

Ls Meanb -0.35 -0.39 0.04 (-0.20, 0.29) 0.737  

SEb 0.089 0.089    

95% CIb -0.52, -0.17 -0.56, -0.22    

Ls Meanc -0.40 -0.44 0.04 (-0.29, 0.37) 0.812  

SEc 0.123 0.119    

95% CIc -0.64, -0.15 -0.68, -0.20    

 

  Day 15 Actual n 34 30    

Mean 0.21 0.10    

SD 0.592 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.53 -0.59    

SD 0.860 0.888    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.15, 0.36)     

Ls Meanb -0.49 -0.60 0.11 (-0.15, 0.37) 0.403  

SEb 0.094 0.094    

95% CIb -0.67, -0.31 -0.79, -0.42    

Ls Meanc -0.52 -0.64 0.12 (-0.12, 0.36) 0.309  

SEc 0.086 0.086    

95% CIc -0.69, -0.34 -0.81, -0.46    

 

  Day 29 Actual n 28 27    

Mean 0.07 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 26 24    

Mean -0.62 -0.67    

SD 0.941 0.963    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.18, 0.32)     

Ls Meanb -0.53 -0.61 0.07 (-0.19, 0.33) 0.594  

SEb 0.094 0.094    

95% CIb -0.72, -0.35 -0.79, -0.42    

Ls Meanc -0.58 -0.68 0.09 (-0.06, 0.25) 0.230  

SEc 0.055 0.055    

95% CIc -0.69, -0.47 -0.79, -0.57    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.43 -0.45 0.02 (-0.11, 0.15) 0.747  

 

  Baseline Actual n 37 38    

Mean 0.81 0.47    

SD 1.101 0.830    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 39 39    

Mean 0.44 0.33    

SD 0.754 0.737    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 35 36    

Mean -0.40 -0.17    

SD 0.847 0.845    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.27, 0.23)     

Ls Meanb -0.27 -0.25 -0.02 (-0.27, 0.22) 0.853  

SEb 0.090 0.087    

95% CIb -0.45, -0.10 -0.42, -0.08    

Ls Meanc -0.31 -0.27 -0.04 (-0.35, 0.28) 0.811  

SEc 0.116 0.110    

95% CIc -0.54, -0.08 -0.49, -0.05    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.38 0.24    

SD 0.758 0.760    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 34 34    

Mean -0.41 -0.26    

SD 0.957 0.898    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.20, 0.30)     

Ls Meanb -0.30 -0.35 0.05 (-0.20, 0.29) 0.706  

SEb 0.090 0.089    

95% CIb -0.48, -0.13 -0.53, -0.18    

Ls Meanc -0.36 -0.41 0.05 (-0.28, 0.38) 0.764  

SEc 0.121 0.117    

95% CIc -0.61, -0.12 -0.65, -0.18    

 

  Day 15 Actual n 34 30    

Mean 0.26 0.13    

SD 0.710 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.53 -0.33    

SD 0.973 0.620    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.20, 0.33)     

Ls Meanb -0.41 -0.47 0.06 (-0.20, 0.32) 0.643  

SEb 0.094 0.094    

95% CIb -0.59, -0.22 -0.65, -0.28    

Ls Meanc -0.42 -0.47 0.05 (-0.24, 0.33) 0.735  

SEc 0.101 0.102    

95% CIc -0.63, -0.22 -0.67, -0.27    

 

  Day 29 Actual n 28 27    

Mean 0.07 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 26 24    

Mean -0.62 -0.54    

SD 0.941 0.833    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.30, 0.23)     

Ls Meanb -0.55 -0.51 -0.04 (-0.30, 0.22) 0.779  

SEb 0.094 0.093    

95% CIb -0.73, -0.36 -0.69, -0.33    

Ls Meanc -0.53 -0.61 0.08 (-0.07, 0.24) 0.286  

SEc 0.054 0.054    

95% CIc -0.64, -0.42 -0.72, -0.50    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.04)     

Ls Meanb -0.52 -0.49 -0.03 (-0.09, 0.03) 0.343  

 

  Baseline Actual n 37 38    

Mean 0.54 0.68    

SD 0.691 0.775    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 39 39    

Mean 0.21 0.38    

SD 0.409 0.590    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 35 36    

Mean -0.37 -0.36    

SD 0.843 0.639    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.18 (-0.41, 0.05)     

Ls Meanb -0.43 -0.29 -0.13 (-0.30, 0.03) 0.118  

SEb 0.061 0.060    

95% CIb -0.55, -0.31 -0.41, -0.18    

Ls Meanc -0.45 -0.31 -0.14 (-0.37, 0.10) 0.251  

SEc 0.086 0.082    

95% CIc -0.62, -0.28 -0.48, -0.15    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.19 0.30    

SD 0.397 0.571    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 34 34    

Mean -0.35 -0.47    

SD 0.646 0.748    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.33, 0.14)     

Ls Meanb -0.45 -0.38 -0.07 (-0.24, 0.10) 0.426  

SEb 0.061 0.062    

95% CIb -0.57, -0.33 -0.50, -0.26    

Ls Meanc -0.44 -0.40 -0.04 (-0.26, 0.18) 0.733  

SEc 0.081 0.079    

95% CIc -0.60, -0.28 -0.56, -0.24    

 

  Day 15 Actual n 34 30    

Mean 0.06 0.10    

SD 0.239 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.60 -0.67    

SD 0.724 0.784    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.27, 0.23)     

Ls Meanb -0.60 -0.59 -0.01 (-0.20, 0.17) 0.893  

SEb 0.066 0.067    

95% CIb -0.73, -0.48 -0.72, -0.46    

Ls Meanc -0.63 -0.61 -0.03 (-0.15, 0.09) 0.642  

SEc 0.044 0.044    

95% CIc -0.72, -0.55 -0.69, -0.52    

 

  Day 29 Actual n 28 27    

Mean 0.11 0.19    

SD 0.315 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 26 24    

Mean -0.38 -0.50    

SD 0.637 0.590    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.15 (-0.40, 0.10)     

Ls Meanb -0.57 -0.46 -0.11 (-0.30, 0.08) 0.250  

SEb 0.067 0.068    

95% CIb -0.70, -0.43 -0.59, -0.32    

Ls Meanc -0.47 -0.42 -0.05 (-0.21, 0.12) 0.578  

SEc 0.057 0.057    

95% CIc -0.58, -0.35 -0.54, -0.31    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.05)     

Ls Meanb -0.18 -0.17 -0.01 (-0.05, 0.03) 0.552  

 

  Baseline Actual n 37 38    

Mean 0.19 0.21    

SD 0.518 0.528    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 39 39    

Mean 0.28 0.13    

SD 0.605 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 35 36    

Mean 0.06 -0.06    

SD 0.591 0.333    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.26 (0.03, 0.49)     

Ls Meanb 0.03 -0.10 0.14 (0.01, 0.26) 0.030  

SEb 0.044 0.044    

95% CIb -0.05, 0.12 -0.19, -0.02    

Ls Meanc 0.02 -0.09 0.11 (-0.08, 0.29) 0.248  

SEc 0.069 0.066    

95% CIc -0.12, 0.16 -0.22, 0.04    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 89 of 1392 

Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.11 0.16    

SD 0.393 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 34 34    

Mean -0.06 -0.03    

SD 0.600 0.521    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.18)     

Ls Meanb -0.10 -0.07 -0.03 (-0.15, 0.10) 0.645  

SEb 0.045 0.045    

95% CIb -0.18, -0.01 -0.16, 0.02    

Ls Meanc -0.08 -0.04 -0.04 (-0.25, 0.18) 0.729  

SEc 0.079 0.077    

95% CIc -0.24, 0.08 -0.19, 0.11    

 

  Day 15 Actual n 34 30    

Mean 0.03 0.00    

SD 0.171 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.20 -0.22    

SD 0.610 0.506    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.21, 0.30)     

Ls Meanb -0.19 -0.22 0.02 (-0.11, 0.16) 0.731  

SEb 0.048 0.049    

95% CIb -0.29, -0.10 -0.31, -0.12    

Ls Meanc -0.20 -0.23 0.03 (-0.04, 0.10) 0.401  

SEc 0.026 0.026    

95% CIc -0.25, -0.15 -0.28, -0.18    

 

  Day 29 Actual n 28 27    

Mean 0.04 0.00    

SD 0.189 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 26 24    

Mean -0.23 -0.17    

SD 0.587 0.482    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.36, 0.17)     

Ls Meanb -0.24 -0.19 -0.05 (-0.19, 0.09) 0.489  

SEb 0.050 0.051    

95% CIb -0.34, -0.14 -0.29, -0.09    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.08 (-0.01, 0.17)     

Ls Meanb -0.47 -0.53 0.05 (-0.01, 0.11) 0.090  

 

  Baseline Actual n 37 38    

Mean 0.68 0.45    

SD 0.709 0.645    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 39 39    

Mean 0.38 0.18    

SD 0.673 0.389    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 35 36    

Mean -0.29 -0.28    

SD 0.750 0.779    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.33 (0.10, 0.55)     

Ls Meanb -0.19 -0.41 0.22 (0.07, 0.37) 0.004  

SEb 0.055 0.054    

95% CIb -0.30, -0.08 -0.52, -0.30    

Ls Meanc -0.21 -0.39 0.17 (-0.09, 0.44) 0.194  

SEc 0.097 0.093    

95% CIc -0.41, -0.02 -0.57, -0.20    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.14 0.11    

SD 0.419 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 34 34    

Mean -0.50 -0.35    

SD 0.707 0.734    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.19, 0.27)     

Ls Meanb -0.46 -0.49 0.03 (-0.13, 0.18) 0.734  

SEb 0.056 0.056    

95% CIb -0.57, -0.36 -0.60, -0.38    

Ls Meanc -0.40 -0.44 0.04 (-0.14, 0.23) 0.626  

SEc 0.067 0.065    

95% CIc -0.53, -0.27 -0.57, -0.31    

 

  Day 15 Actual n 34 30    

Mean 0.12 0.00    

SD 0.327 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.57 -0.48    

SD 0.774 0.700    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.05, 0.44)     

Ls Meanb -0.44 -0.57 0.13 (-0.03, 0.30) 0.118  

SEb 0.059 0.060    

95% CIb -0.56, -0.32 -0.69, -0.45    

Ls Meanc -0.43 -0.58 0.15 (0.02, 0.29) 0.024  

SEc 0.048 0.048    

95% CIc -0.52, -0.33 -0.68, -0.49    

 

  Day 29 Actual n 28 27    

Mean 0.00 0.04    

SD 0.000 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 26 24    

Mean -0.73 -0.46    

SD 0.724 0.779    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-0.48, 0.01)     

Ls Meanb -0.65 -0.49 -0.16 (-0.33, 0.01) 0.061  

SEb 0.060 0.061    

95% CIb -0.77, -0.53 -0.61, -0.37    

Ls Meanc -0.61 -0.58 -0.03 (-0.11, 0.05) 0.473  

SEc 0.029 0.029    

95% CIc -0.67, -0.55 -0.64, -0.52    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.03)     

Ls Meanb -0.09 -0.09 0.00 (-0.01, 0.01) 0.596  

 

  Baseline Actual n 37 38    

Mean 0.14 0.03    

SD 0.481 0.162    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 39 39    

Mean 0.03 0.00    

SD 0.160 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 35 36    

Mean -0.11 -0.03    

SD 0.404 0.167    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.02, 0.16)     

Ls Meanb -0.06 -0.09 0.03 (-0.01, 0.06) 0.109  

SEb 0.012 0.012    

95% CIb -0.09, -0.04 -0.11, -0.07    

Ls Meanc -0.07 -0.07 0.00 (-0.04, 0.05) 0.835  

SEc 0.017 0.016    

95% CIc -0.10, -0.04 -0.11, -0.04    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 37 37    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 34 34    

Mean -0.09 -0.03    

SD 0.379 0.171    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.09 -0.09 0.00 (-0.03, 0.03) 0.922  

SEb 0.012 0.012    

95% CIb -0.12, -0.07 -0.11, -0.07    

Ls Meanc -0.06 -0.06 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.06, -0.06 -0.06, -0.06    

 

  Day 15 Actual n 34 30    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.11 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 30 27    

Mean -0.17 -0.04    

SD 0.531 0.192    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.09 -0.09 0.00 (-0.04, 0.03) 0.892  

SEb 0.013 0.013    

95% CIb -0.12, -0.07 -0.12, -0.06    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    

 

  Day 29 Actual n 28 27    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 26 24    

Mean -0.15 -0.04    

SD 0.543 0.204    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.09 -0.09 0.00 (-0.04, 0.03) 0.855  

SEb 0.014 0.014    

95% CIb -0.12, -0.07 -0.12, -0.06    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

High risk + time 

from symptom 

onset ≤ 5 days 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.12, 0.01)     

Ls Meanb -0.84 -0.79 -0.06 (-0.12, 0.01) 0.091  

 

  Baseline Actual n 154 162  NEd  

Mean 1.20 1.10    

SD 1.063 0.947    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.63 0.74    

SD 0.871 0.905    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 139 150    

Mean -0.56 -0.33    

SD 1.130 0.973    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.32, -0.02)     

Ls Meanb -0.52 -0.35 -0.17 (-0.32, -0.02) 0.028  

SEb 0.056 0.054    

95% CIb -0.63, -0.41 -0.46, -0.25    

Ls Meanc -0.54 -0.35 -0.19 (-0.38, 0.00) 0.051  

SEc 0.070 0.067    

95% CIc -0.68, -0.40 -0.48, -0.22    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.41 0.54    

SD 0.717 0.877    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 128 127    

Mean -0.75 -0.55    

SD 1.164 1.096    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.38, -0.06)     

Ls Meanb -0.76 -0.54 -0.22 (-0.38, -0.06) 0.006  

SEb 0.057 0.056    

95% CIb -0.87, -0.65 -0.65, -0.43    

Ls Meanc -0.74 -0.56 -0.18 (-0.37, 0.01) 0.066  

SEc 0.069 0.069    

95% CIc -0.88, -0.60 -0.70, -0.42    

 

  Day 15 Actual n 175 166    

Mean 0.21 0.20    

SD 0.560 0.522    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.96 -0.91    

SD 1.165 0.889    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.17)     

Ls Meanb -0.94 -0.95 0.01 (-0.16, 0.17) 0.948  

SEb 0.058 0.058    

95% CIb -1.06, -0.83 -1.06, -0.83    

Ls Meanc -0.93 -0.94 0.01 (-0.14, 0.15) 0.941  

SEc 0.051 0.051    

95% CIc -1.03, -0.83 -1.04, -0.84    

 

  Day 29 Actual n 137 131    

Mean 0.13 0.15    

SD 0.467 0.455    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 105    

Mean -1.06 -0.90    

SD 1.118 1.015    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.22, 0.11)     

Ls Meanb -0.99 -0.93 -0.06 (-0.22, 0.11) 0.492  

SEb 0.060 0.059    

95% CIb -1.11, -0.87 -1.05, -0.82    

Ls Meanc -1.00 -0.96 -0.03 (-0.17, 0.10) 0.627  

SEc 0.049 0.048    

95% CIc -1.09, -0.90 -1.06, -0.87    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.72 -0.70 -0.02 (-0.05, 0.01) 0.236  

 

  Baseline Actual n 154 162  NEd  

Mean 0.91 0.77    

SD 0.999 0.928    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 202 202    

Mean 0.37 0.36    

SD 0.687 0.655    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 150    

Mean -0.51 -0.40    

SD 1.013 0.859    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.41 -0.46 0.05 (-0.05, 0.15) 0.299  

SEb 0.036 0.034    

95% CIb -0.48, -0.34 -0.53, -0.39    

Ls Meanc -0.45 -0.45 0.00 (-0.15, 0.15) 0.997  

SEc 0.055 0.053    

95% CIc -0.56, -0.34 -0.56, -0.35    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.11 0.27    

SD 0.395 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 128 127    

Mean -0.73 -0.50    

SD 0.986 1.061    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.24, -0.03)     

Ls Meanb -0.70 -0.57 -0.13 (-0.24, -0.03) 0.010  

SEb 0.037 0.037    

95% CIb -0.78, -0.63 -0.64, -0.50    

Ls Meanc -0.68 -0.55 -0.13 (-0.27, 0.00) 0.044  

SEc 0.047 0.047    

95% CIc -0.78, -0.59 -0.64, -0.45    

 

  Day 15 Actual n 175 166    

Mean 0.04 0.04    

SD 0.248 0.289    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.83 -0.68    

SD 1.022 0.926    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.80 -0.78 -0.02 (-0.13, 0.08) 0.672  

SEb 0.038 0.038    

95% CIb -0.88, -0.73 -0.85, -0.70    

Ls Meanc -0.76 -0.75 -0.01 (-0.09, 0.06) 0.740  

SEc 0.027 0.027    

95% CIc -0.81, -0.71 -0.80, -0.70    

 

  Day 29 Actual n 137 131    

Mean 0.04 0.03    

SD 0.255 0.213    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 105    

Mean -0.95 -0.77    

SD 1.095 0.963    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.79 -0.81 0.02 (-0.09, 0.13) 0.728  

SEb 0.041 0.040    

95% CIb -0.87, -0.71 -0.89, -0.73    

Ls Meanc -0.85 -0.86 0.01 (-0.06, 0.08) 0.786  

SEc 0.027 0.026    

95% CIc -0.91, -0.80 -0.92, -0.81    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.02 (-0.08, 0.04)     

Ls Meanb -0.49 -0.47 -0.02 (-0.07, 0.03) 0.474  

 

  Baseline Actual n 154 162  NEd  

Mean 0.79 0.77    

SD 0.900 0.831    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.61 0.57    

SD 0.803 0.783    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean -0.14 -0.21    

SD 0.861 0.816    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.22)     

Ls Meanb -0.15 -0.21 0.07 (-0.06, 0.19) 0.306  

SEb 0.046 0.044    

95% CIb -0.24, -0.06 -0.30, -0.13    

Ls Meanc -0.14 -0.21 0.07 (-0.09, 0.23) 0.367  

SEc 0.059 0.057    

95% CIc -0.25, -0.02 -0.32, -0.10    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.41 0.46    

SD 0.668 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 128 127    

Mean -0.24 -0.33    

SD 0.849 0.918    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.17)     

Ls Meanb -0.29 -0.31 0.02 (-0.11, 0.15) 0.747  

SEb 0.047 0.046    

95% CIb -0.38, -0.20 -0.40, -0.22    

Ls Meanc -0.27 -0.31 0.04 (-0.12, 0.20) 0.610  

SEc 0.057 0.058    

95% CIc -0.38, -0.15 -0.42, -0.19    

 

  Day 15 Actual n 175 166    

Mean 0.17 0.18    

SD 0.448 0.444    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.55 -0.57    

SD 0.816 0.896    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.12)     

Ls Meanb -0.58 -0.55 -0.03 (-0.16, 0.10) 0.664  

SEb 0.048 0.048    

95% CIb -0.67, -0.48 -0.64, -0.45    

Ls Meanc -0.56 -0.55 -0.01 (-0.12, 0.10) 0.836  

SEc 0.040 0.040    

95% CIc -0.64, -0.48 -0.63, -0.47    

 

  Day 29 Actual n 137 131    

Mean 0.04 0.11    

SD 0.239 0.397    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 105    

Mean -0.61 -0.60    

SD 0.852 0.905    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.15, 0.17)     

Ls Meanb -0.62 -0.62 0.01 (-0.13, 0.14) 0.917  

SEb 0.050 0.049    

95% CIb -0.71, -0.52 -0.72, -0.53    

Ls Meanc -0.63 -0.58 -0.04 (-0.14, 0.05) 0.362  

SEc 0.034 0.033    

95% CIc -0.69, -0.56 -0.65, -0.52    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.09 (-0.18, -0.01)     

Ls Meanb -0.64 -0.56 -0.08 (-0.15, -0.01) 0.030  

 

  Baseline Actual n 154 162  NEd  

Mean 1.16 1.10    

SD 0.820 0.801    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 1.02 1.05    

SD 0.774 0.821    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean -0.09 -0.03    

SD 0.727 0.855    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.24, 0.13)     

Ls Meanb -0.09 -0.05 -0.05 (-0.20, 0.11) 0.559  

SEb 0.056 0.054    

95% CIb -0.20, 0.01 -0.16, 0.06    

Ls Meanc -0.08 -0.04 -0.05 (-0.21, 0.11) 0.555  

SEc 0.059 0.057    

95% CIc -0.20, 0.03 -0.15, 0.08    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.77 0.96    

SD 0.806 0.919    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 128 127    

Mean -0.34 -0.14    

SD 0.835 1.029    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.34 (-0.54, -0.15)     

Ls Meanb -0.37 -0.09 -0.28 (-0.43, -0.12) 0.001  

SEb 0.057 0.056    

95% CIb -0.48, -0.26 -0.20, 0.02    

Ls Meanc -0.34 -0.13 -0.21 (-0.41, -0.01) 0.037  

SEc 0.070 0.071    

95% CIc -0.48, -0.20 -0.27, 0.01    

 

  Day 15 Actual n 175 166    

Mean 0.34 0.39    

SD 0.594 0.659    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 12 of 1392 

Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.78 -0.78    

SD 0.899 0.900    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.27, 0.13)     

Ls Meanb -0.80 -0.74 -0.05 (-0.22, 0.11) 0.510  

SEb 0.058 0.059    

95% CIb -0.91, -0.68 -0.86, -0.63    

Ls Meanc -0.79 -0.77 -0.03 (-0.18, 0.13) 0.714  

SEc 0.055 0.055    

95% CIc -0.90, -0.69 -0.87, -0.66    

 

  Day 29 Actual n 137 131    

Mean 0.21 0.19    

SD 0.492 0.449    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 105    

Mean -0.88 -0.93    

SD 0.956 0.891    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.15, 0.26)     

Ls Meanb -0.88 -0.92 0.04 (-0.12, 0.21) 0.600  

SEb 0.060 0.059    

95% CIb -1.00, -0.76 -1.04, -0.81    

Ls Meanc -0.87 -0.94 0.07 (-0.07, 0.21) 0.324  

SEc 0.050 0.049    

95% CIc -0.97, -0.77 -1.04, -0.84    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.05)     

Ls Meanb -0.30 -0.30 0.00 (-0.03, 0.04) 0.900  

 

  Baseline Actual n 154 162  NEd  

Mean 0.43 0.40    

SD 0.791 0.708    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 202 202    

Mean 0.34 0.32    

SD 0.666 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 150    

Mean -0.07 -0.09    

SD 0.839 0.870    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.23)     

Ls Meanb -0.03 -0.11 0.08 (-0.02, 0.18) 0.111  

SEb 0.036 0.034    

95% CIb -0.10, 0.04 -0.18, -0.04    

Ls Meanc -0.06 -0.10 0.04 (-0.11, 0.19) 0.604  

SEc 0.054 0.052    

95% CIc -0.17, 0.05 -0.20, 0.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.20 0.20    

SD 0.513 0.503    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 128 127    

Mean -0.18 -0.23    

SD 0.917 0.828    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.19 -0.22 0.02 (-0.08, 0.12) 0.676  

SEb 0.037 0.036    

95% CIb -0.27, -0.12 -0.29, -0.14    

Ls Meanc -0.20 -0.21 0.02 (-0.11, 0.15) 0.792  

SEc 0.046 0.046    

95% CIc -0.29, -0.10 -0.30, -0.12    

 

  Day 15 Actual n 175 166    

Mean 0.07 0.10    

SD 0.295 0.352    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.35 -0.34    

SD 0.844 0.845    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.33 -0.30 -0.03 (-0.14, 0.07) 0.562  

SEb 0.038 0.038    

95% CIb -0.41, -0.26 -0.38, -0.23    

Ls Meanc -0.35 -0.34 -0.01 (-0.10, 0.08) 0.844  

SEc 0.032 0.033    

95% CIc -0.41, -0.29 -0.40, -0.28    

 

  Day 29 Actual n 137 131    

Mean 0.02 0.02    

SD 0.190 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 100 105    

Mean -0.36 -0.38    

SD 0.732 0.739    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.17)     

Ls Meanb -0.37 -0.38 0.02 (-0.09, 0.12) 0.775  

SEb 0.040 0.039    

95% CIb -0.44, -0.29 -0.46, -0.31    

Ls Meanc -0.36 -0.38 0.02 (-0.03, 0.07) 0.377  

SEc 0.017 0.016    

95% CIc -0.39, -0.33 -0.41, -0.35    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.02)     

Ls Meanb -0.18 -0.14 -0.03 (-0.08, 0.01) 0.164  

 

  Baseline Actual n 154 162  NEd  

Mean 0.32 0.35    

SD 0.740 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.26 0.30    

SD 0.600 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 139 150    

Mean -0.02 -0.04    

SD 0.727 0.850    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.11)     

Ls Meanb -0.06 -0.03 -0.03 (-0.15, 0.08) 0.582  

SEb 0.042 0.041    

95% CIb -0.15, 0.02 -0.11, 0.05    

Ls Meanc -0.04 -0.02 -0.03 (-0.17, 0.12) 0.714  

SEc 0.052 0.050    

95% CIc -0.15, 0.06 -0.12, 0.08    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.17 0.33    

SD 0.484 0.764    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 128 127    

Mean -0.11 0.02    

SD 0.745 1.046    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.28 (-0.44, -0.11)     

Ls Meanb -0.14 0.07 -0.20 (-0.32, -0.08) 0.001  

SEb 0.043 0.043    

95% CIb -0.22, -0.05 -0.02, 0.15    

Ls Meanc -0.13 0.03 -0.16 (-0.33, 0.01) 0.058  

SEc 0.059 0.060    

95% CIc -0.24, -0.01 -0.08, 0.15    

 

  Day 15 Actual n 175 166    

Mean 0.12 0.16    

SD 0.419 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.16 -0.22    

SD 0.753 0.791    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -0.18 -0.19 0.01 (-0.12, 0.13) 0.905  

SEb 0.045 0.045    

95% CIb -0.27, -0.10 -0.28, -0.10    

Ls Meanc -0.18 -0.19 0.01 (-0.11, 0.13) 0.878  

SEc 0.043 0.043    

95% CIc -0.27, -0.10 -0.28, -0.11    

 

  Day 29 Actual n 137 131    

Mean 0.06 0.06    

SD 0.291 0.298    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 105    

Mean -0.26 -0.36    

SD 0.848 0.810    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.22)     

Ls Meanb -0.25 -0.29 0.04 (-0.09, 0.16) 0.564  

SEb 0.046 0.045    

95% CIb -0.34, -0.16 -0.38, -0.20    

Ls Meanc -0.30 -0.32 0.02 (-0.07, 0.10) 0.719  

SEc 0.030 0.029    

95% CIc -0.36, -0.25 -0.38, -0.26    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.08 (-0.16, -0.01)     

Ls Meanb -0.71 -0.62 -0.09 (-0.16, -0.01) 0.023  

 

  Baseline Actual n 154 162  NEd  

Mean 1.31 1.32    

SD 1.005 1.019    

Min 0.00 0.00    

Median 1.00 2.00    

Max 4.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 1.00 1.18    

SD 0.960 1.013    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 139 150    

Mean -0.19 -0.03    

SD 0.970 0.990    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.31, 0.03)     

Ls Meanb -0.20 -0.06 -0.14 (-0.31, 0.03) 0.115  

SEb 0.064 0.062    

95% CIb -0.32, -0.07 -0.18, 0.06    

Ls Meanc -0.19 -0.03 -0.16 (-0.36, 0.03) 0.103  

SEc 0.072 0.069    

95% CIc -0.33, -0.05 -0.16, 0.11    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.79 0.96    

SD 0.872 0.988    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 128 127    

Mean -0.38 -0.28    

SD 1.027 1.013    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.34, 0.01)     

Ls Meanb -0.41 -0.24 -0.17 (-0.35, 0.01) 0.066  

SEb 0.065 0.065    

95% CIb -0.54, -0.28 -0.37, -0.11    

Ls Meanc -0.38 -0.27 -0.11 (-0.31, 0.10) 0.316  

SEc 0.074 0.074    

95% CIc -0.52, -0.23 -0.42, -0.13    

 

  Day 15 Actual n 175 166    

Mean 0.41 0.48    

SD 0.653 0.753    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.90 -0.79    

SD 1.083 0.978    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.24, 0.13)     

Ls Meanb -0.87 -0.81 -0.06 (-0.24, 0.13) 0.544  

SEb 0.067 0.067    

95% CIb -1.00, -0.74 -0.94, -0.68    

Ls Meanc -0.88 -0.81 -0.07 (-0.25, 0.10) 0.411  

SEc 0.063 0.063    

95% CIc -1.01, -0.76 -0.93, -0.69    

 

  Day 29 Actual n 137 131    

Mean 0.31 0.37    

SD 0.613 0.660    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 105    

Mean -0.94 -1.01    

SD 1.090 1.114    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.19, 0.19)     

Ls Meanb -0.92 -0.92 0.00 (-0.19, 0.19) 0.996  

SEb 0.069 0.068    

95% CIb -1.06, -0.79 -1.06, -0.79    

Ls Meanc -0.97 -0.98 0.01 (-0.17, 0.18) 0.920  

SEc 0.064 0.062    

95% CIc -1.10, -0.85 -1.10, -0.86    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.03)     

Ls Meanb -0.79 -0.77 -0.02 (-0.08, 0.03) 0.358  

 

  Baseline Actual n 154 162  NEd  

Mean 1.16 1.09    

SD 0.998 0.894    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.67 0.68    

SD 0.854 0.829    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean -0.47 -0.45    

SD 1.031 0.909    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -0.45 -0.48 0.02 (-0.12, 0.17) 0.737  

SEb 0.052 0.051    

95% CIb -0.55, -0.35 -0.58, -0.38    

Ls Meanc -0.46 -0.46 0.00 (-0.17, 0.18) 0.959  

SEc 0.064 0.062    

95% CIc -0.58, -0.33 -0.58, -0.34    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.48 0.54    

SD 0.760 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 128 127    

Mean -0.65 -0.57    

SD 1.077 1.028    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.06)     

Ls Meanb -0.65 -0.56 -0.09 (-0.24, 0.06) 0.229  

SEb 0.053 0.053    

95% CIb -0.75, -0.54 -0.66, -0.45    

Ls Meanc -0.63 -0.58 -0.05 (-0.22, 0.12) 0.567  

SEc 0.062 0.062    

95% CIc -0.75, -0.51 -0.71, -0.46    

 

  Day 15 Actual n 175 166    

Mean 0.22 0.21    

SD 0.545 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.96 -0.89    

SD 0.995 0.915    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.11)     

Ls Meanb -0.95 -0.90 -0.05 (-0.20, 0.10) 0.524  

SEb 0.055 0.055    

95% CIb -1.06, -0.85 -1.01, -0.80    

Ls Meanc -0.96 -0.89 -0.07 (-0.18, 0.05) 0.250  

SEc 0.042 0.042    

95% CIc -1.04, -0.88 -0.97, -0.81    

 

  Day 29 Actual n 137 131    

Mean 0.08 0.18    

SD 0.298 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 100 105    

Mean -1.07 -0.94    

SD 1.066 0.918    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.28, 0.06)     

Ls Meanb -1.02 -0.91 -0.10 (-0.26, 0.05) 0.195  

SEb 0.058 0.057    

95% CIb -1.13, -0.90 -1.02, -0.80    

Ls Meanc -1.07 -0.94 -0.13 (-0.25, -0.01) 0.029  

SEc 0.042 0.041    

95% CIc -1.15, -0.99 -1.02, -0.86    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.09 (-0.15, -0.03)     

Ls Meanb -0.90 -0.81 -0.09 (-0.15, -0.03) 0.004  

 

  Baseline Actual n 154 162  NEd  

Mean 1.22 1.14    

SD 1.031 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.61 0.74    

SD 0.845 0.921    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean -0.61 -0.40    

SD 1.120 1.036    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.18 (-0.33, -0.03)     

Ls Meanb -0.59 -0.41 -0.18 (-0.33, -0.03) 0.016  

SEb 0.054 0.053    

95% CIb -0.70, -0.48 -0.51, -0.31    

Ls Meanc -0.60 -0.41 -0.20 (-0.39, 0.00) 0.045  

SEc 0.070 0.068    

95% CIc -0.74, -0.47 -0.54, -0.27    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.37 0.52    

SD 0.687 0.865    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 128 127    

Mean -0.77 -0.65    

SD 1.036 1.172    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.19 (-0.34, -0.04)     

Ls Meanb -0.80 -0.61 -0.19 (-0.35, -0.04) 0.013  

SEb 0.055 0.055    

95% CIb -0.91, -0.69 -0.71, -0.50    

Ls Meanc -0.79 -0.63 -0.15 (-0.34, 0.03) 0.107  

SEc 0.067 0.067    

95% CIc -0.92, -0.65 -0.77, -0.50    

 

  Day 15 Actual n 175 166    

Mean 0.18 0.21    

SD 0.526 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -1.01 -0.98    

SD 1.084 0.912    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.13)     

Ls Meanb -1.00 -0.98 -0.03 (-0.18, 0.13) 0.751  

SEb 0.057 0.057    

95% CIb -1.12, -0.89 -1.09, -0.87    

Ls Meanc -1.01 -0.98 -0.03 (-0.16, 0.10) 0.677  

SEc 0.047 0.047    

95% CIc -1.10, -0.91 -1.07, -0.89    

 

  Day 29 Actual n 137 131    

Mean 0.11 0.19    

SD 0.396 0.513    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 105    

Mean -1.11 -0.90    

SD 1.109 1.114    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.31, 0.01)     

Ls Meanb -1.05 -0.90 -0.15 (-0.31, 0.01) 0.064  

SEb 0.059 0.058    

95% CIb -1.17, -0.94 -1.01, -0.79    

Ls Meanc -1.06 -0.95 -0.10 (-0.24, 0.03) 0.137  

SEc 0.049 0.048    

95% CIc -1.16, -0.96 -1.05, -0.86    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.05 (-0.09, 0.00)     

Ls Meanb -0.32 -0.28 -0.03 (-0.07, 0.00) 0.051  

 

  Baseline Actual n 154 162  NEd  

Mean 0.42 0.41    

SD 0.764 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.31 0.29    

SD 0.702 0.644    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean -0.09 -0.08    

SD 0.812 0.661    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.06 -0.09 0.03 (-0.06, 0.12) 0.532  

SEb 0.034 0.033    

95% CIb -0.13, 0.01 -0.16, -0.03    

Ls Meanc -0.08 -0.08 0.00 (-0.14, 0.14) 0.996  

SEc 0.053 0.051    

95% CIc -0.19, 0.02 -0.18, 0.02    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.16 0.26    

SD 0.447 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 128 127    

Mean -0.16 -0.15    

SD 0.736 0.788    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.04)     

Ls Meanb -0.19 -0.12 -0.07 (-0.17, 0.03) 0.161  

SEb 0.035 0.035    

95% CIb -0.26, -0.12 -0.19, -0.05    

Ls Meanc -0.19 -0.11 -0.08 (-0.22, 0.06) 0.264  

SEc 0.049 0.049    

95% CIc -0.29, -0.10 -0.21, -0.02    

 

  Day 15 Actual n 175 166    

Mean 0.06 0.04    

SD 0.334 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.35 -0.38    

SD 0.727 0.745    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.16)     

Ls Meanb -0.35 -0.36 0.02 (-0.08, 0.12) 0.744  

SEb 0.036 0.036    

95% CIb -0.42, -0.27 -0.43, -0.29    

Ls Meanc -0.35 -0.37 0.02 (-0.06, 0.10) 0.672  

SEc 0.029 0.029    

95% CIc -0.41, -0.29 -0.43, -0.31    

 

  Day 29 Actual n 137 131    

Mean 0.01 0.05    

SD 0.085 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 100 105    

Mean -0.43 -0.44    

SD 0.795 0.784    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.08)     

Ls Meanb -0.42 -0.37 -0.04 (-0.15, 0.06) 0.421  

SEb 0.038 0.037    

95% CIb -0.49, -0.34 -0.45, -0.30    

Ls Meanc -0.46 -0.41 -0.04 (-0.11, 0.02) 0.207  

SEc 0.024 0.024    

95% CIc -0.50, -0.41 -0.46, -0.37    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.01 (-0.08, 0.10)     

Ls Meanb -0.22 -0.22 0.01 (-0.08, 0.09) 0.895  

 

  Baseline Actual n 154 162  NEd  

Mean 0.58 0.51    

SD 0.948 0.900    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.66 0.69    

SD 0.911 0.960    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean 0.09 0.20    

SD 1.060 1.049    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.25, 0.10)     

Ls Meanb 0.11 0.17 -0.07 (-0.23, 0.10) 0.421  

SEb 0.060 0.058    

95% CIb -0.01, 0.22 0.06, 0.29    

Ls Meanc 0.10 0.19 -0.08 (-0.29, 0.12) 0.422  

SEc 0.075 0.072    

95% CIc -0.05, 0.25 0.04, 0.33    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.56 0.62    

SD 0.894 0.914    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 128 127    

Mean 0.02 0.17    

SD 1.242 1.118    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.28, 0.08)     

Ls Meanb 0.02 0.11 -0.09 (-0.26, 0.08) 0.283  

SEb 0.061 0.060    

95% CIb -0.10, 0.14 -0.01, 0.23    

Ls Meanc 0.03 0.15 -0.12 (-0.34, 0.10) 0.293  

SEc 0.080 0.081    

95% CIc -0.13, 0.19 -0.01, 0.31    

 

  Day 15 Actual n 175 166    

Mean 0.24 0.25    

SD 0.643 0.569    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.31 -0.25    

SD 1.109 1.087    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.20, 0.18)     

Ls Meanb -0.30 -0.29 -0.01 (-0.18, 0.16) 0.923  

SEb 0.062 0.062    

95% CIb -0.42, -0.18 -0.41, -0.17    

Ls Meanc -0.28 -0.28 0.00 (-0.17, 0.16) 0.956  

SEc 0.059 0.059    

95% CIc -0.40, -0.16 -0.39, -0.16    

 

  Day 29 Actual n 137 131    

Mean 0.20 0.11    

SD 0.604 0.377    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 100 105    

Mean -0.41 -0.39    

SD 1.055 1.005    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.18 (-0.01, 0.37)     

Ls Meanb -0.30 -0.47 0.16 (-0.01, 0.34) 0.065  

SEb 0.063 0.062    

95% CIb -0.43, -0.18 -0.59, -0.34    

Ls Meanc -0.36 -0.44 0.08 (-0.06, 0.22) 0.256  

SEc 0.051 0.050    

95% CIc -0.46, -0.26 -0.54, -0.34    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.00 (-0.08, 0.09)     

Ls Meanb -0.22 -0.22 0.00 (-0.07, 0.08) 0.938  

 

  Baseline Actual n 154 162  NEd  

Mean 0.51 0.49    

SD 0.909 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.52 0.60    

SD 0.817 0.888    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean 0.02 0.13    

SD 0.829 0.929    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.27, 0.07)     

Ls Meanb 0.03 0.12 -0.09 (-0.24, 0.06) 0.259  

SEb 0.056 0.054    

95% CIb -0.08, 0.14 0.01, 0.22    

Ls Meanc 0.02 0.13 -0.11 (-0.28, 0.07) 0.232  

SEc 0.064 0.062    

95% CIc -0.11, 0.15 0.01, 0.25    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.51 0.52    

SD 0.876 0.858    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 128 127    

Mean 0.02 0.06    

SD 1.143 1.122    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.13)     

Ls Meanb 0.00 0.04 -0.04 (-0.20, 0.11) 0.585  

SEb 0.057 0.056    

95% CIb -0.11, 0.11 -0.07, 0.15    

Ls Meanc 0.01 0.06 -0.06 (-0.27, 0.16) 0.602  

SEc 0.076 0.076    

95% CIc -0.14, 0.16 -0.09, 0.21    

 

  Day 15 Actual n 175 166    

Mean 0.20 0.20    

SD 0.567 0.531    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.29 -0.28    

SD 1.036 1.063    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.20)     

Ls Meanb -0.28 -0.30 0.02 (-0.15, 0.18) 0.850  

SEb 0.058 0.058    

95% CIb -0.39, -0.17 -0.41, -0.18    

Ls Meanc -0.28 -0.30 0.02 (-0.13, 0.17) 0.767  

SEc 0.053 0.053    

95% CIc -0.38, -0.17 -0.40, -0.19    

 

  Day 29 Actual n 137 131    

Mean 0.16 0.07    

SD 0.518 0.309    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 100 105    

Mean -0.38 -0.39    

SD 1.023 0.925    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.07, 0.29)     

Ls Meanb -0.32 -0.42 0.10 (-0.06, 0.26) 0.227  

SEb 0.059 0.058    

95% CIb -0.44, -0.21 -0.54, -0.31    

Ls Meanc -0.33 -0.43 0.10 (-0.02, 0.22) 0.107  

SEc 0.045 0.043    

95% CIc -0.42, -0.25 -0.52, -0.35    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.04)     

Ls Meanb -0.47 -0.46 -0.01 (-0.06, 0.03) 0.545  

 

  Baseline Actual n 153 162  NEd  

Mean 0.67 0.66    

SD 0.769 0.765    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.48 0.38    

SD 0.727 0.622    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 150    

Mean -0.11 -0.31    

SD 0.826 0.723    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (0.05, 0.33)     

Ls Meanb -0.15 -0.30 0.15 (0.04, 0.26) 0.007  

SEb 0.039 0.038    

95% CIb -0.22, -0.07 -0.37, -0.22    

Ls Meanc -0.13 -0.29 0.16 (0.01, 0.30) 0.032  

SEc 0.053 0.051    

95% CIc -0.23, -0.02 -0.39, -0.19    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.31 0.34    

SD 0.581 0.620    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 127 127    

Mean -0.34 -0.31    

SD 0.789 0.842    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.07)     

Ls Meanb -0.38 -0.32 -0.05 (-0.17, 0.06) 0.339  

SEb 0.040 0.040    

95% CIb -0.46, -0.30 -0.40, -0.25    

Ls Meanc -0.34 -0.31 -0.02 (-0.17, 0.12) 0.748  

SEc 0.052 0.052    

95% CIc -0.44, -0.24 -0.42, -0.21    

 

  Day 15 Actual n 175 166    

Mean 0.15 0.16    

SD 0.393 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 120    

Mean -0.50 -0.51    

SD 0.756 0.745    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.50 -0.48 -0.03 (-0.14, 0.09) 0.641  

SEb 0.042 0.042    

95% CIb -0.59, -0.42 -0.56, -0.40    

Ls Meanc -0.51 -0.50 0.00 (-0.11, 0.10) 0.924  

SEc 0.037 0.037    

95% CIc -0.58, -0.43 -0.57, -0.43    

 

  Day 29 Actual n 137 131    

Mean 0.09 0.08    

SD 0.381 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 99 105    

Mean -0.48 -0.55    

SD 0.747 0.759    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.18)     

Ls Meanb -0.54 -0.56 0.02 (-0.10, 0.14) 0.750  

SEb 0.043 0.042    

95% CIb -0.63, -0.46 -0.65, -0.48    

Ls Meanc -0.52 -0.52 0.00 (-0.09, 0.09) 0.956  

SEc 0.033 0.032    

95% CIc -0.58, -0.45 -0.58, -0.46    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.07)     

Ls Meanb -0.26 -0.27 0.01 (-0.04, 0.06) 0.791  

 

  Baseline Actual n 154 162  NEd  

Mean 0.47 0.46    

SD 0.849 0.797    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.34 0.33    

SD 0.703 0.693    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean -0.11 -0.10    

SD 0.749 0.766    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.12)     

Ls Meanb -0.12 -0.10 -0.02 (-0.14, 0.10) 0.738  

SEb 0.044 0.043    

95% CIb -0.20, -0.03 -0.18, -0.01    

Ls Meanc -0.11 -0.09 -0.02 (-0.16, 0.12) 0.795  

SEc 0.052 0.050    

95% CIc -0.22, -0.01 -0.19, 0.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.21 0.32    

SD 0.540 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 128 127    

Mean -0.18 -0.14    

SD 0.808 0.915    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.29, 0.01)     

Ls Meanb -0.20 -0.09 -0.12 (-0.24, 0.01) 0.065  

SEb 0.045 0.045    

95% CIb -0.29, -0.12 -0.17, 0.00    

Ls Meanc -0.19 -0.13 -0.05 (-0.21, 0.10) 0.515  

SEc 0.056 0.056    

95% CIc -0.30, -0.08 -0.25, -0.02    

 

  Day 15 Actual n 175 166    

Mean 0.17 0.11    

SD 0.496 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.21 -0.33    

SD 0.878 0.892    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.27)     

Ls Meanb -0.25 -0.35 0.09 (-0.03, 0.22) 0.148  

SEb 0.046 0.046    

95% CIb -0.34, -0.16 -0.44, -0.26    

Ls Meanc -0.22 -0.32 0.10 (-0.03, 0.23) 0.136  

SEc 0.047 0.047    

95% CIc -0.32, -0.13 -0.42, -0.23    

 

  Day 29 Actual n 137 131    

Mean 0.12 0.08    

SD 0.385 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 100 105    

Mean -0.35 -0.41    

SD 0.968 0.885    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.27)     

Ls Meanb -0.30 -0.40 0.09 (-0.04, 0.23) 0.162  

SEb 0.048 0.047    

95% CIb -0.40, -0.21 -0.49, -0.31    

Ls Meanc -0.34 -0.42 0.08 (-0.01, 0.18) 0.095  

SEc 0.035 0.034    

95% CIc -0.41, -0.27 -0.49, -0.35    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.04)     

Ls Meanb -0.44 -0.43 -0.01 (-0.05, 0.03) 0.560  

 

  Baseline Actual n 153 162  NEd  

Mean 0.58 0.65    

SD 0.775 0.867    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 203 202    

Mean 0.38 0.37    

SD 0.704 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 138 150    

Mean -0.20 -0.30    

SD 0.827 0.841    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.17)     

Ls Meanb -0.21 -0.24 0.03 (-0.08, 0.14) 0.604  

SEb 0.040 0.038    

95% CIb -0.29, -0.13 -0.31, -0.16    

Ls Meanc -0.22 -0.27 0.05 (-0.10, 0.20) 0.494  

SEc 0.054 0.052    

95% CIc -0.33, -0.12 -0.38, -0.17    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.24 0.21    

SD 0.564 0.552    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 127 127    

Mean -0.33 -0.41    

SD 0.767 0.979    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.37 -0.37 -0.01 (-0.12, 0.10) 0.876  

SEb 0.041 0.040    

95% CIb -0.45, -0.30 -0.45, -0.29    

Ls Meanc -0.37 -0.37 0.01 (-0.13, 0.14) 0.935  

SEc 0.049 0.049    

95% CIc -0.46, -0.27 -0.47, -0.28    

 

  Day 15 Actual n 175 166    

Mean 0.10 0.10    

SD 0.388 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 120 120    

Mean -0.44 -0.58    

SD 0.848 0.885    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.49 -0.49 0.00 (-0.11, 0.12) 0.973  

SEb 0.042 0.042    

95% CIb -0.57, -0.41 -0.58, -0.41    

Ls Meanc -0.51 -0.52 0.01 (-0.09, 0.11) 0.846  

SEc 0.036 0.036    

95% CIc -0.58, -0.44 -0.59, -0.45    

 

  Day 29 Actual n 137 131    

Mean 0.07 0.09    

SD 0.347 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 99 105    

Mean -0.48 -0.50    

SD 0.873 0.798    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.12)     

Ls Meanb -0.51 -0.50 -0.02 (-0.14, 0.10) 0.769  

SEb 0.044 0.043    

95% CIb -0.60, -0.43 -0.58, -0.41    

Ls Meanc -0.50 -0.48 -0.02 (-0.12, 0.08) 0.692  

SEc 0.038 0.036    

95% CIc -0.57, -0.43 -0.55, -0.41    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.09 -0.08 -0.01 (-0.02, 0.00) 0.137  

 

  Baseline Actual n 154 162  NEd  

Mean 0.16 0.05    

SD 0.584 0.291    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 203 202    

Mean 0.06 0.03    

SD 0.309 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 139 150    

Mean -0.08 -0.01    

SD 0.526 0.231    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.04, 0.15)     

Ls Meanb -0.04 -0.06 0.03 (-0.02, 0.07) 0.279  

SEb 0.017 0.016    

95% CIb -0.07, 0.00 -0.09, -0.03    

Ls Meanc -0.05 -0.04 0.00 (-0.07, 0.06) 0.881  

SEc 0.024 0.023    

95% CIc -0.09, 0.00 -0.09, 0.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 179 178    

Mean 0.02 0.02    

SD 0.148 0.211    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 128 127    

Mean -0.09 -0.02    

SD 0.575 0.378    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.10)     

Ls Meanb -0.06 -0.06 0.00 (-0.05, 0.05) 0.910  

SEb 0.017 0.017    

95% CIb -0.10, -0.03 -0.09, -0.03    

Ls Meanc -0.05 -0.05 0.00 (-0.05, 0.05) 0.978  

SEc 0.019 0.019    

95% CIc -0.09, -0.01 -0.09, -0.01    

 

  Day 15 Actual n 175 166    

Mean 0.01 0.00    

SD 0.107 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.12 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 121 120    

Mean -0.15 -0.07    

SD 0.628 0.336    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.10 -0.10 0.00 (-0.05, 0.05) 0.875  

SEb 0.018 0.018    

95% CIb -0.13, -0.06 -0.14, -0.07    

Ls Meanc -0.10 -0.12 0.02 (-0.01, 0.04) 0.190  

SEc 0.008 0.008    

95% CIc -0.12, -0.08 -0.13, -0.10    

 

  Day 29 Actual n 137 131    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 100 105    

Mean -0.21 -0.08    

SD 0.686 0.359    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.12 -0.11 -0.01 (-0.06, 0.04) 0.739  

SEb 0.019 0.019    

95% CIb -0.16, -0.08 -0.15, -0.07    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

High risk + time 

from symptom 

onset ≤ 3 days 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.01)     

Ls Meanb -0.73 -0.63 -0.10 (-0.21, 0.01) 0.073  

 

  Baseline Actual n 53 58  NEd  

Mean 0.94 1.14    

SD 1.027 1.017    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.46 0.87    

SD 0.800 0.938    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

   Change n 47 55    

Mean -0.34 -0.22    

SD 1.128 1.083    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.51, 0.00)     

Ls Meanb -0.42 -0.16 -0.26 (-0.52, 0.00) 0.052  

SEb 0.097 0.091    

95% CIb -0.61, -0.23 -0.34, 0.02    

Ls Meanc -0.41 -0.16 -0.25 (-0.59, 0.10) 0.157  

SEc 0.127 0.117    

95% CIc -0.66, -0.16 -0.39, 0.07    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.33 0.75    

SD 0.690 0.952    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 49    

Mean -0.46 -0.35    

SD 1.075 1.267    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.43 (-0.69, -0.16)     

Ls Meanb -0.65 -0.21 -0.44 (-0.71, -0.17) 0.002  

SEb 0.100 0.094    

95% CIb -0.84, -0.45 -0.40, -0.03    

Ls Meanc -0.60 -0.23 -0.37 (-0.74, -0.01) 0.043  

SEc 0.133 0.122    

95% CIc -0.87, -0.34 -0.47, 0.01    

 

  Day 15 Actual n 58 59    

Mean 0.14 0.24    

SD 0.437 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.75 -0.93    

SD 1.171 0.936    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.24, 0.31)     

Ls Meanb -0.84 -0.88 0.03 (-0.25, 0.32) 0.815  

SEb 0.103 0.101    

95% CIb -1.05, -0.64 -1.08, -0.68    

Ls Meanc -0.84 -0.85 0.01 (-0.23, 0.26) 0.902  

SEc 0.087 0.084    

95% CIc -1.01, -0.66 -1.02, -0.68    

 

  Day 29 Actual n 44 43    

Mean 0.09 0.28    

SD 0.362 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 31 37    

Mean -0.77 -0.92    

SD 0.956 1.064    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.18 (-0.47, 0.10)     

Ls Meanb -0.89 -0.70 -0.19 (-0.48, 0.10) 0.210  

SEb 0.108 0.101    

95% CIb -1.10, -0.68 -0.90, -0.50    

Ls Meanc -0.92 -0.80 -0.12 (-0.38, 0.15) 0.392  

SEc 0.098 0.090    

95% CIc -1.11, -0.72 -0.98, -0.62    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.01)     

Ls Meanb -0.56 -0.52 -0.04 (-0.08, 0.01) 0.096  

 

  Baseline Actual n 53 58  NEd  

Mean 0.70 0.74    

SD 0.932 0.965    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.41 0.36    

SD 0.777 0.685    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean -0.21 -0.35    

SD 0.778 0.775    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.05, 0.29)     

Ls Meanb -0.17 -0.28 0.11 (-0.05, 0.27) 0.174  

SEb 0.061 0.056    

95% CIb -0.29, -0.05 -0.39, -0.17    

Ls Meanc -0.22 -0.34 0.11 (-0.13, 0.35) 0.361  

SEc 0.089 0.082    

95% CIc -0.40, -0.05 -0.50, -0.17    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.12 0.28    

SD 0.466 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 41 49    

Mean -0.49 -0.41    

SD 0.840 1.098    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.37, -0.01)     

Ls Meanb -0.54 -0.36 -0.18 (-0.35, -0.01) 0.041  

SEb 0.064 0.059    

95% CIb -0.67, -0.42 -0.48, -0.25    

Ls Meanc -0.53 -0.38 -0.15 (-0.40, 0.10) 0.233  

SEc 0.093 0.085    

95% CIc -0.71, -0.34 -0.54, -0.21    

 

  Day 15 Actual n 58 59    

Mean 0.05 0.00    

SD 0.292 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.55 -0.63    

SD 0.986 0.926    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.16, 0.21)     

Ls Meanb -0.64 -0.66 0.02 (-0.16, 0.20) 0.803  

SEb 0.065 0.063    

95% CIb -0.77, -0.51 -0.79, -0.54    

Ls Meanc -0.58 -0.60 0.02 (-0.02, 0.07) 0.313  

SEc 0.017 0.017    

95% CIc -0.61, -0.54 -0.64, -0.57    

 

  Day 29 Actual n 44 43    

Mean 0.00 0.07    

SD 0.000 0.338    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 31 37    

Mean -0.68 -0.73    

SD 0.979 1.071    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.25, 0.16)     

Ls Meanb -0.66 -0.62 -0.04 (-0.23, 0.16) 0.695  

SEb 0.073 0.067    

95% CIb -0.80, -0.52 -0.75, -0.49    

Ls Meanc -0.75 -0.67 -0.08 (-0.21, 0.05) 0.230  

SEc 0.049 0.044    

95% CIc -0.85, -0.65 -0.76, -0.58    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.11 (-0.22, 0.00)     

Ls Meanb -0.52 -0.42 -0.09 (-0.19, 0.00) 0.053  

 

  Baseline Actual n 53 58  NEd  

Mean 0.79 0.81    

SD 0.906 0.805    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.72 0.61    

SD 0.878 0.861    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean 0.00 -0.22    

SD 0.834 0.854    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.27 (0.00, 0.54)     

Ls Meanb 0.01 -0.22 0.23 (0.00, 0.46) 0.048  

SEb 0.085 0.079    

95% CIb -0.16, 0.18 -0.38, -0.06    

Ls Meanc 0.00 -0.22 0.21 (-0.08, 0.51) 0.157  

SEc 0.110 0.102    

95% CIc -0.22, 0.22 -0.42, -0.01    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.42 0.54    

SD 0.731 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 41 49    

Mean -0.22 -0.27    

SD 0.881 0.884    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.37, 0.18)     

Ls Meanb -0.30 -0.23 -0.08 (-0.31, 0.16) 0.516  

SEb 0.088 0.082    

95% CIb -0.48, -0.13 -0.39, -0.07    

Ls Meanc -0.27 -0.23 -0.04 (-0.32, 0.25) 0.790  

SEc 0.106 0.097    

95% CIc -0.48, -0.05 -0.42, -0.03    

 

  Day 15 Actual n 58 59    

Mean 0.17 0.22    

SD 0.425 0.457    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.50 -0.58    

SD 0.816 0.906    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.36, 0.22)     

Ls Meanb -0.59 -0.53 -0.06 (-0.31, 0.19) 0.637  

SEb 0.091 0.088    

95% CIb -0.76, -0.41 -0.70, -0.35    

Ls Meanc -0.56 -0.53 -0.03 (-0.24, 0.18) 0.754  

SEc 0.076 0.073    

95% CIc -0.71, -0.41 -0.67, -0.38    

 

  Day 29 Actual n 44 43    

Mean 0.02 0.16    

SD 0.151 0.485    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 31 37    

Mean -0.55 -0.62    

SD 0.850 0.924    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.36, 0.23)     

Ls Meanb -0.68 -0.63 -0.06 (-0.31, 0.20) 0.672  

SEb 0.096 0.089    

95% CIb -0.87, -0.49 -0.80, -0.45    

Ls Meanc -0.67 -0.52 -0.14 (-0.34, 0.05) 0.151  

SEc 0.073 0.066    

95% CIc -0.81, -0.52 -0.66, -0.39    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.05)     

Ls Meanb -0.52 -0.45 -0.08 (-0.20, 0.05) 0.216  

 

  Baseline Actual n 53 58  NEd  

Mean 1.23 0.88    

SD 0.933 0.796    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.94 0.88    

SD 0.751 0.900    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean -0.21 0.00    

SD 0.832 0.882    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.36, 0.23)     

Ls Meanb -0.13 -0.07 -0.06 (-0.32, 0.20) 0.666  

SEb 0.096 0.090    

95% CIb -0.32, 0.06 -0.25, 0.11    

Ls Meanc -0.16 -0.05 -0.11 (-0.41, 0.20) 0.487  

SEc 0.111 0.102    

95% CIc -0.38, 0.06 -0.25, 0.15    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.75 0.74    

SD 0.786 0.853    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 41 49    

Mean -0.34 -0.08    

SD 0.855 0.932    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.52, 0.09)     

Ls Meanb -0.30 -0.11 -0.18 (-0.45, 0.08) 0.175  

SEb 0.099 0.092    

95% CIb -0.49, -0.10 -0.29, 0.07    

Ls Meanc -0.25 -0.15 -0.10 (-0.40, 0.20) 0.517  

SEc 0.112 0.102    

95% CIc -0.48, -0.03 -0.36, 0.05    

 

  Day 15 Actual n 58 59    

Mean 0.34 0.37    

SD 0.608 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.63 -0.56    

SD 0.897 0.854    

Min -2.00 -3.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.33, 0.32)     

Ls Meanb -0.64 -0.64 0.00 (-0.28, 0.27) 0.977  

SEb 0.102 0.099    

95% CIb -0.84, -0.44 -0.83, -0.44    

Ls Meanc -0.55 -0.63 0.08 (-0.16, 0.32) 0.505  

SEc 0.087 0.084    

95% CIc -0.72, -0.37 -0.80, -0.46    

 

  Day 29 Actual n 44 43    

Mean 0.32 0.14    

SD 0.601 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 31 37    

Mean -0.71 -0.76    

SD 1.160 0.895    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.23, 0.42)     

Ls Meanb -0.68 -0.76 0.08 (-0.20, 0.36) 0.574  

SEb 0.105 0.098    

95% CIb -0.89, -0.47 -0.95, -0.57    

Ls Meanc -0.58 -0.86 0.28 (0.00, 0.56) 0.048  

SEc 0.102 0.093    

95% CIc -0.79, -0.38 -1.05, -0.68    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.05 (-0.03, 0.13)     

Ls Meanb -0.35 -0.39 0.04 (-0.02, 0.10) 0.221  

 

  Baseline Actual n 53 58  NEd  

Mean 0.43 0.50    

SD 0.772 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.37 0.28    

SD 0.667 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 47 55    

Mean -0.04 -0.22    

SD 0.588 0.917    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.07, 0.35)     

Ls Meanb -0.09 -0.21 0.12 (-0.05, 0.28) 0.183  

SEb 0.063 0.059    

95% CIb -0.22, 0.03 -0.33, -0.09    

Ls Meanc -0.08 -0.19 0.11 (-0.12, 0.34) 0.355  

SEc 0.087 0.080    

95% CIc -0.25, 0.09 -0.35, -0.03    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.23 0.31    

SD 0.567 0.610    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 49    

Mean -0.24 -0.27    

SD 0.969 0.995    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.23, 0.20)     

Ls Meanb -0.23 -0.22 -0.01 (-0.19, 0.16) 0.895  

SEb 0.066 0.061    

95% CIb -0.36, -0.10 -0.34, -0.10    

Ls Meanc -0.26 -0.25 -0.01 (-0.27, 0.24) 0.913  

SEc 0.094 0.086    

95% CIc -0.45, -0.08 -0.42, -0.08    

 

  Day 15 Actual n 58 59    

Mean 0.12 0.12    

SD 0.378 0.419    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.30 -0.49    

SD 0.883 1.009    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.18, 0.28)     

Ls Meanb -0.33 -0.38 0.04 (-0.14, 0.23) 0.664  

SEb 0.068 0.066    

95% CIb -0.47, -0.20 -0.50, -0.25    

Ls Meanc -0.38 -0.42 0.04 (-0.16, 0.24) 0.674  

SEc 0.073 0.070    

95% CIc -0.52, -0.23 -0.56, -0.28    

 

  Day 29 Actual n 44 43    

Mean 0.07 0.00    

SD 0.334 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 31 37    

Mean -0.23 -0.54    

SD 0.497 0.900    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.11, 0.36)     

Ls Meanb -0.38 -0.49 0.10 (-0.09, 0.30) 0.301  

SEb 0.072 0.067    

95% CIb -0.53, -0.24 -0.62, -0.35    

Ls Meanc -0.33 -0.45 0.13 (0.01, 0.25) 0.039  

SEc 0.044 0.040    

95% CIc -0.42, -0.24 -0.54, -0.37    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.10 -0.09 -0.01 (-0.08, 0.06) 0.793  

 

  Baseline Actual n 53 58  NEd  

Mean 0.17 0.31    

SD 0.509 0.681    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.25 0.28    

SD 0.583 0.725    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 47 55    

Mean 0.11 -0.05    

SD 0.375 0.826    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.25, 0.33)     

Ls Meanb 0.02 -0.01 0.02 (-0.15, 0.20) 0.803  

SEb 0.065 0.061    

95% CIb -0.11, 0.14 -0.12, 0.11    

Ls Meanc 0.06 -0.02 0.08 (-0.16, 0.32) 0.518  

SEc 0.088 0.081    

95% CIc -0.11, 0.24 -0.18, 0.14    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.18 0.29    

SD 0.468 0.678    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 41 49    

Mean 0.00 -0.02    

SD 0.548 0.946    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.26 (-0.56, 0.04)     

Ls Meanb -0.04 0.11 -0.16 (-0.34, 0.02) 0.091  

SEb 0.067 0.063    

95% CIb -0.17, 0.09 -0.01, 0.24    

Ls Meanc -0.07 0.04 -0.12 (-0.36, 0.13) 0.352  

SEc 0.092 0.084    

95% CIc -0.26, 0.11 -0.12, 0.21    

 

  Day 15 Actual n 58 59    

Mean 0.07 0.19    

SD 0.256 0.508    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 18 of 1056 

Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.10 -0.19    

SD 0.496 0.699    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.27, 0.36)     

Ls Meanb -0.12 -0.15 0.03 (-0.16, 0.22) 0.770  

SEb 0.069 0.068    

95% CIb -0.26, 0.02 -0.28, -0.02    

Ls Meanc -0.15 -0.14 -0.01 (-0.16, 0.14) 0.866  

SEc 0.054 0.052    

95% CIc -0.26, -0.04 -0.24, -0.04    

 

  Day 29 Actual n 44 43    

Mean 0.02 0.07    

SD 0.151 0.338    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 31 37    

Mean -0.13 -0.38    

SD 0.499 0.828    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.24, 0.41)     

Ls Meanb -0.17 -0.22 0.05 (-0.15, 0.25) 0.623  

SEb 0.073 0.068    

95% CIb -0.32, -0.03 -0.36, -0.09    

Ls Meanc -0.30 -0.24 -0.06 (-0.20, 0.07) 0.347  

SEc 0.049 0.045    

95% CIc -0.40, -0.20 -0.32, -0.15    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.02)     

Ls Meanb -0.58 -0.48 -0.10 (-0.22, 0.02) 0.094  

 

  Baseline Actual n 53 58  NEd  

Mean 1.15 1.21    

SD 1.063 1.088    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.93 1.26    

SD 0.951 1.052    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean -0.06 0.11    

SD 0.845 0.975    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.38, 0.16)     

Ls Meanb -0.05 0.07 -0.12 (-0.41, 0.17) 0.409  

SEb 0.108 0.101    

95% CIb -0.27, 0.16 -0.13, 0.27    

Ls Meanc -0.07 0.11 -0.18 (-0.49, 0.14) 0.271  

SEc 0.117 0.108    

95% CIc -0.30, 0.17 -0.10, 0.33    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.72 1.06    

SD 0.901 1.014    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 41 49    

Mean -0.27 -0.08    

SD 1.001 1.038    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.54, 0.02)     

Ls Meanb -0.32 -0.04 -0.28 (-0.58, 0.02) 0.067  

SEb 0.111 0.104    

95% CIb -0.54, -0.10 -0.25, 0.16    

Ls Meanc -0.29 -0.07 -0.22 (-0.57, 0.13) 0.219  

SEc 0.131 0.120    

95% CIc -0.55, -0.03 -0.30, 0.17    

 

  Day 15 Actual n 58 59    

Mean 0.41 0.56    

SD 0.676 0.815    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.80 -0.58    

SD 1.091 0.906    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.39, 0.19)     

Ls Meanb -0.74 -0.63 -0.11 (-0.42, 0.21) 0.503  

SEb 0.115 0.112    

95% CIb -0.96, -0.52 -0.85, -0.41    

Ls Meanc -0.77 -0.61 -0.16 (-0.45, 0.14) 0.293  

SEc 0.107 0.103    

95% CIc -0.98, -0.56 -0.82, -0.40    

 

  Day 29 Actual n 44 43    

Mean 0.30 0.35    

SD 0.632 0.650    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 31 37    

Mean -0.74 -0.95    

SD 1.094 1.290    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.19, 0.41)     

Ls Meanb -0.75 -0.86 0.11 (-0.21, 0.44) 0.489  

SEb 0.120 0.112    

95% CIb -0.99, -0.51 -1.08, -0.64    

Ls Meanc -0.82 -0.88 0.05 (-0.27, 0.38) 0.745  

SEc 0.120 0.110    

95% CIc -1.06, -0.58 -1.10, -0.66    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.69 -0.72 0.03 (-0.06, 0.13) 0.510  

 

  Baseline Actual n 53 58  NEd  

Mean 0.91 1.21    

SD 0.883 0.894    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.74 0.78    

SD 0.924 0.855    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean -0.15 -0.53    

SD 0.859 0.997    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.11, 0.45)     

Ls Meanb -0.26 -0.41 0.15 (-0.10, 0.40) 0.230  

SEb 0.092 0.085    

95% CIb -0.44, -0.08 -0.58, -0.25    

Ls Meanc -0.23 -0.45 0.22 (-0.10, 0.54) 0.169  

SEc 0.116 0.107    

95% CIc -0.46, 0.00 -0.67, -0.24    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.46 0.57    

SD 0.758 0.728    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 41 49    

Mean -0.37 -0.61    

SD 0.888 1.017    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.42, 0.16)     

Ls Meanb -0.61 -0.49 -0.12 (-0.37, 0.14) 0.375  

SEb 0.095 0.089    

95% CIb -0.79, -0.42 -0.67, -0.32    

Ls Meanc -0.54 -0.47 -0.07 (-0.36, 0.23) 0.663  

SEc 0.109 0.099    

95% CIc -0.75, -0.32 -0.67, -0.27    

 

  Day 15 Actual n 58 59    

Mean 0.29 0.31    

SD 0.676 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.63 -0.95    

SD 0.897 0.975    

Min -2.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.21, 0.39)     

Ls Meanb -0.75 -0.83 0.08 (-0.19, 0.35) 0.571  

SEb 0.098 0.095    

95% CIb -0.94, -0.56 -1.01, -0.64    

Ls Meanc -0.77 -0.82 0.06 (-0.19, 0.30) 0.657  

SEc 0.088 0.085    

95% CIc -0.94, -0.59 -0.99, -0.65    

 

  Day 29 Actual n 44 43    

Mean 0.05 0.23    

SD 0.211 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 31 37    

Mean -0.74 -1.08    

SD 0.930 0.924    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.44, 0.19)     

Ls Meanb -0.92 -0.81 -0.11 (-0.39, 0.17) 0.427  

SEb 0.104 0.097    

95% CIb -1.13, -0.72 -1.00, -0.62    

Ls Meanc -1.01 -0.86 -0.15 (-0.38, 0.07) 0.177  

SEc 0.081 0.074    

95% CIc -1.17, -0.85 -1.00, -0.71    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.16 (-0.26, -0.05)     

Ls Meanb -0.85 -0.69 -0.16 (-0.26, -0.05) 0.004  

 

  Baseline Actual n 53 58  NEd  

Mean 1.04 1.17    

SD 1.037 0.976    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.53 0.80    

SD 0.801 0.964    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean -0.45 -0.29    

SD 1.176 1.181    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.26 (-0.51, -0.01)     

Ls Meanb -0.52 -0.26 -0.26 (-0.52, -0.01) 0.044  

SEb 0.095 0.089    

95% CIb -0.71, -0.33 -0.43, -0.08    

Ls Meanc -0.50 -0.24 -0.26 (-0.61, 0.09) 0.143  

SEc 0.130 0.120    

95% CIc -0.76, -0.25 -0.48, 0.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.30 0.69    

SD 0.654 0.983    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 49    

Mean -0.61 -0.47    

SD 0.997 1.340    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.43 (-0.69, -0.16)     

Ls Meanb -0.75 -0.32 -0.43 (-0.69, -0.17) 0.001  

SEb 0.098 0.092    

95% CIb -0.94, -0.56 -0.50, -0.14    

Ls Meanc -0.73 -0.37 -0.35 (-0.72, 0.01) 0.058  

SEc 0.135 0.124    

95% CIc -0.99, -0.46 -0.62, -0.13    

 

  Day 15 Actual n 58 59    

Mean 0.12 0.22    

SD 0.422 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.90 -0.98    

SD 1.105 0.831    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.31, 0.24)     

Ls Meanb -0.97 -0.93 -0.04 (-0.32, 0.24) 0.784  

SEb 0.101 0.099    

95% CIb -1.17, -0.77 -1.12, -0.74    

Ls Meanc -0.97 -0.91 -0.06 (-0.26, 0.13) 0.529  

SEc 0.071 0.068    

95% CIc -1.11, -0.83 -1.05, -0.77    

 

  Day 29 Actual n 44 43    

Mean 0.09 0.26    

SD 0.291 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 31 37    

Mean -0.94 -0.95    

SD 1.153 1.201    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.51, 0.05)     

Ls Meanb -1.02 -0.78 -0.23 (-0.52, 0.06) 0.114  

SEb 0.107 0.099    

95% CIb -1.22, -0.81 -0.98, -0.59    

Ls Meanc -1.02 -0.88 -0.14 (-0.40, 0.12) 0.283  

SEc 0.097 0.088    

95% CIc -1.21, -0.83 -1.05, -0.70    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.09, 0.10)     

Ls Meanb -0.25 -0.25 0.00 (-0.06, 0.07) 0.942  

 

  Baseline Actual n 53 58  NEd  

Mean 0.32 0.47    

SD 0.644 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.34 0.33    

SD 0.784 0.700    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean 0.04 -0.07    

SD 0.751 0.813    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.17, 0.34)     

Ls Meanb 0.03 -0.03 0.06 (-0.12, 0.23) 0.510  

SEb 0.065 0.060    

95% CIb -0.10, 0.16 -0.15, 0.09    

Ls Meanc 0.01 -0.05 0.06 (-0.22, 0.35) 0.660  

SEc 0.105 0.097    

95% CIc -0.19, 0.22 -0.24, 0.14    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.12 0.35    

SD 0.381 0.672    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 49    

Mean -0.05 -0.08    

SD 0.545 0.886    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.48, 0.05)     

Ls Meanb -0.14 0.01 -0.15 (-0.33, 0.03) 0.112  

SEb 0.067 0.063    

95% CIb -0.27, -0.01 -0.11, 0.13    

Ls Meanc -0.16 0.01 -0.16 (-0.42, 0.09) 0.210  

SEc 0.094 0.086    

95% CIc -0.34, 0.03 -0.16, 0.18    

 

  Day 15 Actual n 58 59    

Mean 0.16 0.03    

SD 0.556 0.183    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.15 -0.40    

SD 0.580 0.760    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.10, 0.46)     

Ls Meanb -0.22 -0.34 0.12 (-0.07, 0.31) 0.209  

SEb 0.069 0.067    

95% CIb -0.35, -0.08 -0.47, -0.21    

Ls Meanc -0.20 -0.35 0.16 (-0.02, 0.34) 0.086  

SEc 0.065 0.062    

95% CIc -0.32, -0.07 -0.48, -0.23    

 

  Day 29 Actual n 44 43    

Mean 0.02 0.00    

SD 0.151 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 31 37    

Mean -0.26 -0.59    

SD 0.575 0.798    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.23, 0.35)     

Ls Meanb -0.38 -0.42 0.04 (-0.16, 0.24) 0.691  

SEb 0.074 0.069    

95% CIb -0.52, -0.24 -0.55, -0.29    

Ls Meanc -0.41 -0.47 0.05 (0.00, 0.11) 0.049  

SEc 0.020 0.018    

95% CIc -0.45, -0.37 -0.50, -0.43    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.09 (-0.08, 0.27)     

Ls Meanb -0.09 -0.18 0.08 (-0.07, 0.24) 0.288  

 

  Baseline Actual n 53 58  NEd  

Mean 0.45 0.47    

SD 0.845 0.903    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.59 0.59    

SD 0.868 0.960    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean 0.15 0.24    

SD 0.932 1.018    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.35, 0.34)     

Ls Meanb 0.18 0.18 0.00 (-0.30, 0.30) 0.989  

SEb 0.112 0.105    

95% CIb -0.04, 0.40 -0.03, 0.38    

Ls Meanc 0.16 0.23 -0.07 (-0.41, 0.28) 0.694  

SEc 0.127 0.118    

95% CIc -0.09, 0.41 -0.01, 0.46    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.58 0.71    

SD 1.017 0.980    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 49    

Mean 0.17 0.33    

SD 1.321 1.197    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.48, 0.22)     

Ls Meanb 0.20 0.31 -0.11 (-0.42, 0.19) 0.471  

SEb 0.115 0.108    

95% CIb -0.03, 0.42 0.10, 0.52    

Ls Meanc 0.18 0.32 -0.14 (-0.58, 0.29) 0.522  

SEc 0.161 0.148    

95% CIc -0.14, 0.50 0.03, 0.61    

 

  Day 15 Actual n 58 59    

Mean 0.29 0.29    

SD 0.749 0.617    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.18 -0.30    

SD 1.107 1.103    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.34, 0.40)     

Ls Meanb -0.24 -0.27 0.03 (-0.29, 0.35) 0.863  

SEb 0.118 0.115    

95% CIb -0.47, -0.01 -0.49, -0.04    

Ls Meanc -0.22 -0.26 0.05 (-0.26, 0.35) 0.753  

SEc 0.110 0.106    

95% CIc -0.43, 0.00 -0.47, -0.05    

 

  Day 29 Actual n 44 43    

Mean 0.30 0.02    

SD 0.823 0.152    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 31 37    

Mean -0.19 -0.49    

SD 1.138 0.932    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.41 (0.04, 0.78)     

Ls Meanb -0.20 -0.56 0.36 (0.03, 0.68) 0.032  

SEb 0.121 0.113    

95% CIb -0.44, 0.03 -0.78, -0.34    

Ls Meanc -0.18 -0.50 0.32 (0.05, 0.59) 0.022  

SEc 0.101 0.092    

95% CIc -0.38, 0.02 -0.68, -0.31    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.01 (-0.14, 0.15)     

Ls Meanb -0.14 -0.15 0.00 (-0.12, 0.13) 0.944  

 

  Baseline Actual n 53 58  NEd  

Mean 0.42 0.38    

SD 0.842 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.43 0.46    

SD 0.739 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean 0.00 0.15    

SD 0.780 0.803    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.34, 0.27)     

Ls Meanb 0.07 0.10 -0.03 (-0.29, 0.22) 0.810  

SEb 0.096 0.089    

95% CIb -0.12, 0.26 -0.08, 0.28    

Ls Meanc 0.02 0.13 -0.11 (-0.38, 0.15) 0.404  

SEc 0.098 0.090    

95% CIc -0.18, 0.21 -0.05, 0.31    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 35 of 1056 

Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.47 0.54    

SD 0.928 0.885    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 41 49    

Mean 0.02 0.20    

SD 1.193 1.080    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.36, 0.27)     

Ls Meanb 0.11 0.15 -0.04 (-0.30, 0.23) 0.788  

SEb 0.098 0.092    

95% CIb -0.08, 0.30 -0.03, 0.33    

Ls Meanc 0.08 0.16 -0.08 (-0.47, 0.30) 0.665  

SEc 0.144 0.131    

95% CIc -0.21, 0.36 -0.10, 0.42    

 

  Day 15 Actual n 58 59    

Mean 0.19 0.25    

SD 0.606 0.575    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.25 -0.23    

SD 0.954 0.972    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.37, 0.28)     

Ls Meanb -0.25 -0.21 -0.04 (-0.31, 0.24) 0.789  

SEb 0.101 0.098    

95% CIb -0.45, -0.05 -0.41, -0.02    

Ls Meanc -0.23 -0.25 0.01 (-0.24, 0.27) 0.928  

SEc 0.092 0.089    

95% CIc -0.42, -0.05 -0.42, -0.07    

 

  Day 29 Actual n 44 43    

Mean 0.25 0.02    

SD 0.686 0.152    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 31 37    

Mean -0.13 -0.35    

SD 0.991 0.789    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.07, 0.60)     

Ls Meanb -0.20 -0.42 0.22 (-0.06, 0.50) 0.122  

SEb 0.104 0.097    

95% CIb -0.40, 0.00 -0.61, -0.23    

Ls Meanc -0.10 -0.38 0.28 (0.04, 0.52) 0.022  

SEc 0.089 0.081    

95% CIc -0.27, 0.08 -0.54, -0.22    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.14 (-0.24, -0.05)     

Ls Meanb -0.56 -0.45 -0.11 (-0.18, -0.03) 0.005  

 

  Baseline Actual n 53 58  NEd  

Mean 0.74 0.67    

SD 0.788 0.735    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 68 69    

Mean 0.54 0.38    

SD 0.818 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 47 55    

Mean -0.02 -0.31    

SD 0.872 0.717    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.32 (0.07, 0.58)     

Ls Meanb -0.09 -0.34 0.25 (0.05, 0.44) 0.012  

SEb 0.072 0.067    

95% CIb -0.23, 0.05 -0.47, -0.20    

Ls Meanc -0.04 -0.30 0.26 (-0.01, 0.53) 0.059  

SEc 0.100 0.093    

95% CIc -0.23, 0.16 -0.48, -0.11    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.32 0.48    

SD 0.572 0.731    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 41 49    

Mean -0.44 -0.08    

SD 0.896 0.812    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.39 (-0.65, -0.12)     

Ls Meanb -0.46 -0.17 -0.29 (-0.49, -0.09) 0.004  

SEb 0.075 0.070    

95% CIb -0.61, -0.32 -0.31, -0.03    

Ls Meanc -0.39 -0.12 -0.27 (-0.56, 0.01) 0.060  

SEc 0.105 0.096    

95% CIc -0.60, -0.18 -0.31, 0.07    

 

  Day 15 Actual n 58 59    

Mean 0.07 0.20    

SD 0.256 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.70 -0.49    

SD 0.758 0.703    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.22 (-0.49, 0.06)     

Ls Meanb -0.64 -0.48 -0.17 (-0.38, 0.04) 0.123  

SEb 0.077 0.075    

95% CIb -0.79, -0.49 -0.63, -0.33    

Ls Meanc -0.68 -0.51 -0.17 (-0.35, 0.01) 0.062  

SEc 0.064 0.062    

95% CIc -0.81, -0.55 -0.63, -0.39    

 

  Day 29 Actual n 44 43    

Mean 0.07 0.14    

SD 0.334 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 31 37    

Mean -0.61 -0.51    

SD 0.882 0.731    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.23 (-0.52, 0.06)     

Ls Meanb -0.72 -0.55 -0.17 (-0.39, 0.04) 0.118  

SEb 0.082 0.076    

95% CIb -0.89, -0.56 -0.70, -0.40    

Ls Meanc -0.60 -0.53 -0.07 (-0.27, 0.14) 0.517  

SEc 0.076 0.070    

95% CIc -0.75, -0.44 -0.67, -0.39    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.08, 0.11)     

Ls Meanb -0.27 -0.28 0.01 (-0.06, 0.08) 0.748  

 

  Baseline Actual n 53 58  NEd  

Mean 0.47 0.41    

SD 0.749 0.795    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.38 0.32    

SD 0.713 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 47 55    

Mean -0.11 -0.09    

SD 0.634 0.845    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.26, 0.23)     

Ls Meanb -0.12 -0.10 -0.01 (-0.20, 0.18) 0.895  

SEb 0.071 0.066    

95% CIb -0.26, 0.02 -0.23, 0.02    

Ls Meanc -0.10 -0.10 0.00 (-0.24, 0.25) 0.988  

SEc 0.091 0.084    

95% CIc -0.28, 0.08 -0.27, 0.07    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.21 0.25    

SD 0.491 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 41 49    

Mean -0.22 -0.16    

SD 0.652 0.986    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.34, 0.17)     

Ls Meanb -0.19 -0.12 -0.07 (-0.26, 0.13) 0.506  

SEb 0.074 0.069    

95% CIb -0.33, -0.04 -0.25, 0.02    

Ls Meanc -0.18 -0.19 0.01 (-0.24, 0.25) 0.941  

SEc 0.091 0.083    

95% CIc -0.36, 0.00 -0.36, -0.03    

 

  Day 15 Actual n 58 59    

Mean 0.16 0.07    

SD 0.410 0.314    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.30 -0.33    

SD 0.823 0.837    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.13, 0.41)     

Ls Meanb -0.28 -0.38 0.11 (-0.10, 0.31) 0.314  

SEb 0.076 0.074    

95% CIb -0.42, -0.13 -0.53, -0.24    

Ls Meanc -0.26 -0.36 0.10 (-0.08, 0.28) 0.275  

SEc 0.065 0.063    

95% CIc -0.39, -0.13 -0.49, -0.24    

 

  Day 29 Actual n 44 43    

Mean 0.11 0.09    

SD 0.321 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 31 37    

Mean -0.45 -0.41    

SD 0.850 0.956    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.23, 0.33)     

Ls Meanb -0.35 -0.39 0.04 (-0.17, 0.26) 0.702  

SEb 0.081 0.075    

95% CIb -0.51, -0.19 -0.54, -0.24    

Ls Meanc -0.42 -0.44 0.02 (-0.14, 0.18) 0.815  

SEc 0.059 0.054    

95% CIc -0.53, -0.30 -0.54, -0.33    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.32 -0.34 0.02 (-0.07, 0.10) 0.706  

 

  Baseline Actual n 53 58  NEd  

Mean 0.57 0.62    

SD 0.694 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 68 69    

Mean 0.44 0.45    

SD 0.780 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 47 55    

Mean -0.04 -0.24    

SD 0.932 0.922    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (-0.11, 0.43)     

Ls Meanb -0.03 -0.15 0.13 (-0.08, 0.33) 0.238  

SEb 0.078 0.072    

95% CIb -0.18, 0.12 -0.30, -0.01    

Ls Meanc -0.07 -0.21 0.14 (-0.16, 0.43) 0.354  

SEc 0.109 0.101    

95% CIc -0.29, 0.14 -0.41, -0.01    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.35 0.29    

SD 0.641 0.631    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 41 49    

Mean -0.17 -0.35    

SD 0.667 1.032    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.16 (-0.11, 0.43)     

Ls Meanb -0.18 -0.31 0.12 (-0.09, 0.34) 0.254  

SEb 0.080 0.075    

95% CIb -0.34, -0.02 -0.45, -0.16    

Ls Meanc -0.20 -0.32 0.12 (-0.15, 0.39) 0.369  

SEc 0.099 0.090    

95% CIc -0.40, 0.00 -0.50, -0.14    

 

  Day 15 Actual n 58 59    

Mean 0.16 0.10    

SD 0.489 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.30 -0.51    

SD 0.883 0.856    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.17, 0.41)     

Ls Meanb -0.36 -0.45 0.09 (-0.13, 0.32) 0.429  

SEb 0.083 0.080    

95% CIb -0.52, -0.19 -0.60, -0.29    

Ls Meanc -0.35 -0.47 0.12 (-0.08, 0.32) 0.245  

SEc 0.073 0.070    

95% CIc -0.49, -0.20 -0.61, -0.33    

 

  Day 29 Actual n 44 43    

Mean 0.14 0.14    

SD 0.554 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 31 37    

Mean -0.32 -0.35    

SD 0.909 0.676    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.23, 0.36)     

Ls Meanb -0.39 -0.44 0.05 (-0.18, 0.28) 0.671  

SEb 0.087 0.081    

95% CIb -0.56, -0.22 -0.60, -0.28    

Ls Meanc -0.32 -0.35 0.03 (-0.22, 0.29) 0.810  

SEc 0.094 0.086    

95% CIc -0.51, -0.13 -0.52, -0.18    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.08 -0.08 0.00 (-0.02, 0.03) 0.725  

 

  Baseline Actual n 53 58  NEd  

Mean 0.15 0.05    

SD 0.601 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 68 69    

Mean 0.07 0.00    

SD 0.398 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

   Change n 47 55    

Mean -0.06 -0.05    

SD 0.438 0.299    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.02, 0.34)     

Ls Meanb -0.02 -0.10 0.07 (-0.01, 0.16) 0.076  

SEb 0.031 0.029    

95% CIb -0.09, 0.04 -0.16, -0.04    

Ls Meanc -0.03 -0.08 0.05 (-0.05, 0.14) 0.341  

SEc 0.035 0.033    

95% CIc -0.10, 0.04 -0.14, -0.02    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 57 65    

Mean 0.00 0.06    

SD 0.000 0.348    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 41 49    

Mean -0.07 0.02    

SD 0.469 0.520    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.28, 0.09)     

Ls Meanb -0.06 -0.01 -0.05 (-0.13, 0.04) 0.303  

SEb 0.033 0.030    

95% CIb -0.12, 0.01 -0.07, 0.05    

Ls Meanc -0.07 0.01 -0.08 (-0.21, 0.04) 0.199  

SEc 0.046 0.042    

95% CIc -0.16, 0.03 -0.07, 0.10    

 

  Day 15 Actual n 58 59    

Mean 0.03 0.00    

SD 0.184 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.13 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 40 43    

Mean -0.13 -0.07    

SD 0.686 0.338    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.13, 0.26)     

Ls Meanb -0.06 -0.10 0.03 (-0.06, 0.12) 0.486  

SEb 0.033 0.032    

95% CIb -0.13, 0.00 -0.16, -0.03    

Ls Meanc -0.07 -0.12 0.05 (-0.02, 0.11) 0.169  

SEc 0.024 0.023    

95% CIc -0.12, -0.02 -0.17, -0.07    

 

  Day 29 Actual n 44 43    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 31 37    

Mean -0.23 -0.08    

SD 0.762 0.363    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.28, 0.14)     

Ls Meanb -0.13 -0.10 -0.03 (-0.13, 0.07) 0.536  

SEb 0.037 0.034    

95% CIb -0.20, -0.06 -0.17, -0.03    

Ls Meanc -0.15 -0.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.15, -0.15 -0.15, -0.15    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

No co-morbidity Body Aches Overall  Effect Size (95% 

CI)a 

0.06 (-0.04, 0.15)     

Ls Meanb -0.49 -0.55 0.06 (-0.04, 0.16) 0.247  

 

  Baseline Actual n 39 44  <.001d  

Mean 0.92 0.91    

SD 1.133 1.007    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 42 44    

Mean 0.52 0.48    

SD 0.917 0.731    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 36 41    

Mean -0.50 -0.44    

SD 1.000 0.950    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.25, 0.20)     

Ls Meanb -0.28 -0.25 -0.03 (-0.27, 0.22) 0.824  

SEb 0.099 0.092    

95% CIb -0.48, -0.09 -0.43, -0.07    

Ls Meanc -0.34 -0.30 -0.04 (-0.36, 0.29) 0.822  

SEc 0.186 0.160    

95% CIc -0.71, 0.03 -0.62, 0.02    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.38 0.17    

SD 0.838 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 36 38    

Mean -0.50 -0.66    

SD 1.000 0.878    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.06, 0.40)     

Ls Meanb -0.37 -0.55 0.18 (-0.07, 0.43) 0.156  

SEb 0.099 0.094    

95% CIb -0.57, -0.18 -0.74, -0.37    

Ls Meanc -0.18 -0.37 0.19 (-0.09, 0.47) 0.184  

SEc 0.152 0.140    

95% CIc -0.49, 0.12 -0.65, -0.09    

 

  Day 15 Actual n 36 34    

Mean 0.22 0.09    

SD 0.637 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.77 -0.71    

SD 1.055 0.902    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.10, 0.40)     

Ls Meanb -0.49 -0.66 0.16 (-0.10, 0.43) 0.226  

SEb 0.106 0.100    

95% CIb -0.70, -0.28 -0.85, -0.46    

Ls Meanc -0.34 -0.54 0.20 (-0.03, 0.43) 0.086  

SEc 0.126 0.111    

95% CIc -0.59, -0.09 -0.76, -0.32    

 

  Day 29 Actual n 29 29    

Mean 0.14 0.10    

SD 0.516 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 27 26    

Mean -0.96 -1.00    

SD 1.091 1.020    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.25, 0.26)     

Ls Meanb -0.62 -0.63 0.01 (-0.26, 0.28) 0.965  

SEb 0.106 0.103    

95% CIb -0.83, -0.42 -0.83, -0.43    

Ls Meanc -0.87 -0.87 -0.01 (-0.21, 0.19) 0.927  

SEc 0.120 0.111    

95% CIc -1.11, -0.63 -1.09, -0.64    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.55 -0.52 -0.03 (-0.06, 0.00) 0.031  

 

  Baseline Actual n 39 44  0.686d  

Mean 0.59 0.59    

SD 0.880 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 42 44    

Mean 0.19 0.30    

SD 0.505 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 41    

Mean -0.44 -0.34    

SD 0.809 0.728    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.05)     

Ls Meanb -0.38 -0.31 -0.07 (-0.19, 0.04) 0.220  

SEb 0.045 0.042    

95% CIb -0.47, -0.29 -0.39, -0.23    

Ls Meanc -0.37 -0.30 -0.08 (-0.31, 0.15) 0.503  

SEc 0.131 0.113    

95% CIc -0.63, -0.11 -0.52, -0.07    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.03 0.10    

SD 0.158 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 36 38    

Mean -0.53 -0.45    

SD 0.910 0.686    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.08)     

Ls Meanb -0.55 -0.50 -0.05 (-0.17, 0.07) 0.394  

SEb 0.045 0.044    

95% CIb -0.64, -0.46 -0.58, -0.41    

Ls Meanc -0.55 -0.48 -0.06 (-0.17, 0.04) 0.241  

SEc 0.058 0.054    

95% CIc -0.66, -0.43 -0.59, -0.38    

 

  Day 15 Actual n 36 34    

Mean 0.03 0.06    

SD 0.167 0.239    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.65 -0.55    

SD 0.915 0.768    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.12)     

Ls Meanb -0.57 -0.54 -0.03 (-0.16, 0.10) 0.642  

SEb 0.049 0.048    

95% CIb -0.67, -0.48 -0.64, -0.45    

Ls Meanc -0.63 -0.60 -0.03 (-0.10, 0.04) 0.373  

SEc 0.037 0.033    

95% CIc -0.70, -0.55 -0.66, -0.53    

 

  Day 29 Actual n 29 29    

Mean 0.03 0.03    

SD 0.186 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 27 26    

Mean -0.63 -0.58    

SD 0.839 0.703    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.16, 0.19)     

Ls Meanb -0.57 -0.58 0.01 (-0.13, 0.15) 0.882  

SEb 0.052 0.052    

95% CIb -0.67, -0.47 -0.68, -0.48    

Ls Meanc -0.60 -0.60 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.60, -0.60 -0.60, -0.60    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.07 (-0.15, 0.01)     

Ls Meanb -0.45 -0.40 -0.05 (-0.11, 0.01) 0.083  

 

  Baseline Actual n 39 44  0.130d  

Mean 0.51 0.55    

SD 0.644 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 42 44    

Mean 0.43 0.34    

SD 0.590 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 41    

Mean -0.17 -0.24    

SD 0.737 0.734    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.13, 0.30)     

Ls Meanb -0.16 -0.23 0.07 (-0.10, 0.23) 0.425  

SEb 0.064 0.060    

95% CIb -0.29, -0.04 -0.34, -0.11    

Ls Meanc -0.21 -0.26 0.05 (-0.20, 0.31) 0.686  

SEc 0.146 0.126    

95% CIc -0.50, 0.08 -0.51, -0.01    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.20 0.37    

SD 0.405 0.698    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 36 38    

Mean -0.31 -0.26    

SD 0.624 0.795    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.18 (-0.40, 0.04)     

Ls Meanb -0.36 -0.23 -0.13 (-0.29, 0.03) 0.115  

SEb 0.064 0.061    

95% CIb -0.48, -0.23 -0.35, -0.11    

Ls Meanc -0.45 -0.31 -0.14 (-0.37, 0.10) 0.241  

SEc 0.126 0.117    

95% CIc -0.70, -0.20 -0.54, -0.08    

 

  Day 15 Actual n 36 34    

Mean 0.00 0.06    

SD 0.000 0.239    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.61 -0.52    

SD 0.667 0.769    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.35, 0.12)     

Ls Meanb -0.56 -0.48 -0.08 (-0.26, 0.09) 0.353  

SEb 0.069 0.066    

95% CIb -0.70, -0.43 -0.61, -0.35    

Ls Meanc -0.62 -0.55 -0.07 (-0.15, 0.01) 0.098  

SEc 0.046 0.041    

95% CIc -0.71, -0.52 -0.63, -0.46    

 

  Day 29 Actual n 29 29    

Mean 0.07 0.07    

SD 0.258 0.258    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 27 26    

Mean -0.48 -0.42    

SD 0.643 0.703    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.13 (-0.37, 0.12)     

Ls Meanb -0.51 -0.42 -0.09 (-0.27, 0.09) 0.311  

SEb 0.070 0.068    

95% CIb -0.65, -0.37 -0.55, -0.28    

Ls Meanc -0.50 -0.49 -0.01 (-0.15, 0.13) 0.849  

SEc 0.084 0.078    

95% CIc -0.67, -0.34 -0.65, -0.33    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.07 (-0.06, 0.19)     

Ls Meanb -0.47 -0.53 0.05 (-0.05, 0.15) 0.302  

 

  Baseline Actual n 39 44  0.200d  

Mean 1.00 0.84    

SD 0.795 0.713    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 42 44    

Mean 0.95 0.75    

SD 0.825 0.811    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 36 41    

Mean -0.14 -0.12    

SD 0.543 0.678    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.13, 0.49)     

Ls Meanb 0.01 -0.12 0.14 (-0.10, 0.37) 0.247  

SEb 0.095 0.087    

95% CIb -0.17, 0.20 -0.29, 0.05    

Ls Meanc 0.02 -0.04 0.06 (-0.22, 0.34) 0.664  

SEc 0.160 0.136    

95% CIc -0.30, 0.34 -0.31, 0.23    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.75 0.54    

SD 0.707 0.711    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 3.00    

 

   Change n 36 38    

Mean -0.25 -0.24    

SD 0.649 0.714    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.20, 0.43)     

Ls Meanb -0.16 -0.25 0.09 (-0.15, 0.32) 0.475  

SEb 0.094 0.090    

95% CIb -0.34, 0.03 -0.42, -0.07    

Ls Meanc -0.16 -0.26 0.10 (-0.19, 0.38) 0.508  

SEc 0.156 0.143    

95% CIc -0.48, 0.15 -0.54, 0.02    

 

  Day 15 Actual n 36 34    

Mean 0.42 0.21    

SD 0.732 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.65 -0.48    

SD 0.755 0.677    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.28, 0.40)     

Ls Meanb -0.54 -0.59 0.05 (-0.21, 0.30) 0.716  

SEb 0.101 0.095    

95% CIb -0.74, -0.35 -0.78, -0.40    

Ls Meanc -0.31 -0.44 0.14 (-0.15, 0.42) 0.342  

SEc 0.155 0.133    

95% CIc -0.62, 0.00 -0.71, -0.18    

 

  Day 29 Actual n 29 29    

Mean 0.14 0.03    

SD 0.516 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 27 26    

Mean -1.00 -0.69    

SD 0.734 0.838    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.38, 0.30)     

Ls Meanb -0.77 -0.74 -0.03 (-0.29, 0.23) 0.818  

SEb 0.101 0.098    

95% CIb -0.96, -0.57 -0.93, -0.54    

Ls Meanc -0.88 -0.93 0.06 (-0.18, 0.29) 0.614  

SEc 0.141 0.127    

95% CIc -1.16, -0.59 -1.19, -0.68    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.05)     

Ls Meanb -0.21 -0.20 -0.01 (-0.05, 0.03) 0.680  

 

  Baseline Actual n 39 44  0.892d  

Mean 0.33 0.27    

SD 0.701 0.544    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 42 44    

Mean 0.31 0.14    

SD 0.604 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 36 41    

Mean -0.08 -0.10    

SD 0.649 0.625    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.06, 0.38)     

Ls Meanb -0.01 -0.11 0.10 (-0.03, 0.24) 0.146  

SEb 0.053 0.049    

95% CIb -0.12, 0.09 -0.21, -0.02    

Ls Meanc 0.11 -0.01 0.12 (-0.08, 0.33) 0.232  

SEc 0.117 0.100    

95% CIc -0.12, 0.34 -0.21, 0.19    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.15 0.10    

SD 0.427 0.436    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 38    

Mean -0.19 -0.13    

SD 0.668 0.529    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.24)     

Ls Meanb -0.13 -0.14 0.01 (-0.13, 0.15) 0.883  

SEb 0.053 0.051    

95% CIb -0.23, -0.02 -0.24, -0.04    

Ls Meanc -0.09 -0.10 0.01 (-0.18, 0.21) 0.905  

SEc 0.105 0.096    

95% CIc -0.30, 0.12 -0.30, 0.09    

 

  Day 15 Actual n 36 34    

Mean 0.03 0.03    

SD 0.167 0.171    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.32 -0.32    

SD 0.702 0.599    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.23, 0.25)     

Ls Meanb -0.27 -0.28 0.00 (-0.15, 0.15) 0.961  

SEb 0.057 0.055    

95% CIb -0.38, -0.16 -0.38, -0.17    

Ls Meanc -0.32 -0.32 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.32, -0.32 -0.32, -0.32    

 

  Day 29 Actual n 29 29    

Mean 0.00 0.03    

SD 0.000 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 27 26    

Mean -0.30 -0.35    

SD 0.669 0.629    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.27, 0.23)     

Ls Meanb -0.26 -0.25 -0.01 (-0.17, 0.15) 0.883  

SEb 0.059 0.059    

95% CIb -0.38, -0.15 -0.37, -0.14    

Ls Meanc -0.34 -0.31 -0.03 (-0.11, 0.05) 0.464  

SEc 0.048 0.044    

95% CIc -0.44, -0.24 -0.40, -0.22    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.05 (-0.04, 0.14)     

Ls Meanb -0.02 -0.05 0.03 (-0.02, 0.08) 0.263  

 

  Baseline Actual n 39 44  0.721d  

Mean 0.15 0.18    

SD 0.489 0.540    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 42 44    

Mean 0.29 0.14    

SD 0.596 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 41    

Mean 0.06 -0.05    

SD 0.630 0.384    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.30 (0.02, 0.58)     

Ls Meanb 0.13 -0.02 0.15 (0.01, 0.30) 0.038  

SEb 0.057 0.053    

95% CIb 0.02, 0.24 -0.13, 0.08    

Ls Meanc -0.01 -0.12 0.11 (-0.08, 0.29) 0.249  

SEc 0.103 0.089    

95% CIc -0.22, 0.20 -0.29, 0.06    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.15 0.05    

SD 0.427 0.218    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 36 38    

Mean -0.03 -0.11    

SD 0.609 0.388    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.04, 0.53)     

Ls Meanb 0.06 -0.07 0.13 (-0.02, 0.28) 0.087  

SEb 0.057 0.055    

95% CIb -0.06, 0.17 -0.18, 0.03    

Ls Meanc 0.02 -0.09 0.10 (-0.04, 0.25) 0.159  

SEc 0.079 0.073    

95% CIc -0.14, 0.18 -0.23, 0.06    

 

  Day 15 Actual n 36 34    

Mean 0.08 0.03    

SD 0.500 0.171    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.06 -0.13    

SD 0.772 0.562    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.16, 0.46)     

Ls Meanb 0.01 -0.07 0.08 (-0.08, 0.24) 0.330  

SEb 0.061 0.059    

95% CIb -0.11, 0.13 -0.18, 0.05    

Ls Meanc 0.34 0.19 0.16 (-0.01, 0.33) 0.072  

SEc 0.095 0.084    

95% CIc 0.15, 0.54 0.02, 0.36    

 

  Day 29 Actual n 29 29    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 27 26    

Mean -0.15 -0.19    

SD 0.534 0.567    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.36, 0.28)     

Ls Meanb -0.12 -0.10 -0.02 (-0.19, 0.14) 0.794  

SEb 0.063 0.062    

95% CIb -0.24, 0.00 -0.22, 0.02    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.01 (-0.10, 0.11)     

Ls Meanb -0.64 -0.64 0.01 (-0.10, 0.11) 0.906  

 

  Baseline Actual n 39 44  <.001d  

Mean 1.38 1.36    

SD 1.042 0.967    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 42 44    

Mean 0.95 0.82    

SD 0.987 0.843    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 36 41    

Mean -0.56 -0.49    

SD 0.969 0.711    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.17, 0.40)     

Ls Meanb -0.14 -0.26 0.11 (-0.17, 0.40) 0.429  

SEb 0.113 0.105    

95% CIb -0.36, 0.08 -0.46, -0.05    

Ls Meanc -0.29 -0.34 0.05 (-0.28, 0.39) 0.749  

SEc 0.192 0.166    

95% CIc -0.67, 0.10 -0.67, -0.01    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.70 0.56    

SD 0.966 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 36 38    

Mean -0.64 -0.74    

SD 0.798 0.978    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.16, 0.42)     

Ls Meanb -0.34 -0.47 0.13 (-0.16, 0.42) 0.372  

SEb 0.112 0.108    

95% CIb -0.56, -0.12 -0.68, -0.26    

Ls Meanc -0.18 -0.38 0.20 (-0.13, 0.53) 0.238  

SEc 0.180 0.167    

95% CIc -0.54, 0.18 -0.71, -0.04    

 

  Day 15 Actual n 36 34    

Mean 0.25 0.29    

SD 0.649 0.629    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -1.19 -1.03    

SD 0.946 1.016    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.32, 0.29)     

Ls Meanb -0.75 -0.74 -0.02 (-0.33, 0.29) 0.921  

SEb 0.121 0.116    

95% CIb -0.99, -0.52 -0.97, -0.51    

Ls Meanc -0.59 -0.62 0.03 (-0.25, 0.32) 0.817  

SEc 0.155 0.138    

95% CIc -0.90, -0.28 -0.90, -0.34    

 

  Day 29 Actual n 29 29    

Mean 0.17 0.17    

SD 0.539 0.539    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 27 26    

Mean -1.37 -1.19    

SD 0.926 0.981    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.37, 0.27)     

Ls Meanb -0.93 -0.88 -0.05 (-0.37, 0.27) 0.772  

SEb 0.122 0.120    

95% CIb -1.17, -0.69 -1.11, -0.64    

Ls Meanc -0.90 -0.87 -0.03 (-0.29, 0.22) 0.787  

SEc 0.153 0.143    

95% CIc -1.21, -0.59 -1.15, -0.58    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.08)     

Ls Meanb -0.93 -0.93 -0.01 (-0.10, 0.08) 0.839  

 

  Baseline Actual n 39 44  0.521d  

Mean 1.26 1.02    

SD 0.993 1.067    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 42 44    

Mean 0.45 0.34    

SD 0.633 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 41    

Mean -0.78 -0.73    

SD 0.929 1.205    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.14, 0.35)     

Ls Meanb -0.71 -0.82 0.11 (-0.14, 0.36) 0.398  

SEb 0.099 0.092    

95% CIb -0.90, -0.52 -1.00, -0.64    

Ls Meanc -0.67 -0.79 0.12 (-0.16, 0.40) 0.402  

SEc 0.158 0.137    

95% CIc -0.98, -0.35 -1.06, -0.51    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.35 0.41    

SD 0.700 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 36 38    

Mean -0.83 -0.71    

SD 1.028 1.160    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.25, 0.24)     

Ls Meanb -0.84 -0.84 0.00 (-0.25, 0.25) 0.992  

SEb 0.099 0.095    

95% CIb -1.03, -0.64 -1.02, -0.65    

Ls Meanc -0.84 -0.85 0.01 (-0.30, 0.31) 0.952  

SEc 0.165 0.153    

95% CIc -1.17, -0.51 -1.15, -0.54    

 

  Day 15 Actual n 36 34    

Mean 0.19 0.15    

SD 0.525 0.500    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -1.10 -0.94    

SD 1.106 1.263    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.22, 0.31)     

Ls Meanb -0.98 -1.03 0.05 (-0.23, 0.32) 0.736  

SEb 0.106 0.102    

95% CIb -1.19, -0.77 -1.22, -0.83    

Ls Meanc -0.98 -1.04 0.06 (-0.22, 0.34) 0.668  

SEc 0.153 0.136    

95% CIc -1.29, -0.67 -1.31, -0.77    

 

  Day 29 Actual n 29 29    

Mean 0.17 0.07    

SD 0.468 0.258    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 27 26    

Mean -1.22 -1.23    

SD 0.974 1.107    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.32, 0.23)     

Ls Meanb -1.14 -1.09 -0.05 (-0.33, 0.24) 0.745  

SEb 0.108 0.106    

95% CIb -1.35, -0.93 -1.30, -0.88    

Ls Meanc -1.09 -1.14 0.05 (-0.15, 0.26) 0.606  

SEc 0.123 0.114    

95% CIc -1.33, -0.84 -1.37, -0.91    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.06 (-0.05, 0.16)     

Ls Meanb -0.60 -0.67 0.06 (-0.05, 0.17) 0.279  

 

  Baseline Actual n 39 44  <.001d  

Mean 1.03 1.07    

SD 1.135 0.998    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 42 44    

Mean 0.62 0.52    

SD 0.936 0.792    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 36 41    

Mean -0.50 -0.59    

SD 0.971 0.921    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.17, 0.33)     

Ls Meanb -0.33 -0.42 0.09 (-0.18, 0.35) 0.514  

SEb 0.107 0.100    

95% CIb -0.54, -0.12 -0.62, -0.23    

Ls Meanc -0.36 -0.43 0.07 (-0.27, 0.41) 0.679  

SEc 0.194 0.168    

95% CIc -0.75, 0.03 -0.76, -0.10    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.45 0.37    

SD 0.932 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 36 38    

Mean -0.53 -0.68    

SD 1.055 0.962    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.13, 0.37)     

Ls Meanb -0.45 -0.58 0.13 (-0.14, 0.39) 0.350  

SEb 0.107 0.102    

95% CIb -0.66, -0.24 -0.78, -0.38    

Ls Meanc -0.29 -0.44 0.15 (-0.20, 0.49) 0.399  

SEc 0.185 0.172    

95% CIc -0.66, 0.08 -0.78, -0.10    

 

  Day 15 Actual n 36 34    

Mean 0.25 0.21    

SD 0.649 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.81 -0.81    

SD 1.046 1.138    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.17, 0.36)     

Ls Meanb -0.58 -0.68 0.10 (-0.19, 0.39) 0.490  

SEb 0.114 0.108    

95% CIb -0.81, -0.36 -0.90, -0.47    

Ls Meanc -0.51 -0.63 0.13 (-0.18, 0.44) 0.408  

SEc 0.171 0.151    

95% CIc -0.85, -0.16 -0.94, -0.33    

 

  Day 29 Actual n 29 29    

Mean 0.21 0.14    

SD 0.559 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 27 26    

Mean -0.89 -1.12    

SD 1.013 1.071    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.33)     

Ls Meanb -0.72 -0.78 0.06 (-0.23, 0.35) 0.668  

SEb 0.114 0.111    

95% CIb -0.94, -0.50 -1.00, -0.57    

Ls Meanc -0.89 -0.92 0.03 (-0.21, 0.28) 0.782  

SEc 0.148 0.139    

95% CIc -1.18, -0.59 -1.20, -0.64    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.01 (-0.06, 0.07)     

Ls Meanb -0.27 -0.27 0.00 (-0.04, 0.04) 0.849  

 

  Baseline Actual n 39 44  0.445d  

Mean 0.44 0.27    

SD 0.754 0.499    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 42 44    

Mean 0.31 0.09    

SD 0.715 0.291    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 36 41    

Mean -0.19 -0.20    

SD 1.091 0.511    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.31 (0.12, 0.50)     

Ls Meanb -0.05 -0.25 0.19 (0.07, 0.32) 0.002  

SEb 0.048 0.045    

95% CIb -0.15, 0.04 -0.34, -0.16    

Ls Meanc 0.12 -0.14 0.26 (0.01, 0.51) 0.045  

SEc 0.142 0.122    

95% CIc -0.17, 0.40 -0.38, 0.10    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.08 0.10    

SD 0.350 0.374    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 38    

Mean -0.25 -0.18    

SD 0.649 0.457    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.27, 0.13)     

Ls Meanb -0.24 -0.20 -0.04 (-0.17, 0.08) 0.491  

SEb 0.048 0.046    

95% CIb -0.34, -0.15 -0.29, -0.11    

Ls Meanc 0.04 0.03 0.01 (-0.13, 0.16) 0.843  

SEc 0.079 0.073    

95% CIc -0.11, 0.20 -0.11, 0.17    

 

  Day 15 Actual n 36 34    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.48 -0.29    

SD 0.811 0.529    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.22, 0.20)     

Ls Meanb -0.32 -0.32 -0.01 (-0.14, 0.13) 0.941  

SEb 0.052 0.050    

95% CIb -0.42, -0.22 -0.42, -0.22    

Ls Meanc -0.39 -0.39 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.39, -0.39 -0.39, -0.39    

 

  Day 29 Actual n 29 29    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 27 26    

Mean -0.48 -0.35    

SD 0.802 0.562    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.22, 0.22)     

Ls Meanb -0.30 -0.31 0.00 (-0.14, 0.14) 0.991  

SEb 0.053 0.053    

95% CIb -0.41, -0.20 -0.41, -0.20    

Ls Meanc -0.42 -0.42 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.42, -0.42 -0.42, -0.42    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.56 -0.60 0.04 (-0.08, 0.16) 0.487  

 

  Baseline Actual n 39 44  0.733d  

Mean 0.79 0.68    

SD 1.128 0.934    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 42 44    

Mean 0.45 0.43    

SD 0.832 0.728    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 36 41    

Mean -0.39 -0.29    

SD 0.964 0.844    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.27, 0.19)     

Ls Meanb -0.37 -0.33 -0.04 (-0.27, 0.20) 0.756  

SEb 0.099 0.091    

95% CIb -0.56, -0.18 -0.51, -0.15    

Ls Meanc -0.44 -0.39 -0.05 (-0.37, 0.26) 0.746  

SEc 0.182 0.155    

95% CIc -0.80, -0.08 -0.70, -0.08    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.33 0.39    

SD 0.730 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 36 38    

Mean -0.44 -0.32    

SD 1.027 0.962    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.17)     

Ls Meanb -0.46 -0.40 -0.06 (-0.30, 0.18) 0.606  

SEb 0.099 0.093    

95% CIb -0.65, -0.26 -0.58, -0.21    

Ls Meanc -0.29 -0.22 -0.07 (-0.39, 0.26) 0.689  

SEc 0.177 0.163    

95% CIc -0.64, 0.06 -0.55, 0.10    

 

  Day 15 Actual n 36 34    

Mean 0.19 0.12    

SD 0.577 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.61 -0.65    

SD 0.955 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.17, 0.32)     

Ls Meanb -0.60 -0.68 0.08 (-0.18, 0.33) 0.545  

SEb 0.105 0.097    

95% CIb -0.80, -0.39 -0.87, -0.49    

Ls Meanc -0.66 -0.73 0.07 (-0.16, 0.30) 0.539  

SEc 0.129 0.113    

95% CIc -0.92, -0.40 -0.96, -0.50    

 

  Day 29 Actual n 29 29    

Mean 0.07 0.03    

SD 0.371 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 27 26    

Mean -0.59 -0.69    

SD 0.931 0.970    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.21, 0.28)     

Ls Meanb -0.63 -0.67 0.04 (-0.22, 0.29) 0.777  

SEb 0.103 0.098    

95% CIb -0.84, -0.43 -0.86, -0.48    

Ls Meanc -0.46 -0.54 0.08 (-0.08, 0.24) 0.304  

SEc 0.098 0.091    

95% CIc -0.65, -0.26 -0.72, -0.36    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.10)     

Ls Meanb -0.46 -0.43 -0.03 (-0.17, 0.10) 0.628  

 

  Baseline Actual n 39 44  0.846d  

Mean 0.85 0.52    

SD 1.136 0.821    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 42 44    

Mean 0.45 0.34    

SD 0.772 0.713    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 36 41    

Mean -0.47 -0.20    

SD 0.941 0.843    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.30, 0.20)     

Ls Meanb -0.31 -0.26 -0.05 (-0.30, 0.19) 0.680  

SEb 0.104 0.095    

95% CIb -0.51, -0.11 -0.44, -0.07    

Ls Meanc -0.48 -0.40 -0.08 (-0.39, 0.23) 0.589  

SEc 0.176 0.148    

95% CIc -0.83, -0.13 -0.69, -0.10    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.35 0.29    

SD 0.736 0.782    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 36 38    

Mean -0.47 -0.21    

SD 1.028 0.875    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.27, 0.23)     

Ls Meanb -0.34 -0.32 -0.02 (-0.27, 0.22) 0.861  

SEb 0.104 0.097    

95% CIb -0.54, -0.14 -0.51, -0.13    

Ls Meanc -0.31 -0.27 -0.04 (-0.37, 0.29) 0.806  

SEc 0.174 0.160    

95% CIc -0.65, 0.04 -0.59, 0.05    

 

  Day 15 Actual n 36 34    

Mean 0.25 0.18    

SD 0.692 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.61 -0.29    

SD 1.054 0.588    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.26, 0.27)     

Ls Meanb -0.44 -0.44 0.00 (-0.26, 0.26) 0.994  

SEb 0.109 0.101    

95% CIb -0.66, -0.23 -0.64, -0.25    

Ls Meanc -0.43 -0.41 -0.02 (-0.30, 0.27) 0.890  

SEc 0.155 0.134    

95% CIc -0.74, -0.12 -0.68, -0.14    

 

  Day 29 Actual n 29 29    

Mean 0.07 0.07    

SD 0.371 0.371    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 27 26    

Mean -0.59 -0.50    

SD 0.931 0.860    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.35, 0.18)     

Ls Meanb -0.57 -0.49 -0.08 (-0.34, 0.18) 0.524  

SEb 0.107 0.101    

95% CIb -0.79, -0.36 -0.69, -0.29    

Ls Meanc -0.21 -0.27 0.05 (-0.14, 0.24) 0.574  

SEc 0.116 0.108    

95% CIc -0.45, 0.02 -0.48, -0.05    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.04 (-0.12, 0.03)     

Ls Meanb -0.56 -0.53 -0.03 (-0.09, 0.03) 0.278  

 

  Baseline Actual n 39 44  0.130d  

Mean 0.56 0.64    

SD 0.680 0.780    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 42 44    

Mean 0.24 0.34    

SD 0.484 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 36 41    

Mean -0.39 -0.37    

SD 0.838 0.662    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.37, 0.06)     

Ls Meanb -0.47 -0.36 -0.11 (-0.27, 0.04) 0.158  

SEb 0.063 0.059    

95% CIb -0.60, -0.35 -0.48, -0.24    

Ls Meanc -0.57 -0.43 -0.14 (-0.36, 0.08) 0.219  

SEc 0.125 0.107    

95% CIc -0.81, -0.32 -0.64, -0.22    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.20 0.29    

SD 0.405 0.559    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 36 38    

Mean -0.39 -0.45    

SD 0.645 0.724    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.34, 0.10)     

Ls Meanb -0.50 -0.41 -0.09 (-0.25, 0.07) 0.290  

SEb 0.063 0.060    

95% CIb -0.62, -0.38 -0.53, -0.30    

Ls Meanc -0.48 -0.42 -0.06 (-0.27, 0.15) 0.559  

SEc 0.112 0.104    

95% CIc -0.70, -0.26 -0.63, -0.21    

 

  Day 15 Actual n 36 34    

Mean 0.06 0.09    

SD 0.232 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 39 of 1056 

Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.61 -0.65    

SD 0.715 0.798    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.27, 0.21)     

Ls Meanb -0.64 -0.62 -0.02 (-0.20, 0.15) 0.799  

SEb 0.068 0.065    

95% CIb -0.78, -0.51 -0.75, -0.49    

Ls Meanc -0.67 -0.64 -0.03 (-0.14, 0.09) 0.610  

SEc 0.063 0.056    

95% CIc -0.80, -0.55 -0.76, -0.53    

 

  Day 29 Actual n 29 29    

Mean 0.10 0.17    

SD 0.310 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 27 26    

Mean -0.41 -0.54    

SD 0.636 0.647    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.38, 0.10)     

Ls Meanb -0.61 -0.51 -0.10 (-0.28, 0.08) 0.265  

SEb 0.069 0.067    

95% CIb -0.74, -0.47 -0.64, -0.38    

Ls Meanc -0.61 -0.56 -0.05 (-0.21, 0.11) 0.527  

SEc 0.096 0.090    

95% CIc -0.80, -0.41 -0.74, -0.38    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.07 (-0.01, 0.15)     

Ls Meanb -0.03 -0.07 0.04 (0.00, 0.08) 0.080  

 

  Baseline Actual n 39 44  0.102d  

Mean 0.18 0.25    

SD 0.506 0.576    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 42 44    

Mean 0.31 0.16    

SD 0.643 0.370    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 36 41    

Mean 0.06 -0.05    

SD 0.583 0.384    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.22 (-0.07, 0.51)     

Ls Meanb 0.14 0.02 0.12 (-0.04, 0.28) 0.133  

SEb 0.061 0.057    

95% CIb 0.02, 0.26 -0.09, 0.13    

Ls Meanc 0.12 0.02 0.10 (-0.08, 0.28) 0.290  

SEc 0.103 0.089    

95% CIc -0.09, 0.32 -0.16, 0.20    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.23 0.20    

SD 0.733 0.558    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 36 38    

Mean 0.06 -0.03    

SD 0.893 0.492    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 4.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.19, 0.40)     

Ls Meanb 0.12 0.06 0.06 (-0.10, 0.22) 0.491  

SEb 0.061 0.059    

95% CIb 0.00, 0.24 -0.05, 0.18    

Ls Meanc 0.41 0.32 0.09 (-0.20, 0.37) 0.533  

SEc 0.154 0.143    

95% CIc 0.10, 0.71 0.03, 0.60    

 

  Day 15 Actual n 36 34    

Mean 0.11 0.03    

SD 0.523 0.171    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.10 -0.23    

SD 0.831 0.617    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.23 (-0.09, 0.55)     

Ls Meanb 0.02 -0.10 0.12 (-0.05, 0.30) 0.159  

SEb 0.066 0.064    

95% CIb -0.11, 0.15 -0.23, 0.02    

Ls Meanc 0.29 0.10 0.18 (0.00, 0.37) 0.051  

SEc 0.101 0.090    

95% CIc 0.08, 0.49 -0.08, 0.28    

 

  Day 29 Actual n 29 29    

Mean 0.03 0.00    

SD 0.186 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 27 26    

Mean -0.22 -0.23    

SD 0.577 0.587    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.35, 0.33)     

Ls Meanb -0.12 -0.12 -0.01 (-0.19, 0.18) 0.942  

SEb 0.069 0.069    

95% CIb -0.26, 0.01 -0.25, 0.02    

Ls Meanc -0.23 -0.23 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.23, -0.23 -0.23, -0.23    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.07 (-0.01, 0.16)     

Ls Meanb -0.45 -0.50 0.05 (-0.01, 0.10) 0.103  

 

  Baseline Actual n 39 44  0.410d  

Mean 0.67 0.39    

SD 0.701 0.618    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 42 44    

Mean 0.40 0.16    

SD 0.701 0.370    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 36 41    

Mean -0.28 -0.24    

SD 0.741 0.734    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.35 (0.14, 0.57)     

Ls Meanb -0.17 -0.40 0.23 (0.09, 0.37) 0.001  

SEb 0.056 0.053    

95% CIb -0.28, -0.06 -0.50, -0.30    

Ls Meanc -0.21 -0.38 0.17 (-0.08, 0.41) 0.184  

SEc 0.138 0.123    

95% CIc -0.49, 0.07 -0.62, -0.13    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.15 0.10    

SD 0.427 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 36 38    

Mean -0.50 -0.32    

SD 0.697 0.702    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.18, 0.25)     

Ls Meanb -0.45 -0.47 0.02 (-0.12, 0.16) 0.757  

SEb 0.056 0.054    

95% CIb -0.56, -0.34 -0.57, -0.36    

Ls Meanc -0.42 -0.46 0.04 (-0.13, 0.21) 0.644  

SEc 0.090 0.085    

95% CIc -0.60, -0.24 -0.63, -0.29    

 

  Day 15 Actual n 36 34    

Mean 0.11 0.00    

SD 0.319 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.55 -0.42    

SD 0.768 0.672    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.05, 0.42)     

Ls Meanb -0.42 -0.54 0.12 (-0.03, 0.27) 0.118  

SEb 0.060 0.057    

95% CIb -0.54, -0.30 -0.65, -0.43    

Ls Meanc -0.43 -0.57 0.14 (0.02, 0.27) 0.027  

SEc 0.068 0.062    

95% CIc -0.57, -0.29 -0.70, -0.45    

 

  Day 29 Actual n 29 29    

Mean 0.00 0.03    

SD 0.000 0.186    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 27 26    

Mean -0.74 -0.42    

SD 0.712 0.758    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.25 (-0.48, -0.01)     

Ls Meanb -0.63 -0.47 -0.16 (-0.32, -0.01) 0.040  

SEb 0.060 0.059    

95% CIb -0.75, -0.52 -0.59, -0.36    

Ls Meanc -0.61 -0.58 -0.03 (-0.11, 0.05) 0.496  

SEc 0.048 0.045    

95% CIc -0.70, -0.51 -0.67, -0.49    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.07 (0.01, 0.14)     

Ls Meanb -0.03 -0.05 0.02 (0.00, 0.05) 0.033  

 

  Baseline Actual n 39 44  0.004d  

Mean 0.13 0.02    

SD 0.469 0.151    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 42 44    

Mean 0.07 0.00    

SD 0.342 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 36 41    

Mean -0.06 -0.02    

SD 0.532 0.156    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (0.08, 0.43)     

Ls Meanb 0.03 -0.05 0.09 (0.03, 0.15) 0.005  

SEb 0.024 0.022    

95% CIb -0.01, 0.08 -0.10, -0.01    

Ls Meanc 0.17 0.07 0.10 (-0.01, 0.21) 0.071  

SEc 0.060 0.052    

95% CIc 0.05, 0.29 -0.04, 0.17    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 47 of 1056 

Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 40 41    

Mean 0.05 0.00    

SD 0.316 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 36 38    

Mean -0.03 -0.03    

SD 0.506 0.162    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.18 (0.00, 0.36)     

Ls Meanb 0.01 -0.05 0.06 (0.00, 0.12) 0.053  

SEb 0.024 0.023    

95% CIb -0.04, 0.05 -0.10, -0.01    

Ls Meanc 0.16 0.08 0.08 (-0.02, 0.18) 0.128  

SEc 0.054 0.051    

95% CIc 0.05, 0.27 -0.02, 0.18    

 

  Day 15 Actual n 36 34    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 31    

Mean -0.16 -0.03    

SD 0.523 0.180    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.16, 0.23)     

Ls Meanb -0.04 -0.05 0.01 (-0.05, 0.08) 0.731  

SEb 0.026 0.025    

95% CIb -0.09, 0.01 -0.10, 0.00    

Ls Meanc -0.10 -0.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.10, -0.10 -0.10, -0.10    

 

  Day 29 Actual n 29 29    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 27 26    

Mean -0.15 -0.04    

SD 0.534 0.196    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.11, 0.29)     

Ls Meanb -0.02 -0.05 0.03 (-0.04, 0.10) 0.384  

SEb 0.026 0.025    

95% CIb -0.07, 0.03 -0.10, 0.00    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

At least one co-

morbidity 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.02)     

Ls Meanb -0.82 -0.79 -0.03 (-0.07, 0.02) 0.228  

 

  Baseline Actual n 270 281    

Mean 1.16 1.04    

SD 1.046 0.940    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.65 0.68    

SD 0.896 0.884    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 243 257    

Mean -0.49 -0.33    

SD 1.050 0.965    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.02)     

Ls Meanb -0.45 -0.36 -0.09 (-0.20, 0.02) 0.113  

SEb 0.040 0.040    

95% CIb -0.53, -0.37 -0.44, -0.29    

Ls Meanc -0.46 -0.35 -0.11 (-0.25, 0.04) 0.140  

SEc 0.052 0.051    

95% CIc -0.56, -0.36 -0.45, -0.25    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 291    

Mean 0.43 0.46    

SD 0.758 0.823    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 218    

Mean -0.71 -0.57    

SD 1.080 1.041    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.02)     

Ls Meanb -0.70 -0.60 -0.10 (-0.21, 0.02) 0.103  

SEb 0.041 0.041    

95% CIb -0.78, -0.61 -0.68, -0.52    

Ls Meanc -0.69 -0.61 -0.08 (-0.22, 0.06) 0.266  

SEc 0.050 0.051    

95% CIc -0.79, -0.59 -0.71, -0.51    

 

  Day 15 Actual n 269 266    

Mean 0.20 0.18    

SD 0.557 0.494    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.93 -0.86    

SD 1.137 0.946    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.13)     

Ls Meanb -0.92 -0.93 0.01 (-0.11, 0.13) 0.861  

SEb 0.043 0.044    

95% CIb -1.00, -0.83 -1.01, -0.84    

Ls Meanc -0.90 -0.92 0.01 (-0.09, 0.12) 0.785  

SEc 0.038 0.038    

95% CIc -0.97, -0.83 -0.99, -0.84    

 

  Day 29 Actual n 221 216    

Mean 0.13 0.13    

SD 0.453 0.458    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 173 177    

Mean -1.00 -0.92    

SD 1.100 0.988    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.09)     

Ls Meanb -0.96 -0.93 -0.03 (-0.15, 0.09) 0.605  

SEb 0.044 0.044    

95% CIb -1.05, -0.87 -1.01, -0.84    

Ls Meanc -0.96 -0.96 0.00 (-0.10, 0.09) 0.956  

SEc 0.034 0.034    

95% CIc -1.03, -0.90 -1.03, -0.89    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.02)     

Ls Meanb -0.68 -0.68 0.00 (-0.02, 0.02) 0.853  

 

  Baseline Actual n 270 281    

Mean 0.83 0.78    

SD 0.980 0.919    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 320 331    

Mean 0.37 0.34    

SD 0.722 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 242 257    

Mean -0.43 -0.43    

SD 1.009 0.854    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (0.00, 0.15)     

Ls Meanb -0.38 -0.45 0.07 (0.00, 0.14) 0.063  

SEb 0.026 0.026    

95% CIb -0.43, -0.32 -0.50, -0.39    

Ls Meanc -0.41 -0.45 0.04 (-0.07, 0.16) 0.476  

SEc 0.043 0.041    

95% CIc -0.49, -0.32 -0.53, -0.37    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.12 0.23    

SD 0.436 0.589    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 219    

Mean -0.67 -0.55    

SD 0.952 0.982    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.20, -0.04)     

Ls Meanb -0.67 -0.56 -0.11 (-0.19, -0.04) 0.003  

SEb 0.027 0.027    

95% CIb -0.72, -0.62 -0.61, -0.50    

Ls Meanc -0.67 -0.56 -0.11 (-0.20, -0.02) 0.022  

SEc 0.034 0.034    

95% CIc -0.73, -0.60 -0.62, -0.49    

 

  Day 15 Actual n 269 266    

Mean 0.04 0.03    

SD 0.249 0.266    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.74 -0.71    

SD 1.005 0.923    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.09)     

Ls Meanb -0.74 -0.75 0.00 (-0.08, 0.08) 0.922  

SEb 0.029 0.029    

95% CIb -0.80, -0.69 -0.80, -0.69    

Ls Meanc -0.73 -0.73 -0.01 (-0.06, 0.05) 0.843  

SEc 0.020 0.020    

95% CIc -0.77, -0.69 -0.77, -0.69    

 

  Day 29 Actual n 221 216    

Mean 0.02 0.02    

SD 0.201 0.179    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 173 177    

Mean -0.86 -0.75    

SD 1.049 0.945    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.11)     

Ls Meanb -0.76 -0.78 0.02 (-0.06, 0.11) 0.591  

SEb 0.030 0.030    

95% CIb -0.81, -0.70 -0.84, -0.72    

Ls Meanc -0.81 -0.81 0.00 (-0.04, 0.05) 0.969  

SEc 0.016 0.016    

95% CIc -0.84, -0.77 -0.84, -0.77    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.08)     

Ls Meanb -0.50 -0.53 0.03 (-0.01, 0.07) 0.104  

 

  Baseline Actual n 270 281    

Mean 0.80 0.76    

SD 0.893 0.857    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.55 0.53    

SD 0.769 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 257    

Mean -0.20 -0.26    

SD 0.851 0.799    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.02, 0.19)     

Ls Meanb -0.20 -0.27 0.08 (-0.01, 0.17) 0.099  

SEb 0.034 0.033    

95% CIb -0.26, -0.13 -0.34, -0.21    

Ls Meanc -0.21 -0.27 0.07 (-0.05, 0.18) 0.248  

SEc 0.042 0.041    

95% CIc -0.29, -0.12 -0.36, -0.19    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.43 0.39    

SD 0.692 0.672    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 219    

Mean -0.28 -0.37    

SD 0.923 0.843    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.02, 0.20)     

Ls Meanb -0.31 -0.39 0.08 (-0.01, 0.18) 0.097  

SEb 0.034 0.035    

95% CIb -0.38, -0.25 -0.46, -0.33    

Ls Meanc -0.28 -0.39 0.10 (-0.02, 0.22) 0.097  

SEc 0.043 0.043    

95% CIc -0.37, -0.20 -0.47, -0.30    

 

  Day 15 Actual n 269 266    

Mean 0.19 0.15    

SD 0.468 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.55 -0.58    

SD 0.839 0.842    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.17)     

Ls Meanb -0.56 -0.61 0.05 (-0.05, 0.15) 0.370  

SEb 0.036 0.036    

95% CIb -0.63, -0.49 -0.68, -0.54    

Ls Meanc -0.54 -0.60 0.06 (-0.02, 0.14) 0.156  

SEc 0.030 0.030    

95% CIc -0.60, -0.48 -0.66, -0.54    

 

  Day 29 Actual n 221 216    

Mean 0.07 0.09    

SD 0.286 0.357    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 173 177    

Mean -0.62 -0.64    

SD 0.892 0.869    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.63 -0.68 0.05 (-0.05, 0.15) 0.328  

SEb 0.037 0.037    

95% CIb -0.70, -0.56 -0.75, -0.61    

Ls Meanc -0.63 -0.63 0.01 (-0.06, 0.07) 0.806  

SEc 0.024 0.024    

95% CIc -0.67, -0.58 -0.68, -0.59    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.08 (-0.15, -0.02)     

Ls Meanb -0.64 -0.57 -0.07 (-0.12, -0.02) 0.012  

 

  Baseline Actual n 270 281    

Mean 1.17 1.12    

SD 0.858 0.781    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 1.03 1.08    

SD 0.825 0.836    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 243 257    

Mean -0.10 -0.04    

SD 0.783 0.849    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.11 -0.05 -0.06 (-0.18, 0.05) 0.286  

SEb 0.042 0.042    

95% CIb -0.19, -0.03 -0.13, 0.04    

Ls Meanc -0.10 -0.03 -0.07 (-0.20, 0.06) 0.280  

SEc 0.047 0.045    

95% CIc -0.20, -0.01 -0.12, 0.05    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.84 0.95    

SD 0.863 0.884    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 226 219    

Mean -0.32 -0.17    

SD 0.908 0.932    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.23 (-0.37, -0.08)     

Ls Meanb -0.33 -0.14 -0.19 (-0.31, -0.07) 0.002  

SEb 0.043 0.043    

95% CIb -0.41, -0.24 -0.23, -0.06    

Ls Meanc -0.32 -0.18 -0.14 (-0.29, 0.01) 0.064  

SEc 0.053 0.054    

95% CIc -0.42, -0.21 -0.29, -0.07    

 

  Day 15 Actual n 269 266    

Mean 0.39 0.42    

SD 0.653 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.73 -0.73    

SD 0.983 0.868    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.08)     

Ls Meanb -0.76 -0.71 -0.06 (-0.18, 0.07) 0.359  

SEb 0.045 0.045    

95% CIb -0.85, -0.68 -0.79, -0.62    

Ls Meanc -0.74 -0.70 -0.03 (-0.16, 0.09) 0.602  

SEc 0.045 0.045    

95% CIc -0.83, -0.65 -0.79, -0.62    

 

  Day 29 Actual n 221 216    

Mean 0.24 0.21    

SD 0.526 0.450    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 173 177    

Mean -0.91 -0.93    

SD 0.960 0.840    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.11, 0.20)     

Ls Meanb -0.89 -0.93 0.03 (-0.09, 0.16) 0.596  

SEb 0.046 0.045    

95% CIb -0.98, -0.81 -1.02, -0.84    

Ls Meanc -0.89 -0.95 0.06 (-0.04, 0.17) 0.225  

SEc 0.038 0.037    

95% CIc -0.96, -0.81 -1.02, -0.88    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.04)     

Ls Meanb -0.29 -0.30 0.00 (-0.02, 0.03) 0.806  

 

  Baseline Actual n 270 281    

Mean 0.45 0.40    

SD 0.783 0.716    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 320 331    

Mean 0.30 0.31    

SD 0.640 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 242 257    

Mean -0.11 -0.10    

SD 0.799 0.802    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.08 -0.10 0.02 (-0.05, 0.09) 0.559  

SEb 0.026 0.025    

95% CIb -0.13, -0.03 -0.15, -0.05    

Ls Meanc -0.11 -0.11 0.00 (-0.10, 0.11) 0.977  

SEc 0.039 0.038    

95% CIc -0.19, -0.03 -0.18, -0.04    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.22 0.20    

SD 0.569 0.508    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 219    

Mean -0.20 -0.22    

SD 0.818 0.740    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.19 -0.23 0.04 (-0.04, 0.11) 0.328  

SEb 0.026 0.027    

95% CIb -0.24, -0.14 -0.28, -0.18    

Ls Meanc -0.20 -0.23 0.03 (-0.06, 0.13) 0.460  

SEc 0.033 0.034    

95% CIc -0.26, -0.13 -0.30, -0.17    

 

  Day 15 Actual n 269 266    

Mean 0.09 0.08    

SD 0.362 0.328    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.33 -0.28    

SD 0.792 0.746    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.32 -0.31 -0.01 (-0.08, 0.07) 0.880  

SEb 0.028 0.028    

95% CIb -0.37, -0.27 -0.37, -0.26    

Ls Meanc -0.30 -0.32 0.02 (-0.05, 0.09) 0.572  

SEc 0.025 0.025    

95% CIc -0.35, -0.25 -0.37, -0.27    

 

  Day 29 Actual n 221 216    

Mean 0.02 0.01    

SD 0.201 0.096    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 173 177    

Mean -0.35 -0.34    

SD 0.679 0.682    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.11)     

Ls Meanb -0.36 -0.36 0.00 (-0.08, 0.08) 0.937  

SEb 0.029 0.029    

95% CIb -0.42, -0.30 -0.42, -0.31    

Ls Meanc -0.33 -0.36 0.02 (-0.01, 0.06) 0.213  

SEc 0.012 0.012    

95% CIc -0.36, -0.31 -0.38, -0.33    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.03, 0.08)     

Ls Meanb -0.15 -0.17 0.02 (-0.02, 0.06) 0.318  

 

  Baseline Actual n 270 281    

Mean 0.37 0.36    

SD 0.774 0.747    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.32 0.32    

SD 0.681 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 243 257    

Mean 0.00 -0.03    

SD 0.766 0.778    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb 0.00 -0.03 0.03 (-0.06, 0.12) 0.564  

SEb 0.033 0.033    

95% CIb -0.07, 0.06 -0.09, 0.04    

Ls Meanc 0.00 -0.02 0.02 (-0.09, 0.14) 0.679  

SEc 0.042 0.040    

95% CIc -0.08, 0.08 -0.10, 0.06    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.26 0.32    

SD 0.624 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 226 219    

Mean -0.12 -0.02    

SD 0.830 0.967    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.16 (-0.28, -0.03)     

Ls Meanb -0.09 0.02 -0.12 (-0.21, -0.02) 0.013  

SEb 0.034 0.034    

95% CIb -0.16, -0.03 -0.04, 0.09    

Ls Meanc -0.11 -0.02 -0.08 (-0.21, 0.04) 0.185  

SEc 0.045 0.046    

95% CIc -0.20, -0.02 -0.11, 0.07    

 

  Day 15 Actual n 269 266    

Mean 0.14 0.13    

SD 0.486 0.461    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.13 -0.23    

SD 0.734 0.728    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.22)     

Ls Meanb -0.16 -0.23 0.07 (-0.03, 0.17) 0.154  

SEb 0.035 0.036    

95% CIb -0.23, -0.09 -0.30, -0.16    

Ls Meanc -0.15 -0.22 0.07 (-0.02, 0.16) 0.118  

SEc 0.032 0.032    

95% CIc -0.21, -0.08 -0.28, -0.15    

 

  Day 29 Actual n 221 216    

Mean 0.08 0.06    

SD 0.355 0.291    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 173 177    

Mean -0.24 -0.31    

SD 0.835 0.774    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.21)     

Ls Meanb -0.22 -0.28 0.06 (-0.04, 0.16) 0.232  

SEb 0.036 0.036    

95% CIb -0.29, -0.15 -0.35, -0.21    

Ls Meanc -0.25 -0.29 0.04 (-0.03, 0.11) 0.310  

SEc 0.026 0.026    

95% CIc -0.30, -0.20 -0.34, -0.24    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.03)     

Ls Meanb -0.77 -0.74 -0.03 (-0.08, 0.03) 0.363  

 

  Baseline Actual n 270 281    

Mean 1.40 1.36    

SD 1.036 1.025    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 321 331    

Mean 1.03 1.12    

SD 0.985 0.994    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 243 257    

Mean -0.28 -0.15    

SD 0.968 1.010    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.05)     

Ls Meanb -0.27 -0.19 -0.08 (-0.21, 0.05) 0.240  

SEb 0.048 0.047    

95% CIb -0.36, -0.17 -0.28, -0.10    

Ls Meanc -0.28 -0.18 -0.10 (-0.24, 0.05) 0.207  

SEc 0.054 0.053    

95% CIc -0.38, -0.17 -0.28, -0.08    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.84 0.89    

SD 0.932 0.968    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 226 219    

Mean -0.49 -0.41    

SD 1.034 1.042    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -0.49 -0.42 -0.06 (-0.20, 0.08) 0.381  

SEb 0.049 0.049    

95% CIb -0.58, -0.39 -0.52, -0.33    

Ls Meanc -0.48 -0.45 -0.03 (-0.19, 0.12) 0.675  

SEc 0.056 0.057    

95% CIc -0.59, -0.37 -0.56, -0.33    

 

  Day 15 Actual n 269 266    

Mean 0.41 0.40    

SD 0.700 0.695    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.95 -0.90    

SD 1.111 1.018    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.14)     

Ls Meanb -0.94 -0.93 0.00 (-0.14, 0.14) 0.988  

SEb 0.051 0.052    

95% CIb -1.04, -0.84 -1.04, -0.83    

Ls Meanc -0.94 -0.95 0.01 (-0.12, 0.14) 0.890  

SEc 0.048 0.048    

95% CIc -1.04, -0.85 -1.04, -0.86    

 

  Day 29 Actual n 221 216    

Mean 0.29 0.32    

SD 0.601 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 173 177    

Mean -1.03 -1.04    

SD 1.089 1.073    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.16)     

Ls Meanb -1.01 -1.03 0.02 (-0.13, 0.16) 0.833  

SEb 0.052 0.052    

95% CIb -1.11, -0.91 -1.13, -0.92    

Ls Meanc -1.05 -1.05 0.00 (-0.12, 0.13) 0.949  

SEc 0.045 0.044    

95% CIc -1.13, -0.96 -1.14, -0.96    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.74 -0.76 0.02 (-0.02, 0.06) 0.338  

 

  Baseline Actual n 270 281    

Mean 1.07 1.10    

SD 0.984 0.955    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 321 331    

Mean 0.62 0.66    

SD 0.828 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 257    

Mean -0.41 -0.46    

SD 0.989 0.968    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.42 -0.43 0.01 (-0.10, 0.11) 0.911  

SEb 0.039 0.038    

95% CIb -0.50, -0.35 -0.51, -0.36    

Ls Meanc -0.43 -0.44 0.01 (-0.12, 0.14) 0.873  

SEc 0.049 0.048    

95% CIc -0.52, -0.33 -0.53, -0.35    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.48 0.49    

SD 0.809 0.725    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 219    

Mean -0.56 -0.61    

SD 1.049 1.005    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.10)     

Ls Meanb -0.59 -0.58 -0.01 (-0.12, 0.10) 0.813  

SEb 0.040 0.040    

95% CIb -0.67, -0.52 -0.66, -0.50    

Ls Meanc -0.57 -0.60 0.03 (-0.10, 0.16) 0.646  

SEc 0.047 0.048    

95% CIc -0.66, -0.48 -0.70, -0.51    

 

  Day 15 Actual n 269 266    

Mean 0.24 0.25    

SD 0.595 0.562    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.83 -0.82    

SD 1.006 0.950    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.84 -0.84 0.00 (-0.12, 0.12) 0.989  

SEb 0.042 0.042    

95% CIb -0.93, -0.76 -0.93, -0.76    

Ls Meanc -0.83 -0.80 -0.03 (-0.13, 0.07) 0.555  

SEc 0.036 0.036    

95% CIc -0.90, -0.76 -0.87, -0.73    

 

  Day 29 Actual n 221 216    

Mean 0.10 0.17    

SD 0.361 0.482    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 173 177    

Mean -0.95 -0.92    

SD 1.036 0.907    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -0.96 -0.91 -0.05 (-0.17, 0.07) 0.453  

SEb 0.044 0.043    

95% CIb -1.04, -0.87 -1.00, -0.83    

Ls Meanc -0.98 -0.90 -0.08 (-0.16, 0.01) 0.066  

SEc 0.030 0.030    

95% CIc -1.04, -0.92 -0.96, -0.84    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.10, -0.02)     

Ls Meanb -0.89 -0.83 -0.06 (-0.10, -0.02) 0.008  

 

  Baseline Actual n 270 281    

Mean 1.17 1.14    

SD 1.010 0.983    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.63 0.67    

SD 0.857 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 257    

Mean -0.53 -0.47    

SD 1.034 0.988    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.04)     

Ls Meanb -0.52 -0.45 -0.07 (-0.18, 0.04) 0.197  

SEb 0.040 0.039    

95% CIb -0.60, -0.45 -0.53, -0.38    

Ls Meanc -0.54 -0.47 -0.07 (-0.21, 0.07) 0.314  

SEc 0.051 0.050    

95% CIc -0.64, -0.44 -0.57, -0.37    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.40 0.45    

SD 0.731 0.825    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 219    

Mean -0.74 -0.70    

SD 0.987 1.104    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.04)     

Ls Meanb -0.75 -0.68 -0.07 (-0.18, 0.04) 0.214  

SEb 0.040 0.040    

95% CIb -0.83, -0.68 -0.76, -0.60    

Ls Meanc -0.75 -0.70 -0.05 (-0.19, 0.09) 0.475  

SEc 0.049 0.050    

95% CIc -0.85, -0.66 -0.80, -0.61    

 

  Day 15 Actual n 269 266    

Mean 0.16 0.21    

SD 0.507 0.534    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -1.01 -0.94    

SD 1.056 0.983    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -1.01 -0.96 -0.05 (-0.16, 0.07) 0.432  

SEb 0.042 0.043    

95% CIb -1.09, -0.93 -1.05, -0.88    

Ls Meanc -1.01 -0.95 -0.06 (-0.15, 0.04) 0.240  

SEc 0.035 0.034    

95% CIc -1.07, -0.94 -1.02, -0.88    

 

  Day 29 Actual n 221 216    

Mean 0.10 0.18    

SD 0.363 0.479    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 173 177    

Mean -1.09 -0.93    

SD 1.072 1.053    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.26, -0.02)     

Ls Meanb -1.06 -0.92 -0.14 (-0.26, -0.02) 0.019  

SEb 0.043 0.043    

95% CIb -1.15, -0.98 -1.01, -0.84    

Ls Meanc -1.07 -0.96 -0.10 (-0.19, -0.01) 0.032  

SEc 0.033 0.033    

95% CIc -1.13, -1.00 -1.03, -0.90    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.02)     

Ls Meanb -0.32 -0.31 -0.01 (-0.04, 0.02) 0.452  

 

  Baseline Actual n 270 281    

Mean 0.44 0.42    

SD 0.782 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.32 0.30    

SD 0.698 0.654    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 257    

Mean -0.06 -0.11    

SD 0.777 0.685    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.18)     

Ls Meanb -0.05 -0.11 0.07 (0.00, 0.13) 0.068  

SEb 0.025 0.025    

95% CIb -0.10, 0.00 -0.16, -0.06    

Ls Meanc -0.06 -0.11 0.05 (-0.06, 0.15) 0.386  

SEc 0.039 0.038    

95% CIc -0.14, 0.02 -0.18, -0.03    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.19 0.26    

SD 0.528 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 219    

Mean -0.20 -0.19    

SD 0.802 0.784    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.13, 0.06)     

Ls Meanb -0.19 -0.17 -0.03 (-0.10, 0.05) 0.468  

SEb 0.026 0.026    

95% CIb -0.25, -0.14 -0.22, -0.12    

Ls Meanc -0.21 -0.19 -0.03 (-0.13, 0.08) 0.595  

SEc 0.038 0.038    

95% CIc -0.29, -0.14 -0.26, -0.11    

 

  Day 15 Actual n 269 266    

Mean 0.06 0.05    

SD 0.335 0.309    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.35 -0.37    

SD 0.789 0.704    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.35 -0.38 0.02 (-0.05, 0.10) 0.576  

SEb 0.027 0.028    

95% CIb -0.41, -0.30 -0.43, -0.32    

Ls Meanc -0.35 -0.37 0.02 (-0.04, 0.09) 0.440  

SEc 0.022 0.022    

95% CIc -0.39, -0.30 -0.42, -0.33    

 

  Day 29 Actual n 221 216    

Mean 0.01 0.03    

SD 0.116 0.244    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 173 177    

Mean -0.43 -0.40    

SD 0.829 0.733    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.40 -0.39 -0.01 (-0.09, 0.07) 0.777  

SEb 0.028 0.028    

95% CIb -0.46, -0.35 -0.45, -0.34    

Ls Meanc -0.43 -0.40 -0.02 (-0.07, 0.02) 0.321  

SEc 0.016 0.016    

95% CIc -0.46, -0.39 -0.44, -0.37    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.09)     

Ls Meanb -0.40 -0.43 0.03 (-0.02, 0.09) 0.234  

 

  Baseline Actual n 270 281    

Mean 0.68 0.70    

SD 0.992 1.015    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.60 0.68    

SD 0.899 0.960    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 257    

Mean -0.06 -0.04    

SD 1.041 1.098    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.06)     

Ls Meanb -0.08 -0.03 -0.05 (-0.16, 0.06) 0.395  

SEb 0.042 0.041    

95% CIb -0.16, 0.00 -0.11, 0.05    

Ls Meanc -0.09 -0.05 -0.04 (-0.19, 0.11) 0.573  

SEc 0.054 0.053    

95% CIc -0.20, 0.02 -0.15, 0.06    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.48 0.51    

SD 0.842 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 219    

Mean -0.20 -0.19    

SD 1.185 1.191    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.21 -0.20 -0.02 (-0.13, 0.10) 0.792  

SEb 0.042 0.042    

95% CIb -0.29, -0.13 -0.28, -0.11    

Ls Meanc -0.23 -0.20 -0.02 (-0.18, 0.13) 0.746  

SEc 0.054 0.055    

95% CIc -0.34, -0.12 -0.31, -0.10    

 

  Day 15 Actual n 269 266    

Mean 0.22 0.19    

SD 0.613 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.42 -0.49    

SD 1.079 1.158    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.16)     

Ls Meanb -0.47 -0.51 0.04 (-0.09, 0.16) 0.566  

SEb 0.044 0.044    

95% CIb -0.56, -0.39 -0.60, -0.42    

Ls Meanc -0.45 -0.49 0.04 (-0.07, 0.15) 0.476  

SEc 0.041 0.041    

95% CIc -0.53, -0.37 -0.57, -0.41    

 

  Day 29 Actual n 221 216    

Mean 0.17 0.07    

SD 0.559 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 173 177    

Mean -0.49 -0.59    

SD 0.992 1.068    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.04, 0.28)     

Ls Meanb -0.50 -0.66 0.16 (0.04, 0.28) 0.010  

SEb 0.045 0.044    

95% CIb -0.59, -0.41 -0.75, -0.57    

Ls Meanc -0.51 -0.59 0.09 (0.00, 0.17) 0.062  

SEc 0.033 0.032    

95% CIc -0.57, -0.44 -0.66, -0.53    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.38 -0.42 0.04 (-0.01, 0.09) 0.143  

 

  Baseline Actual n 270 281    

Mean 0.59 0.67    

SD 0.927 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.50 0.57    

SD 0.833 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 257    

Mean -0.06 -0.11    

SD 0.880 1.006    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.09 -0.09 0.00 (-0.11, 0.10) 0.975  

SEb 0.038 0.038    

95% CIb -0.16, -0.01 -0.16, -0.01    

Ls Meanc -0.10 -0.10 0.00 (-0.14, 0.13) 0.981  

SEc 0.049 0.048    

95% CIc -0.20, 0.00 -0.19, -0.01    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.43 0.46    

SD 0.819 0.818    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 226 219    

Mean -0.15 -0.21    

SD 1.091 1.147    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.12)     

Ls Meanb -0.18 -0.19 0.00 (-0.10, 0.11) 0.956  

SEb 0.039 0.039    

95% CIb -0.26, -0.11 -0.26, -0.11    

Ls Meanc -0.20 -0.20 0.00 (-0.15, 0.14) 0.958  

SEc 0.052 0.053    

95% CIc -0.31, -0.10 -0.30, -0.09    

 

  Day 15 Actual n 269 266    

Mean 0.18 0.15    

SD 0.540 0.457    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.40 -0.52    

SD 1.009 1.123    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.18)     

Ls Meanb -0.44 -0.50 0.06 (-0.05, 0.17) 0.306  

SEb 0.041 0.041    

95% CIb -0.52, -0.37 -0.58, -0.42    

Ls Meanc -0.45 -0.50 0.05 (-0.05, 0.15) 0.310  

SEc 0.036 0.036    

95% CIc -0.52, -0.38 -0.57, -0.43    

 

  Day 29 Actual n 221 216    

Mean 0.12 0.05    

SD 0.442 0.251    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 173 177    

Mean -0.46 -0.58    

SD 0.968 1.015    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.01, 0.23)     

Ls Meanb -0.49 -0.59 0.10 (-0.01, 0.22) 0.071  

SEb 0.041 0.041    

95% CIb -0.57, -0.41 -0.67, -0.51    

Ls Meanc -0.49 -0.57 0.08 (0.00, 0.16) 0.044  

SEc 0.028 0.028    

95% CIc -0.54, -0.43 -0.62, -0.51    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.43 -0.45 0.01 (-0.02, 0.05) 0.368  

 

  Baseline Actual n 269 281    

Mean 0.64 0.61    

SD 0.797 0.753    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.46 0.37    

SD 0.702 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 242 257    

Mean -0.13 -0.28    

SD 0.797 0.738    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.06, 0.27)     

Ls Meanb -0.15 -0.27 0.13 (0.05, 0.21) 0.002  

SEb 0.029 0.028    

95% CIb -0.20, -0.09 -0.33, -0.22    

Ls Meanc -0.14 -0.27 0.13 (0.03, 0.24) 0.015  

SEc 0.039 0.038    

95% CIc -0.21, -0.06 -0.34, -0.20    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.31 0.29    

SD 0.583 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 225 219    

Mean -0.32 -0.32    

SD 0.814 0.746    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.34 -0.35 0.01 (-0.07, 0.09) 0.797  

SEb 0.030 0.030    

95% CIb -0.40, -0.28 -0.41, -0.29    

Ls Meanc -0.30 -0.34 0.03 (-0.07, 0.14) 0.513  

SEc 0.037 0.037    

95% CIc -0.37, -0.23 -0.41, -0.26    

 

  Day 15 Actual n 269 266    

Mean 0.17 0.14    

SD 0.433 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 198 199    

Mean -0.44 -0.50    

SD 0.764 0.731    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb -0.46 -0.49 0.03 (-0.06, 0.11) 0.528  

SEb 0.031 0.031    

95% CIb -0.52, -0.40 -0.55, -0.43    

Ls Meanc -0.45 -0.50 0.05 (-0.03, 0.13) 0.196  

SEc 0.029 0.029    

95% CIc -0.51, -0.39 -0.56, -0.45    

 

  Day 29 Actual n 221 216    

Mean 0.09 0.09    

SD 0.340 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 172 177    

Mean -0.45 -0.53    

SD 0.759 0.754    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.53 -0.54 0.01 (-0.08, 0.10) 0.807  

SEb 0.032 0.032    

95% CIb -0.59, -0.46 -0.60, -0.47    

Ls Meanc -0.49 -0.50 0.00 (-0.06, 0.07) 0.934  

SEc 0.023 0.023    

95% CIc -0.54, -0.45 -0.54, -0.45    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.01, 0.08)     

Ls Meanb -0.27 -0.30 0.03 (-0.01, 0.07) 0.152  

 

  Baseline Actual n 270 281    

Mean 0.51 0.47    

SD 0.852 0.824    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.38 0.34    

SD 0.745 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 243 257    

Mean -0.12 -0.10    

SD 0.772 0.787    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.10 -0.12 0.01 (-0.08, 0.11) 0.759  

SEb 0.034 0.034    

95% CIb -0.17, -0.03 -0.18, -0.05    

Ls Meanc -0.11 -0.11 -0.01 (-0.12, 0.11) 0.923  

SEc 0.042 0.041    

95% CIc -0.19, -0.03 -0.19, -0.03    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.25 0.31    

SD 0.620 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 226 219    

Mean -0.25 -0.19    

SD 0.824 0.909    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.03)     

Ls Meanb -0.22 -0.15 -0.07 (-0.17, 0.03) 0.167  

SEb 0.035 0.035    

95% CIb -0.29, -0.15 -0.22, -0.08    

Ls Meanc -0.24 -0.21 -0.04 (-0.15, 0.08) 0.540  

SEc 0.042 0.043    

95% CIc -0.33, -0.16 -0.29, -0.12    

 

  Day 15 Actual n 269 266    

Mean 0.17 0.09    

SD 0.535 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.26 -0.34    

SD 0.829 0.836    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.12 (0.00, 0.24)     

Ls Meanb -0.28 -0.38 0.10 (0.00, 0.20) 0.060  

SEb 0.036 0.037    

95% CIb -0.35, -0.21 -0.45, -0.31    

Ls Meanc -0.25 -0.36 0.10 (0.01, 0.19) 0.034  

SEc 0.034 0.034    

95% CIc -0.32, -0.19 -0.42, -0.29    

 

  Day 29 Actual n 221 216    

Mean 0.10 0.09    

SD 0.385 0.343    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 173 177    

Mean -0.35 -0.37    

SD 0.874 0.843    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.34 -0.39 0.06 (-0.04, 0.16) 0.260  

SEb 0.037 0.037    

95% CIb -0.41, -0.26 -0.47, -0.32    

Ls Meanc -0.34 -0.38 0.05 (-0.03, 0.12) 0.246  

SEc 0.028 0.028    

95% CIc -0.39, -0.28 -0.44, -0.33    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.45 -0.47 0.02 (-0.01, 0.05) 0.292  

 

  Baseline Actual n 269 281    

Mean 0.59 0.66    

SD 0.808 0.851    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 321 331    

Mean 0.38 0.35    

SD 0.693 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 242 257    

Mean -0.16 -0.35    

SD 0.817 0.825    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.01, 0.19)     

Ls Meanb -0.21 -0.29 0.07 (-0.01, 0.16) 0.083  

SEb 0.030 0.030    

95% CIb -0.27, -0.16 -0.35, -0.23    

Ls Meanc -0.21 -0.31 0.10 (-0.01, 0.21) 0.074  

SEc 0.040 0.039    

95% CIc -0.28, -0.13 -0.38, -0.23    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.27 0.21    

SD 0.641 0.546    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 225 219    

Mean -0.32 -0.47    

SD 0.837 0.930    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.05, 0.15)     

Ls Meanb -0.37 -0.42 0.04 (-0.04, 0.13) 0.334  

SEb 0.031 0.031    

95% CIb -0.44, -0.31 -0.48, -0.36    

Ls Meanc -0.36 -0.42 0.06 (-0.05, 0.17) 0.271  

SEc 0.038 0.039    

95% CIc -0.44, -0.29 -0.50, -0.35    

 

  Day 15 Actual n 269 266    

Mean 0.11 0.10    

SD 0.426 0.360    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 198 199    

Mean -0.44 -0.59    

SD 0.863 0.876    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.51 -0.53 0.01 (-0.08, 0.10) 0.754  

SEb 0.032 0.033    

95% CIb -0.58, -0.45 -0.59, -0.46    

Ls Meanc -0.51 -0.52 0.01 (-0.06, 0.09) 0.711  

SEc 0.028 0.028    

95% CIc -0.57, -0.45 -0.58, -0.47    

 

  Day 29 Actual n 221 216    

Mean 0.06 0.11    

SD 0.318 0.369    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 172 177    

Mean -0.50 -0.54    

SD 0.862 0.812    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.55 -0.52 -0.03 (-0.12, 0.06) 0.518  

SEb 0.033 0.033    

95% CIb -0.62, -0.49 -0.59, -0.46    

Ls Meanc -0.54 -0.51 -0.03 (-0.10, 0.04) 0.393  

SEc 0.026 0.026    

95% CIc -0.59, -0.49 -0.56, -0.45    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.10 -0.09 -0.01 (-0.02, 0.01) 0.353  

 

  Baseline Actual n 270 281    

Mean 0.16 0.09    

SD 0.566 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 321 331    

Mean 0.06 0.04    

SD 0.301 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 243 257    

Mean -0.09 -0.04    

SD 0.514 0.389    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.09)     

Ls Meanb -0.05 -0.06 0.01 (-0.03, 0.04) 0.678  

SEb 0.013 0.012    

95% CIb -0.08, -0.03 -0.08, -0.04    

Ls Meanc -0.06 -0.06 0.00 (-0.05, 0.05) 0.992  

SEc 0.019 0.018    

95% CIc -0.10, -0.03 -0.10, -0.03    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 293 292    

Mean 0.03 0.03    

SD 0.225 0.240    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 226 219    

Mean -0.12 -0.04    

SD 0.577 0.458    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.06)     

Ls Meanb -0.08 -0.07 -0.01 (-0.04, 0.03) 0.677  

SEb 0.013 0.013    

95% CIb -0.10, -0.05 -0.09, -0.04    

Ls Meanc -0.08 -0.07 -0.01 (-0.06, 0.04) 0.723  

SEc 0.017 0.018    

95% CIc -0.11, -0.05 -0.11, -0.04    

 

  Day 15 Actual n 269 266    

Mean 0.01 0.01    

SD 0.149 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.14 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 199 199    

Mean -0.15 -0.06    

SD 0.601 0.312    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.06, 0.09)     

Ls Meanb -0.10 -0.11 0.01 (-0.03, 0.04) 0.716  

SEb 0.014 0.014    

95% CIb -0.13, -0.08 -0.14, -0.08    

Ls Meanc -0.10 -0.11 0.02 (-0.01, 0.04) 0.217  

SEc 0.009 0.009    

95% CIc -0.11, -0.08 -0.13, -0.10    

 

  Day 29 Actual n 221 216    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 173 177    

Mean -0.18 -0.07    

SD 0.638 0.330    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.06)     

Ls Meanb -0.13 -0.12 -0.01 (-0.05, 0.03) 0.576  

SEb 0.014 0.014    

95% CIb -0.16, -0.10 -0.14, -0.09    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Baseline Vitamin 

D < 30 ng/mL 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.04)     

Ls Meanb -0.81 -0.79 -0.01 (-0.06, 0.04) 0.584  

 

  Baseline Actual n 199 217  0.202d  

Mean 1.07 0.97    

SD 1.061 0.959    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.61 0.60    

SD 0.884 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 180 198    

Mean -0.44 -0.35    

SD 1.037 0.932    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.46 -0.41 -0.05 (-0.17, 0.08) 0.454  

SEb 0.046 0.045    

95% CIb -0.55, -0.37 -0.50, -0.32    

Ls Meanc -0.48 -0.42 -0.06 (-0.22, 0.10) 0.461  

SEc 0.070 0.067    

95% CIc -0.62, -0.35 -0.56, -0.29    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 215    

Mean 0.43 0.35    

SD 0.781 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 167    

Mean -0.63 -0.61    

SD 1.059 0.962    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.10)     

Ls Meanb -0.68 -0.65 -0.02 (-0.15, 0.10) 0.718  

SEb 0.047 0.047    

95% CIb -0.77, -0.59 -0.75, -0.56    

Ls Meanc -0.68 -0.68 0.01 (-0.14, 0.16) 0.911  

SEc 0.065 0.064    

95% CIc -0.80, -0.55 -0.81, -0.56    

 

  Day 15 Actual n 206 196    

Mean 0.17 0.13    

SD 0.515 0.396    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.91 -0.83    

SD 1.079 0.915    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.92 -0.95 0.02 (-0.11, 0.15) 0.722  

SEb 0.049 0.049    

95% CIb -1.02, -0.83 -1.04, -0.85    

Ls Meanc -0.90 -0.92 0.02 (-0.08, 0.12) 0.672  

SEc 0.043 0.043    

95% CIc -0.98, -0.81 -1.00, -0.83    

 

  Day 29 Actual n 170 171    

Mean 0.13 0.12    

SD 0.456 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 139    

Mean -0.91 -0.87    

SD 1.076 0.984    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.94 -0.90 -0.04 (-0.17, 0.10) 0.589  

SEb 0.050 0.049    

95% CIb -1.04, -0.84 -1.00, -0.81    

Ls Meanc -0.94 -0.91 -0.02 (-0.13, 0.08) 0.635  

SEc 0.045 0.044    

95% CIc -1.03, -0.85 -1.00, -0.83    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.02)     

Ls Meanb -0.64 -0.63 -0.01 (-0.03, 0.02) 0.590  

 

  Baseline Actual n 199 217  0.004d  

Mean 0.74 0.71    

SD 0.964 0.890    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 240 248    

Mean 0.31 0.32    

SD 0.665 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 179 198    

Mean -0.40 -0.40    

SD 0.939 0.817    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.38 -0.41 0.04 (-0.05, 0.12) 0.382  

SEb 0.031 0.030    

95% CIb -0.44, -0.32 -0.47, -0.36    

Ls Meanc -0.42 -0.44 0.01 (-0.11, 0.14) 0.825  

SEc 0.055 0.053    

95% CIc -0.53, -0.31 -0.54, -0.33    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.13 0.21    

SD 0.450 0.538    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.61 -0.49    

SD 0.956 0.909    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.23, -0.04)     

Ls Meanb -0.63 -0.51 -0.13 (-0.21, -0.04) 0.004  

SEb 0.032 0.031    

95% CIb -0.69, -0.57 -0.57, -0.44    

Ls Meanc -0.64 -0.53 -0.11 (-0.21, -0.01) 0.033  

SEc 0.044 0.044    

95% CIc -0.73, -0.55 -0.61, -0.44    

 

  Day 15 Actual n 206 196    

Mean 0.05 0.04    

SD 0.275 0.284    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.65 -0.65    

SD 0.981 0.906    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.69 -0.69 0.00 (-0.09, 0.09) 0.990  

SEb 0.033 0.033    

95% CIb -0.75, -0.62 -0.75, -0.62    

Ls Meanc -0.66 -0.66 -0.01 (-0.07, 0.06) 0.848  

SEc 0.028 0.028    

95% CIc -0.72, -0.61 -0.71, -0.60    

 

  Day 29 Actual n 170 171    

Mean 0.04 0.02    

SD 0.241 0.152    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 133 139    

Mean -0.75 -0.66    

SD 1.025 0.905    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.69 -0.71 0.02 (-0.07, 0.12) 0.615  

SEb 0.034 0.034    

95% CIb -0.76, -0.62 -0.78, -0.65    

Ls Meanc -0.71 -0.73 0.02 (-0.03, 0.07) 0.512  

SEc 0.022 0.022    

95% CIc -0.76, -0.67 -0.77, -0.69    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.54 -0.54 0.00 (-0.04, 0.04) 0.990  

 

  Baseline Actual n 199 217  0.313d  

Mean 0.72 0.77    

SD 0.883 0.878    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.46 0.54    

SD 0.712 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 198    

Mean -0.23 -0.26    

SD 0.819 0.807    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.10)     

Ls Meanb -0.28 -0.27 -0.01 (-0.12, 0.09) 0.802  

SEb 0.040 0.038    

95% CIb -0.36, -0.21 -0.35, -0.20    

Ls Meanc -0.29 -0.27 -0.02 (-0.15, 0.11) 0.792  

SEc 0.058 0.056    

95% CIc -0.40, -0.17 -0.38, -0.16    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.38 0.40    

SD 0.660 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.26 -0.37    

SD 0.894 0.879    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.14)     

Ls Meanb -0.36 -0.37 0.01 (-0.10, 0.12) 0.838  

SEb 0.041 0.040    

95% CIb -0.44, -0.28 -0.45, -0.29    

Ls Meanc -0.33 -0.37 0.04 (-0.10, 0.17) 0.575  

SEc 0.058 0.058    

95% CIc -0.45, -0.22 -0.49, -0.26    

 

  Day 15 Actual n 206 196    

Mean 0.15 0.13    

SD 0.451 0.383    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.52 -0.63    

SD 0.799 0.863    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.14)     

Ls Meanb -0.60 -0.61 0.01 (-0.10, 0.13) 0.806  

SEb 0.042 0.042    

95% CIb -0.68, -0.52 -0.70, -0.53    

Ls Meanc -0.61 -0.63 0.02 (-0.07, 0.11) 0.630  

SEc 0.039 0.039    

95% CIc -0.68, -0.53 -0.71, -0.55    

 

  Day 29 Actual n 170 171    

Mean 0.08 0.09    

SD 0.308 0.340    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 139    

Mean -0.51 -0.65    

SD 0.840 0.884    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.63 -0.67 0.04 (-0.07, 0.16) 0.481  

SEb 0.043 0.042    

95% CIb -0.72, -0.55 -0.76, -0.59    

Ls Meanc -0.57 -0.58 0.01 (-0.07, 0.09) 0.753  

SEc 0.035 0.034    

95% CIc -0.64, -0.50 -0.65, -0.51    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.10 (-0.17, -0.02)     

Ls Meanb -0.65 -0.57 -0.08 (-0.14, -0.02) 0.010  

 

  Baseline Actual n 199 217  0.043d  

Mean 1.03 1.08    

SD 0.852 0.781    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.95 0.97    

SD 0.802 0.851    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 180 198    

Mean -0.07 -0.09    

SD 0.701 0.874    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.13)     

Ls Meanb -0.16 -0.13 -0.02 (-0.15, 0.11) 0.735  

SEb 0.050 0.049    

95% CIb -0.26, -0.06 -0.23, -0.04    

Ls Meanc -0.16 -0.14 -0.02 (-0.16, 0.13) 0.820  

SEc 0.064 0.062    

95% CIc -0.29, -0.03 -0.26, -0.02    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.78 0.88    

SD 0.868 0.856    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.26 -0.19    

SD 0.886 0.928    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.37, -0.04)     

Ls Meanb -0.35 -0.18 -0.17 (-0.30, -0.03) 0.015  

SEb 0.051 0.050    

95% CIb -0.45, -0.25 -0.28, -0.08    

Ls Meanc -0.33 -0.23 -0.10 (-0.27, 0.07) 0.243  

SEc 0.072 0.071    

95% CIc -0.48, -0.19 -0.37, -0.09    

 

  Day 15 Actual n 206 196    

Mean 0.37 0.39    

SD 0.655 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.64 -0.67    

SD 0.968 0.871    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.08)     

Ls Meanb -0.76 -0.69 -0.07 (-0.21, 0.07) 0.304  

SEb 0.053 0.053    

95% CIb -0.87, -0.66 -0.79, -0.59    

Ls Meanc -0.73 -0.69 -0.04 (-0.18, 0.11) 0.622  

SEc 0.060 0.061    

95% CIc -0.85, -0.61 -0.81, -0.57    

 

  Day 29 Actual n 170 171    

Mean 0.22 0.21    

SD 0.507 0.450    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 139    

Mean -0.82 -0.86    

SD 0.928 0.853    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.19, 0.16)     

Ls Meanb -0.90 -0.89 -0.01 (-0.15, 0.13) 0.863  

SEb 0.054 0.052    

95% CIb -1.00, -0.79 -0.99, -0.78    

Ls Meanc -0.88 -0.92 0.03 (-0.08, 0.15) 0.559  

SEc 0.051 0.050    

95% CIc -0.98, -0.78 -1.01, -0.82    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.04)     

Ls Meanb -0.27 -0.28 0.01 (-0.02, 0.03) 0.691  

 

  Baseline Actual n 199 217  0.074d  

Mean 0.38 0.41    

SD 0.741 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 240 248    

Mean 0.27 0.30    

SD 0.610 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 179 198    

Mean -0.07 -0.10    

SD 0.719 0.793    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.09 -0.09 0.00 (-0.08, 0.08) 0.993  

SEb 0.030 0.029    

95% CIb -0.15, -0.03 -0.15, -0.03    

Ls Meanc -0.13 -0.13 0.00 (-0.12, 0.12) 0.973  

SEc 0.053 0.051    

95% CIc -0.23, -0.02 -0.23, -0.03    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.20 0.17    

SD 0.553 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 170 168    

Mean -0.18 -0.23    

SD 0.741 0.734    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.20 -0.24 0.03 (-0.05, 0.11) 0.429  

SEb 0.030 0.030    

95% CIb -0.26, -0.14 -0.30, -0.18    

Ls Meanc -0.21 -0.24 0.03 (-0.07, 0.13) 0.528  

SEc 0.044 0.043    

95% CIc -0.30, -0.12 -0.33, -0.16    

 

  Day 15 Actual n 206 196    

Mean 0.07 0.05    

SD 0.355 0.233    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.27 -0.31    

SD 0.653 0.685    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.13)     

Ls Meanb -0.31 -0.32 0.01 (-0.08, 0.10) 0.831  

SEb 0.032 0.032    

95% CIb -0.37, -0.25 -0.38, -0.26    

Ls Meanc -0.30 -0.33 0.03 (-0.04, 0.10) 0.421  

SEc 0.030 0.030    

95% CIc -0.36, -0.24 -0.38, -0.27    

 

  Day 29 Actual n 170 171    

Mean 0.03 0.02    

SD 0.229 0.132    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 133 139    

Mean -0.30 -0.37    

SD 0.639 0.684    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.15)     

Ls Meanb -0.34 -0.36 0.02 (-0.07, 0.11) 0.683  

SEb 0.033 0.032    

95% CIb -0.41, -0.28 -0.42, -0.30    

Ls Meanc -0.32 -0.35 0.03 (-0.02, 0.07) 0.226  

SEc 0.020 0.020    

95% CIc -0.36, -0.28 -0.39, -0.31    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.04 (-0.02, 0.10)     

Ls Meanb -0.16 -0.19 0.03 (-0.02, 0.08) 0.208  

 

  Baseline Actual n 199 217  0.002d  

Mean 0.31 0.38    

SD 0.712 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.29 0.29    

SD 0.623 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 180 198    

Mean 0.02 -0.08    

SD 0.762 0.747    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.21)     

Ls Meanb -0.04 -0.09 0.05 (-0.06, 0.15) 0.376  

SEb 0.040 0.039    

95% CIb -0.12, 0.04 -0.16, -0.01    

Ls Meanc -0.04 -0.09 0.05 (-0.07, 0.18) 0.422  

SEc 0.055 0.054    

95% CIc -0.15, 0.07 -0.20, 0.01    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.26 0.26    

SD 0.641 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.06 -0.08    

SD 0.822 0.899    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.09)     

Ls Meanb -0.10 -0.06 -0.04 (-0.15, 0.07) 0.472  

SEb 0.041 0.040    

95% CIb -0.18, -0.02 -0.14, 0.02    

Ls Meanc -0.14 -0.13 -0.01 (-0.15, 0.12) 0.843  

SEc 0.058 0.057    

95% CIc -0.26, -0.03 -0.24, -0.02    

 

  Day 15 Actual n 206 196    

Mean 0.13 0.11    

SD 0.471 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.11 -0.23    

SD 0.717 0.706    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.25)     

Ls Meanb -0.18 -0.25 0.07 (-0.04, 0.18) 0.209  

SEb 0.042 0.042    

95% CIb -0.26, -0.10 -0.34, -0.17    

Ls Meanc -0.17 -0.24 0.07 (-0.03, 0.17) 0.166  

SEc 0.043 0.044    

95% CIc -0.26, -0.09 -0.33, -0.16    

 

  Day 29 Actual n 170 171    

Mean 0.08 0.05    

SD 0.361 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 139    

Mean -0.19 -0.32    

SD 0.790 0.733    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.05, 0.25)     

Ls Meanb -0.23 -0.30 0.08 (-0.04, 0.19) 0.190  

SEb 0.043 0.042    

95% CIb -0.31, -0.14 -0.38, -0.22    

Ls Meanc -0.24 -0.30 0.06 (-0.02, 0.14) 0.142  

SEc 0.034 0.034    

95% CIc -0.31, -0.17 -0.37, -0.23    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, -0.01)     

Ls Meanb -0.88 -0.81 -0.07 (-0.13, -0.01) 0.030  

 

  Baseline Actual n 199 217  <.001d  

Mean 1.38 1.36    

SD 1.041 1.019    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 241 248    

Mean 1.04 1.12    

SD 0.968 0.999    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 180 198    

Mean -0.27 -0.16    

SD 0.944 0.974    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.08)     

Ls Meanb -0.37 -0.30 -0.07 (-0.21, 0.08) 0.394  

SEb 0.057 0.055    

95% CIb -0.48, -0.26 -0.41, -0.19    

Ls Meanc -0.41 -0.32 -0.08 (-0.25, 0.08) 0.323  

SEc 0.073 0.071    

95% CIc -0.55, -0.26 -0.46, -0.18    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.84 0.89    

SD 0.930 0.972    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 170 168    

Mean -0.45 -0.36    

SD 1.038 0.999    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.05)     

Ls Meanb -0.60 -0.50 -0.10 (-0.25, 0.05) 0.203  

SEb 0.058 0.057    

95% CIb -0.71, -0.49 -0.61, -0.39    

Ls Meanc -0.59 -0.53 -0.07 (-0.24, 0.11) 0.456  

SEc 0.075 0.075    

95% CIc -0.74, -0.44 -0.67, -0.38    

 

  Day 15 Actual n 206 196    

Mean 0.39 0.38    

SD 0.702 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.96 -0.87    

SD 1.131 1.001    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.10)     

Ls Meanb -1.06 -1.01 -0.06 (-0.22, 0.10) 0.489  

SEb 0.060 0.060    

95% CIb -1.18, -0.95 -1.12, -0.89    

Ls Meanc -1.05 -1.01 -0.04 (-0.19, 0.11) 0.638  

SEc 0.064 0.065    

95% CIc -1.17, -0.92 -1.14, -0.88    

 

  Day 29 Actual n 170 171    

Mean 0.29 0.35    

SD 0.612 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 139    

Mean -1.01 -0.96    

SD 1.077 1.055    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.11)     

Ls Meanb -1.12 -1.07 -0.05 (-0.21, 0.11) 0.552  

SEb 0.061 0.060    

95% CIb -1.24, -1.00 -1.19, -0.95    

Ls Meanc -1.12 -1.08 -0.05 (-0.19, 0.09) 0.512  

SEc 0.062 0.062    

95% CIc -1.25, -1.00 -1.20, -0.95    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.08)     

Ls Meanb -0.80 -0.83 0.03 (-0.02, 0.08) 0.231  

 

  Baseline Actual n 199 217  <.001d  

Mean 1.14 1.08    

SD 1.015 0.978    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 241 248    

Mean 0.60 0.60    

SD 0.816 0.834    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 198    

Mean -0.49 -0.52    

SD 1.006 1.046    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.16)     

Ls Meanb -0.52 -0.55 0.03 (-0.09, 0.16) 0.609  

SEb 0.048 0.046    

95% CIb -0.61, -0.42 -0.64, -0.46    

Ls Meanc -0.57 -0.60 0.03 (-0.13, 0.18) 0.717  

SEc 0.069 0.066    

95% CIc -0.71, -0.44 -0.73, -0.47    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.50 0.49    

SD 0.813 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.61 -0.58    

SD 1.078 1.035    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.65 -0.63 -0.02 (-0.15, 0.11) 0.753  

SEb 0.049 0.049    

95% CIb -0.74, -0.55 -0.72, -0.53    

Ls Meanc -0.63 -0.65 0.02 (-0.13, 0.17) 0.794  

SEc 0.066 0.065    

95% CIc -0.76, -0.51 -0.78, -0.53    

 

  Day 15 Actual n 206 196    

Mean 0.28 0.22    

SD 0.637 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.88 -0.81    

SD 1.064 1.006    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.11, 0.16)     

Ls Meanb -0.88 -0.91 0.03 (-0.11, 0.16) 0.717  

SEb 0.051 0.051    

95% CIb -0.98, -0.78 -1.01, -0.81    

Ls Meanc -0.87 -0.87 0.00 (-0.13, 0.12) 0.948  

SEc 0.052 0.053    

95% CIc -0.98, -0.77 -0.97, -0.77    

 

  Day 29 Actual n 170 171    

Mean 0.12 0.15    

SD 0.395 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 133 139    

Mean -1.05 -0.96    

SD 1.072 0.959    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.07)     

Ls Meanb -1.04 -0.97 -0.07 (-0.21, 0.07) 0.315  

SEb 0.052 0.051    

95% CIb -1.14, -0.93 -1.07, -0.87    

Ls Meanc -1.08 -1.00 -0.08 (-0.18, 0.02) 0.098  

SEc 0.043 0.043    

95% CIc -1.17, -1.00 -1.09, -0.92    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.80 -0.78 -0.02 (-0.07, 0.03) 0.441  

 

  Baseline Actual n 199 217  0.001d  

Mean 1.05 1.06    

SD 1.034 0.994    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.57 0.59    

SD 0.829 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 198    

Mean -0.46 -0.48    

SD 0.993 0.949    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.49 -0.47 -0.02 (-0.14, 0.11) 0.780  

SEb 0.047 0.045    

95% CIb -0.58, -0.40 -0.56, -0.38    

Ls Meanc -0.51 -0.49 -0.02 (-0.17, 0.14) 0.828  

SEc 0.067 0.065    

95% CIc -0.64, -0.38 -0.62, -0.36    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 26 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.42 0.39    

SD 0.780 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.59 -0.67    

SD 0.988 1.018    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.13)     

Ls Meanb -0.66 -0.67 0.01 (-0.12, 0.13) 0.934  

SEb 0.048 0.047    

95% CIb -0.75, -0.57 -0.76, -0.57    

Ls Meanc -0.63 -0.67 0.04 (-0.11, 0.19) 0.601  

SEc 0.065 0.064    

95% CIc -0.75, -0.50 -0.79, -0.54    

 

  Day 15 Actual n 206 196    

Mean 0.18 0.19    

SD 0.524 0.510    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.87 -0.86    

SD 1.035 1.010    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.10)     

Ls Meanb -0.92 -0.89 -0.03 (-0.17, 0.10) 0.619  

SEb 0.049 0.049    

95% CIb -1.02, -0.82 -0.98, -0.79    

Ls Meanc -0.89 -0.83 -0.05 (-0.16, 0.06) 0.354  

SEc 0.046 0.047    

95% CIc -0.98, -0.79 -0.93, -0.74    

 

  Day 29 Actual n 170 171    

Mean 0.12 0.16    

SD 0.410 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 139    

Mean -0.90 -0.87    

SD 1.058 1.027    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.23, 0.03)     

Ls Meanb -0.97 -0.86 -0.10 (-0.24, 0.03) 0.135  

SEb 0.050 0.049    

95% CIb -1.06, -0.87 -0.96, -0.77    

Ls Meanc -0.95 -0.87 -0.08 (-0.19, 0.02) 0.104  

SEc 0.045 0.045    

95% CIc -1.04, -0.86 -0.96, -0.78    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.03)     

Ls Meanb -0.29 -0.28 -0.01 (-0.04, 0.02) 0.574  

 

  Baseline Actual n 199 217  0.003d  

Mean 0.37 0.37    

SD 0.732 0.661    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.29 0.22    

SD 0.681 0.550    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 198    

Mean -0.03 -0.14    

SD 0.811 0.585    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.02, 0.24)     

Ls Meanb -0.06 -0.15 0.09 (0.01, 0.17) 0.023  

SEb 0.030 0.029    

95% CIb -0.12, 0.00 -0.21, -0.10    

Ls Meanc -0.09 -0.17 0.09 (-0.03, 0.20) 0.140  

SEc 0.051 0.050    

95% CIc -0.19, 0.02 -0.27, -0.08    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.19 0.21    

SD 0.537 0.571    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.15 -0.17    

SD 0.719 0.709    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.09)     

Ls Meanb -0.17 -0.16 -0.02 (-0.10, 0.06) 0.694  

SEb 0.030 0.030    

95% CIb -0.23, -0.11 -0.22, -0.10    

Ls Meanc -0.21 -0.21 -0.01 (-0.12, 0.11) 0.919  

SEc 0.049 0.049    

95% CIc -0.31, -0.12 -0.30, -0.11    

 

  Day 15 Actual n 206 196    

Mean 0.05 0.04    

SD 0.345 0.256    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.28 -0.33    

SD 0.769 0.650    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.32 -0.34 0.02 (-0.06, 0.11) 0.625  

SEb 0.032 0.031    

95% CIb -0.38, -0.26 -0.40, -0.28    

Ls Meanc -0.32 -0.34 0.02 (-0.06, 0.09) 0.670  

SEc 0.032 0.032    

95% CIc -0.38, -0.26 -0.40, -0.27    

 

  Day 29 Actual n 170 171    

Mean 0.01 0.04    

SD 0.108 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 133 139    

Mean -0.35 -0.35    

SD 0.789 0.656    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.10)     

Ls Meanb -0.36 -0.35 -0.02 (-0.10, 0.07) 0.713  

SEb 0.032 0.032    

95% CIb -0.43, -0.30 -0.41, -0.29    

Ls Meanc -0.38 -0.34 -0.03 (-0.09, 0.02) 0.238  

SEc 0.024 0.024    

95% CIc -0.42, -0.33 -0.39, -0.30    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.05 (-0.02, 0.12)     

Ls Meanb -0.45 -0.50 0.05 (-0.02, 0.12) 0.133  

 

  Baseline Actual n 199 217  0.266d  

Mean 0.76 0.74    

SD 1.015 1.009    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.61 0.61    

SD 0.902 0.928    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 198    

Mean -0.13 -0.11    

SD 0.988 1.112    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.13 -0.14 0.00 (-0.13, 0.14) 0.953  

SEb 0.051 0.049    

95% CIb -0.23, -0.03 -0.23, -0.04    

Ls Meanc -0.22 -0.21 0.00 (-0.17, 0.16) 0.963  

SEc 0.075 0.072    

95% CIc -0.36, -0.07 -0.36, -0.07    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.52 0.50    

SD 0.877 0.857    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.30 -0.20    

SD 1.186 1.159    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.27 -0.27 0.00 (-0.13, 0.14) 0.972  

SEb 0.051 0.051    

95% CIb -0.37, -0.17 -0.37, -0.17    

Ls Meanc -0.33 -0.31 -0.02 (-0.20, 0.15) 0.808  

SEc 0.076 0.075    

95% CIc -0.48, -0.18 -0.46, -0.16    

 

  Day 15 Actual n 206 196    

Mean 0.23 0.17    

SD 0.612 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.52 -0.57    

SD 1.045 1.120    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.54 -0.60 0.06 (-0.08, 0.20) 0.384  

SEb 0.053 0.053    

95% CIb -0.64, -0.43 -0.70, -0.50    

Ls Meanc -0.54 -0.61 0.07 (-0.05, 0.19) 0.250  

SEc 0.052 0.053    

95% CIc -0.64, -0.43 -0.71, -0.50    

 

  Day 29 Actual n 170 171    

Mean 0.17 0.06    

SD 0.576 0.281    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 133 139    

Mean -0.55 -0.63    

SD 0.988 1.072    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (0.00, 0.27)     

Ls Meanb -0.58 -0.72 0.14 (0.00, 0.28) 0.052  

SEb 0.053 0.052    

95% CIb -0.68, -0.47 -0.82, -0.61    

Ls Meanc -0.58 -0.66 0.08 (-0.02, 0.18) 0.109  

SEc 0.044 0.043    

95% CIc -0.66, -0.49 -0.74, -0.57    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.05 (-0.01, 0.11)     

Ls Meanb -0.37 -0.42 0.05 (-0.01, 0.11) 0.119  

 

  Baseline Actual n 199 217  0.026d  

Mean 0.66 0.63    

SD 0.965 0.919    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.54 0.49    

SD 0.866 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 180 198    

Mean -0.10 -0.12    

SD 0.898 0.959    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.22)     

Ls Meanb -0.07 -0.15 0.08 (-0.04, 0.21) 0.176  

SEb 0.047 0.045    

95% CIb -0.16, 0.03 -0.24, -0.06    

Ls Meanc -0.16 -0.20 0.05 (-0.11, 0.20) 0.563  

SEc 0.068 0.066    

95% CIc -0.29, -0.02 -0.33, -0.07    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.51 0.44    

SD 0.872 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.20 -0.15    

SD 1.080 1.072    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.05, 0.21)     

Ls Meanb -0.14 -0.22 0.07 (-0.05, 0.20) 0.245  

SEb 0.048 0.047    

95% CIb -0.24, -0.05 -0.31, -0.13    

Ls Meanc -0.23 -0.27 0.04 (-0.13, 0.21) 0.637  

SEc 0.073 0.072    

95% CIc -0.37, -0.08 -0.41, -0.13    

 

  Day 15 Actual n 206 196    

Mean 0.21 0.16    

SD 0.576 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.46 -0.43    

SD 0.957 0.986    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.19)     

Ls Meanb -0.44 -0.49 0.05 (-0.08, 0.18) 0.484  

SEb 0.049 0.049    

95% CIb -0.54, -0.35 -0.58, -0.39    

Ls Meanc -0.42 -0.47 0.05 (-0.07, 0.16) 0.401  

SEc 0.049 0.050    

95% CIc -0.51, -0.32 -0.56, -0.37    

 

  Day 29 Actual n 170 171    

Mean 0.13 0.06    

SD 0.469 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 133 139    

Mean -0.49 -0.51    

SD 0.950 0.951    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.05, 0.23)     

Ls Meanb -0.49 -0.57 0.08 (-0.04, 0.21) 0.200  

SEb 0.049 0.048    

95% CIb -0.59, -0.39 -0.67, -0.48    

Ls Meanc -0.49 -0.56 0.07 (-0.03, 0.17) 0.154  

SEc 0.042 0.042    

95% CIc -0.57, -0.41 -0.64, -0.48    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.05)     

Ls Meanb -0.49 -0.49 0.00 (-0.03, 0.04) 0.790  

 

  Baseline Actual n 198 217  0.078d  

Mean 0.58 0.67    

SD 0.761 0.764    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.39 0.40    

SD 0.682 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 179 198    

Mean -0.17 -0.31    

SD 0.797 0.742    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.19)     

Ls Meanb -0.24 -0.30 0.05 (-0.04, 0.15) 0.239  

SEb 0.035 0.033    

95% CIb -0.31, -0.17 -0.36, -0.23    

Ls Meanc -0.26 -0.33 0.07 (-0.05, 0.19) 0.256  

SEc 0.053 0.052    

95% CIc -0.37, -0.16 -0.44, -0.23    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.30 0.27    

SD 0.573 0.523    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 169 168    

Mean -0.29 -0.38    

SD 0.790 0.749    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.38 -0.41 0.02 (-0.07, 0.12) 0.614  

SEb 0.035 0.035    

95% CIb -0.45, -0.31 -0.47, -0.34    

Ls Meanc -0.35 -0.39 0.04 (-0.07, 0.16) 0.443  

SEc 0.048 0.047    

95% CIc -0.45, -0.26 -0.49, -0.30    

 

  Day 15 Actual n 206 196    

Mean 0.14 0.12    

SD 0.424 0.338    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 39 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 150 150    

Mean -0.47 -0.59    

SD 0.730 0.770    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.54 -0.56 0.02 (-0.08, 0.11) 0.738  

SEb 0.037 0.036    

95% CIb -0.61, -0.47 -0.63, -0.49    

Ls Meanc -0.54 -0.59 0.04 (-0.04, 0.13) 0.332  

SEc 0.036 0.036    

95% CIc -0.61, -0.47 -0.66, -0.51    

 

  Day 29 Actual n 170 171    

Mean 0.09 0.09    

SD 0.358 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 132 139    

Mean -0.41 -0.59    

SD 0.709 0.769    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.14)     

Ls Meanb -0.57 -0.57 0.00 (-0.10, 0.10) 0.941  

SEb 0.037 0.036    

95% CIb -0.64, -0.49 -0.64, -0.50    

Ls Meanc -0.49 -0.49 -0.01 (-0.08, 0.06) 0.808  

SEc 0.031 0.031    

95% CIc -0.56, -0.43 -0.55, -0.43    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.08)     

Ls Meanb -0.28 -0.30 0.02 (-0.03, 0.06) 0.497  

 

  Baseline Actual n 199 217  0.048d  

Mean 0.45 0.47    

SD 0.808 0.828    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.36 0.33    

SD 0.723 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 180 198    

Mean -0.09 -0.11    

SD 0.715 0.746    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.11 -0.14 0.03 (-0.07, 0.14) 0.553  

SEb 0.040 0.039    

95% CIb -0.19, -0.03 -0.22, -0.06    

Ls Meanc -0.13 -0.14 0.01 (-0.11, 0.13) 0.855  

SEc 0.055 0.053    

95% CIc -0.23, -0.02 -0.24, -0.03    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.23 0.26    

SD 0.608 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 170 168    

Mean -0.21 -0.19    

SD 0.821 0.882    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.10)     

Ls Meanb -0.21 -0.18 -0.03 (-0.14, 0.08) 0.588  

SEb 0.041 0.040    

95% CIb -0.29, -0.13 -0.26, -0.10    

Ls Meanc -0.23 -0.22 -0.01 (-0.14, 0.12) 0.898  

SEc 0.056 0.056    

95% CIc -0.34, -0.12 -0.33, -0.11    

 

  Day 15 Actual n 206 196    

Mean 0.15 0.08    

SD 0.521 0.356    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.25 -0.31    

SD 0.800 0.787    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.23)     

Ls Meanb -0.30 -0.38 0.08 (-0.03, 0.19) 0.174  

SEb 0.042 0.042    

95% CIb -0.38, -0.21 -0.46, -0.29    

Ls Meanc -0.28 -0.36 0.08 (-0.02, 0.18) 0.131  

SEc 0.044 0.044    

95% CIc -0.36, -0.19 -0.44, -0.27    

 

  Day 29 Actual n 170 171    

Mean 0.08 0.06    

SD 0.351 0.290    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 133 139    

Mean -0.36 -0.36    

SD 0.847 0.834    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.36 -0.41 0.05 (-0.06, 0.16) 0.379  

SEb 0.043 0.042    

95% CIb -0.44, -0.27 -0.49, -0.33    

Ls Meanc -0.37 -0.40 0.03 (-0.05, 0.11) 0.465  

SEc 0.035 0.034    

95% CIc -0.44, -0.30 -0.47, -0.33    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.07)     

Ls Meanb -0.48 -0.50 0.02 (-0.02, 0.06) 0.362  

 

  Baseline Actual n 198 217  <.001d  

Mean 0.62 0.64    

SD 0.808 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 241 248    

Mean 0.35 0.34    

SD 0.674 0.647    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 179 198    

Mean -0.22 -0.33    

SD 0.788 0.811    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.18)     

Ls Meanb -0.27 -0.33 0.05 (-0.04, 0.15) 0.262  

SEb 0.036 0.035    

95% CIb -0.34, -0.20 -0.39, -0.26    

Ls Meanc -0.26 -0.32 0.06 (-0.06, 0.18) 0.324  

SEc 0.054 0.052    

95% CIc -0.37, -0.16 -0.43, -0.22    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.31 0.20    

SD 0.699 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 169 168    

Mean -0.33 -0.46    

SD 0.857 0.895    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.20)     

Ls Meanb -0.39 -0.45 0.07 (-0.03, 0.17) 0.185  

SEb 0.037 0.036    

95% CIb -0.46, -0.31 -0.52, -0.38    

Ls Meanc -0.38 -0.47 0.09 (-0.03, 0.22) 0.140  

SEc 0.054 0.053    

95% CIc -0.49, -0.27 -0.58, -0.37    

 

  Day 15 Actual n 206 196    

Mean 0.13 0.09    

SD 0.435 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 150 150    

Mean -0.41 -0.57    

SD 0.821 0.838    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.53 -0.56 0.03 (-0.07, 0.13) 0.552  

SEb 0.039 0.038    

95% CIb -0.60, -0.45 -0.63, -0.48    

Ls Meanc -0.49 -0.53 0.04 (-0.04, 0.13) 0.331  

SEc 0.037 0.037    

95% CIc -0.56, -0.41 -0.60, -0.46    

 

  Day 29 Actual n 170 171    

Mean 0.08 0.11    

SD 0.361 0.344    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 132 139    

Mean -0.51 -0.51    

SD 0.869 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.23, 0.03)     

Ls Meanb -0.60 -0.51 -0.08 (-0.19, 0.02) 0.129  

SEb 0.039 0.038    

95% CIb -0.67, -0.52 -0.59, -0.44    

Ls Meanc -0.56 -0.53 -0.03 (-0.13, 0.06) 0.473  

SEc 0.040 0.040    

95% CIc -0.64, -0.49 -0.61, -0.45    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.08 -0.08 0.00 (-0.01, 0.01) 0.896  

 

  Baseline Actual n 199 217  0.938d  

Mean 0.13 0.08    

SD 0.492 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 241 248    

Mean 0.04 0.03    

SD 0.255 0.245    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 180 198    

Mean -0.07 -0.05    

SD 0.468 0.394    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.05, 0.11)     

Ls Meanb -0.04 -0.05 0.01 (-0.02, 0.05) 0.485  

SEb 0.014 0.013    

95% CIb -0.07, -0.01 -0.08, -0.03    

Ls Meanc -0.06 -0.08 0.01 (-0.04, 0.07) 0.687  

SEc 0.024 0.023    

95% CIc -0.11, -0.02 -0.12, -0.03    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 221 216    

Mean 0.03 0.02    

SD 0.232 0.203    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 170 168    

Mean -0.09 -0.04    

SD 0.501 0.408    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.06)     

Ls Meanb -0.07 -0.05 -0.01 (-0.05, 0.02) 0.493  

SEb 0.014 0.014    

95% CIb -0.09, -0.04 -0.08, -0.03    

Ls Meanc -0.07 -0.07 -0.01 (-0.06, 0.05) 0.822  

SEc 0.022 0.022    

95% CIc -0.12, -0.03 -0.11, -0.03    

 

  Day 15 Actual n 206 196    

Mean 0.01 0.00    

SD 0.139 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 151 150    

Mean -0.13 -0.05    

SD 0.520 0.268    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.10)     

Ls Meanb -0.09 -0.09 0.00 (-0.03, 0.04) 0.804  

SEb 0.015 0.014    

95% CIb -0.12, -0.06 -0.12, -0.06    

Ls Meanc -0.08 -0.09 0.01 (-0.02, 0.03) 0.596  

SEc 0.011 0.011    

95% CIc -0.10, -0.06 -0.11, -0.07    

 

  Day 29 Actual n 170 171    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 133 139    

Mean -0.14 -0.05    

SD 0.547 0.278    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.10 -0.10 0.00 (-0.04, 0.04) 0.958  

SEb 0.015 0.015    

95% CIb -0.13, -0.07 -0.13, -0.07    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Baseline Vitamin 

D ≥ 30 ng/mL 

Body Aches Overall  Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.79 -0.79 0.00 (-0.11, 0.10) 0.963  

 

  Baseline Actual n 59 52    

Mean 1.20 1.04    

SD 1.126 0.949    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.55 0.59    

SD 0.867 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 50    

Mean -0.70 -0.40    

SD 1.093 0.969    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.41, 0.04)     

Ls Meanb -0.63 -0.44 -0.19 (-0.43, 0.04) 0.106  

SEb 0.091 0.094    

95% CIb -0.81, -0.46 -0.62, -0.26    

Ls Meanc -0.63 -0.41 -0.22 (-0.51, 0.06) 0.127  

SEc 0.141 0.139    

95% CIc -0.91, -0.35 -0.69, -0.13    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.32 0.35    

SD 0.758 0.770    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 53 43    

Mean -0.87 -0.60    

SD 1.144 0.979    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.21)     

Ls Meanb -0.76 -0.73 -0.02 (-0.27, 0.22) 0.840  

SEb 0.091 0.097    

95% CIb -0.94, -0.58 -0.92, -0.54    

Ls Meanc -0.81 -0.76 -0.04 (-0.33, 0.25) 0.776  

SEc 0.142 0.147    

95% CIc -1.09, -0.52 -1.06, -0.47    

 

  Day 15 Actual n 54 56    

Mean 0.31 0.11    

SD 0.722 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.93 -0.82    

SD 1.223 0.970    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.14, 0.35)     

Ls Meanb -0.80 -0.91 0.11 (-0.14, 0.37) 0.387  

SEb 0.098 0.102    

95% CIb -0.99, -0.61 -1.11, -0.71    

Ls Meanc -0.67 -0.88 0.21 (-0.05, 0.47) 0.117  

SEc 0.145 0.142    

95% CIc -0.95, -0.38 -1.16, -0.59    

 

  Day 29 Actual n 44 38    

Mean 0.16 0.05    

SD 0.526 0.324    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 38 32    

Mean -1.13 -1.03    

SD 1.212 1.062    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.20, 0.30)     

Ls Meanb -0.88 -0.93 0.05 (-0.21, 0.31) 0.715  

SEb 0.098 0.104    

95% CIb -1.07, -0.69 -1.13, -0.72    

Ls Meanc -0.98 -1.08 0.09 (-0.15, 0.34) 0.447  

SEc 0.115 0.116    

95% CIc -1.21, -0.75 -1.31, -0.84    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.04 (-0.08, 0.00)     

Ls Meanb -0.71 -0.67 -0.04 (-0.07, 0.00) 0.067  

 

  Baseline Actual n 59 52    

Mean 0.73 0.75    

SD 0.962 0.837    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.31 0.29    

SD 0.660 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 50    

Mean -0.37 -0.44    

SD 1.138 0.733    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.17)     

Ls Meanb -0.45 -0.47 0.02 (-0.11, 0.15) 0.741  

SEb 0.048 0.049    

95% CIb -0.54, -0.36 -0.57, -0.37    

Ls Meanc -0.37 -0.39 0.02 (-0.23, 0.27) 0.868  

SEc 0.125 0.123    

95% CIc -0.62, -0.12 -0.63, -0.14    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.03 0.16    

SD 0.177 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 53 43    

Mean -0.62 -0.51    

SD 0.925 0.935    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.28, 0.02)     

Ls Meanb -0.72 -0.60 -0.12 (-0.25, 0.02) 0.082  

SEb 0.048 0.053    

95% CIb -0.81, -0.62 -0.70, -0.50    

Ls Meanc -0.72 -0.57 -0.15 (-0.32, 0.01) 0.072  

SEc 0.082 0.085    

95% CIc -0.88, -0.55 -0.73, -0.40    

 

  Day 15 Actual n 54 56    

Mean 0.04 0.04    

SD 0.191 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.70 -0.72    

SD 0.964 0.826    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.14)     

Ls Meanb -0.72 -0.71 -0.01 (-0.16, 0.13) 0.852  

SEb 0.053 0.055    

95% CIb -0.82, -0.62 -0.82, -0.60    

Ls Meanc -0.73 -0.73 0.00 (-0.12, 0.12) 0.986  

SEc 0.068 0.066    

95% CIc -0.86, -0.59 -0.86, -0.60    

 

  Day 29 Actual n 44 38    

Mean 0.00 0.05    

SD 0.000 0.324    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 38 32    

Mean -0.79 -0.72    

SD 0.991 0.851    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.16)     

Ls Meanb -0.75 -0.74 -0.01 (-0.16, 0.14) 0.894  

SEb 0.055 0.060    

95% CIb -0.86, -0.64 -0.86, -0.62    

Ls Meanc -0.82 -0.73 -0.09 (-0.21, 0.03) 0.154  

SEc 0.057 0.058    

95% CIc -0.94, -0.71 -0.85, -0.62    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.03 (-0.05, 0.11)     

Ls Meanb -0.44 -0.46 0.03 (-0.04, 0.09) 0.459  

 

  Baseline Actual n 59 52    

Mean 0.80 0.50    

SD 0.826 0.804    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.62 0.33    

SD 0.823 0.505    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 50    

Mean -0.11 -0.16    

SD 0.904 0.710    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.29 (0.08, 0.49)     

Ls Meanb -0.05 -0.28 0.23 (0.06, 0.40) 0.007  

SEb 0.064 0.067    

95% CIb -0.17, 0.08 -0.41, -0.15    

Ls Meanc -0.11 -0.30 0.19 (-0.07, 0.45) 0.150  

SEc 0.127 0.127    

95% CIc -0.37, 0.14 -0.55, -0.05    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.41 0.35    

SD 0.586 0.655    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 53 43    

Mean -0.36 -0.12    

SD 0.736 0.586    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.16, 0.27)     

Ls Meanb -0.28 -0.32 0.05 (-0.13, 0.22) 0.603  

SEb 0.065 0.070    

95% CIb -0.40, -0.15 -0.46, -0.19    

Ls Meanc -0.33 -0.26 -0.07 (-0.28, 0.15) 0.535  

SEc 0.102 0.106    

95% CIc -0.53, -0.13 -0.47, -0.05    

 

  Day 15 Actual n 54 56    

Mean 0.13 0.07    

SD 0.339 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.65 -0.38    

SD 0.813 0.711    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.21, 0.24)     

Ls Meanb -0.55 -0.56 0.01 (-0.17, 0.20) 0.896  

SEb 0.070 0.074    

95% CIb -0.69, -0.41 -0.71, -0.42    

Ls Meanc -0.49 -0.59 0.10 (-0.03, 0.23) 0.123  

SEc 0.069 0.069    

95% CIc -0.63, -0.36 -0.73, -0.46    

 

  Day 29 Actual n 44 38    

Mean 0.00 0.11    

SD 0.000 0.453    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 38 32    

Mean -0.74 -0.38    

SD 0.860 0.793    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.33, 0.14)     

Ls Meanb -0.59 -0.51 -0.08 (-0.27, 0.11) 0.424  

SEb 0.071 0.076    

95% CIb -0.73, -0.45 -0.66, -0.36    

Ls Meanc -0.63 -0.54 -0.10 (-0.22, 0.03) 0.128  

SEc 0.057 0.059    

95% CIc -0.75, -0.52 -0.66, -0.42    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.04 (-0.09, 0.16)     

Ls Meanb -0.65 -0.68 0.03 (-0.07, 0.13) 0.570  

 

  Baseline Actual n 59 52    

Mean 1.31 1.10    

SD 0.836 0.799    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 1.09 1.07    

SD 0.824 0.773    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 54 50    

Mean -0.22 0.00    

SD 0.718 0.782    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.38, 0.17)     

Ls Meanb -0.13 -0.04 -0.09 (-0.31, 0.14) 0.453  

SEb 0.088 0.091    

95% CIb -0.30, 0.05 -0.22, 0.14    

Ls Meanc -0.09 0.01 -0.11 (-0.37, 0.16) 0.423  

SEc 0.131 0.129    

95% CIc -0.35, 0.17 -0.24, 0.27    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.83 0.84    

SD 0.730 0.872    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

   Change n 53 43    

Mean -0.45 -0.28    

SD 0.695 0.797    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.32, 0.24)     

Ls Meanb -0.37 -0.33 -0.03 (-0.26, 0.20) 0.781  

SEb 0.088 0.094    

95% CIb -0.54, -0.19 -0.52, -0.15    

Ls Meanc -0.38 -0.32 -0.06 (-0.33, 0.20) 0.632  

SEc 0.129 0.133    

95% CIc -0.64, -0.12 -0.58, -0.05    

 

  Day 15 Actual n 54 56    

Mean 0.44 0.38    

SD 0.664 0.620    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.81 -0.72    

SD 0.794 0.857    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.27, 0.33)     

Ls Meanb -0.75 -0.78 0.03 (-0.22, 0.27) 0.834  

SEb 0.095 0.099    

95% CIb -0.94, -0.56 -0.97, -0.58    

Ls Meanc -0.53 -0.61 0.09 (-0.18, 0.35) 0.510  

SEc 0.144 0.140    

95% CIc -0.81, -0.24 -0.89, -0.34    

 

  Day 29 Actual n 44 38    

Mean 0.27 0.18    

SD 0.624 0.457    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 38 32    

Mean -1.16 -0.94    

SD 0.789 0.840    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.28, 0.33)     

Ls Meanb -0.95 -0.97 0.02 (-0.23, 0.27) 0.873  

SEb 0.094 0.100    

95% CIb -1.13, -0.76 -1.16, -0.77    

Ls Meanc -0.96 -1.06 0.10 (-0.16, 0.37) 0.428  

SEc 0.121 0.122    

95% CIc -1.20, -0.72 -1.31, -0.82    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.04, 0.07)     

Ls Meanb -0.33 -0.34 0.01 (-0.03, 0.05) 0.673  

 

  Baseline Actual n 59 52    

Mean 0.47 0.42    

SD 0.858 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.31 0.17    

SD 0.635 0.419    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 50    

Mean -0.20 -0.18    

SD 0.855 0.691    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.05, 0.30)     

Ls Meanb -0.14 -0.24 0.10 (-0.04, 0.24) 0.151  

SEb 0.051 0.053    

95% CIb -0.24, -0.04 -0.34, -0.13    

Ls Meanc -0.15 -0.23 0.08 (-0.11, 0.28) 0.403  

SEc 0.098 0.096    

95% CIc -0.34, 0.05 -0.42, -0.04    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 62 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.21 0.21    

SD 0.481 0.604    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 53 43    

Mean -0.28 -0.23    

SD 0.841 0.611    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.11, 0.25)     

Ls Meanb -0.23 -0.28 0.05 (-0.09, 0.19) 0.471  

SEb 0.052 0.056    

95% CIb -0.33, -0.13 -0.39, -0.17    

Ls Meanc -0.22 -0.26 0.04 (-0.15, 0.23) 0.687  

SEc 0.094 0.096    

95% CIc -0.41, -0.03 -0.45, -0.07    

 

  Day 15 Actual n 54 56    

Mean 0.09 0.09    

SD 0.351 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.40 -0.26    

SD 1.050 0.715    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.18, 0.21)     

Ls Meanb -0.32 -0.34 0.01 (-0.14, 0.17) 0.851  

SEb 0.056 0.059    

95% CIb -0.43, -0.21 -0.45, -0.22    

Ls Meanc -0.33 -0.39 0.06 (-0.11, 0.23) 0.480  

SEc 0.094 0.091    

95% CIc -0.52, -0.14 -0.57, -0.21    

 

  Day 29 Actual n 44 38    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 38 32    

Mean -0.39 -0.31    

SD 0.823 0.592    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.21, 0.20)     

Ls Meanb -0.41 -0.40 0.00 (-0.16, 0.16) 0.987  

SEb 0.058 0.063    

95% CIb -0.52, -0.29 -0.53, -0.28    

Ls Meanc -0.36 -0.36 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.36, -0.36 -0.36, -0.36    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.12 (0.04, 0.21)     

Ls Meanb -0.15 -0.24 0.10 (0.03, 0.17) 0.005  

 

  Baseline Actual n 59 52    

Mean 0.34 0.29    

SD 0.822 0.750    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.34 0.28    

SD 0.691 0.662    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 50    

Mean 0.00 0.04    

SD 0.644 0.832    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.23, 0.19)     

Ls Meanb -0.02 0.00 -0.01 (-0.18, 0.15) 0.878  

SEb 0.063 0.066    

95% CIb -0.14, 0.11 -0.13, 0.13    

Ls Meanc 0.05 0.05 0.00 (-0.24, 0.24) 0.997  

SEc 0.119 0.118    

95% CIc -0.19, 0.28 -0.18, 0.28    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.19 0.27    

SD 0.535 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 53 43    

Mean -0.15 -0.02    

SD 0.718 0.672    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.33, 0.10)     

Ls Meanb -0.13 -0.04 -0.09 (-0.26, 0.08) 0.280  

SEb 0.064 0.068    

95% CIb -0.25, 0.00 -0.17, 0.10    

Ls Meanc -0.10 0.02 -0.12 (-0.33, 0.09) 0.248  

SEc 0.105 0.108    

95% CIc -0.31, 0.11 -0.19, 0.24    

 

  Day 15 Actual n 54 56    

Mean 0.13 0.07    

SD 0.516 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.09 -0.33    

SD 0.840 0.806    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.28 (0.05, 0.51)     

Ls Meanb -0.09 -0.31 0.22 (0.04, 0.40) 0.018  

SEb 0.069 0.072    

95% CIb -0.23, 0.04 -0.45, -0.17    

Ls Meanc -0.13 -0.32 0.18 (-0.01, 0.37) 0.060  

SEc 0.106 0.101    

95% CIc -0.35, 0.08 -0.52, -0.12    

 

  Day 29 Actual n 44 38    

Mean 0.05 0.00    

SD 0.302 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 38 32    

Mean -0.34 -0.34    

SD 0.938 0.827    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.17, 0.30)     

Ls Meanb -0.29 -0.34 0.05 (-0.14, 0.24) 0.597  

SEb 0.069 0.074    

95% CIb -0.42, -0.15 -0.48, -0.19    

Ls Meanc -0.35 -0.39 0.04 (-0.08, 0.17) 0.501  

SEc 0.058 0.059    

95% CIc -0.46, -0.23 -0.50, -0.27    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.16 (0.03, 0.28)     

Ls Meanb -0.79 -0.94 0.16 (0.03, 0.28) 0.017  

 

  Baseline Actual n 59 52    

Mean 1.37 1.21    

SD 1.015 0.977    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.95 0.88    

SD 1.067 0.814    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 54 50    

Mean -0.39 -0.30    

SD 1.106 0.995    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.25, 0.29)     

Ls Meanb -0.39 -0.41 0.02 (-0.25, 0.29) 0.872  

SEb 0.105 0.108    

95% CIb -0.59, -0.18 -0.62, -0.20    

Ls Meanc -0.30 -0.31 0.01 (-0.33, 0.35) 0.972  

SEc 0.170 0.166    

95% CIc -0.64, 0.04 -0.64, 0.02    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.79 0.60    

SD 0.986 0.757    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 2.00    

 

   Change n 53 43    

Mean -0.60 -0.70    

SD 0.987 1.124    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.18 (-0.09, 0.46)     

Ls Meanb -0.56 -0.74 0.18 (-0.09, 0.46) 0.195  

SEb 0.106 0.112    

95% CIb -0.76, -0.35 -0.96, -0.52    

Ls Meanc -0.67 -0.91 0.23 (-0.10, 0.57) 0.173  

SEc 0.168 0.172    

95% CIc -1.01, -0.34 -1.25, -0.57    

 

  Day 15 Actual n 54 56    

Mean 0.50 0.36    

SD 0.771 0.672    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.93 -0.97    

SD 1.009 1.013    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.20 (-0.10, 0.49)     

Ls Meanb -0.84 -1.04 0.20 (-0.10, 0.49) 0.187  

SEb 0.113 0.118    

95% CIb -1.06, -0.62 -1.27, -0.81    

Ls Meanc -0.87 -1.11 0.23 (-0.06, 0.53) 0.122  

SEc 0.162 0.156    

95% CIc -1.20, -0.55 -1.42, -0.80    

 

  Day 29 Actual n 44 38    

Mean 0.32 0.18    

SD 0.639 0.512    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 38 32    

Mean -1.13 -1.16    

SD 0.935 1.081    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.22 (-0.07, 0.52)     

Ls Meanb -0.94 -1.16 0.22 (-0.07, 0.52) 0.141  

SEb 0.112 0.119    

95% CIb -1.16, -0.72 -1.39, -0.93    

Ls Meanc -1.07 -1.23 0.16 (-0.11, 0.43) 0.238  

SEc 0.127 0.128    

95% CIc -1.32, -0.82 -1.49, -0.98    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 70 of 1056 

Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.06 (-0.13, 0.01)     

Ls Meanb -0.64 -0.58 -0.06 (-0.13, 0.01) 0.076  

 

  Baseline Actual n 59 52    

Mean 0.86 1.02    

SD 0.937 0.980    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.40 0.45    

SD 0.725 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 50    

Mean -0.43 -0.60    

SD 0.924 0.926    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.22, 0.18)     

Ls Meanb -0.47 -0.45 -0.02 (-0.21, 0.18) 0.874  

SEb 0.072 0.075    

95% CIb -0.61, -0.32 -0.60, -0.30    

Ls Meanc -0.56 -0.60 0.05 (-0.20, 0.30) 0.702  

SEc 0.124 0.125    

95% CIc -0.80, -0.31 -0.85, -0.36    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.35 0.40    

SD 0.722 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 53 43    

Mean -0.51 -0.56    

SD 1.012 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.31, 0.11)     

Ls Meanb -0.52 -0.42 -0.10 (-0.29, 0.10) 0.347  

SEb 0.073 0.079    

95% CIb -0.66, -0.37 -0.57, -0.27    

Ls Meanc -0.65 -0.57 -0.08 (-0.32, 0.16) 0.520  

SEc 0.120 0.125    

95% CIc -0.89, -0.42 -0.82, -0.33    

 

  Day 15 Actual n 54 56    

Mean 0.15 0.25    

SD 0.492 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.70 -0.82    

SD 0.939 0.914    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.20)     

Ls Meanb -0.71 -0.68 -0.02 (-0.24, 0.19) 0.840  

SEb 0.079 0.083    

95% CIb -0.86, -0.55 -0.85, -0.52    

Ls Meanc -0.69 -0.66 -0.03 (-0.21, 0.16) 0.779  

SEc 0.102 0.099    

95% CIc -0.89, -0.49 -0.86, -0.47    

 

  Day 29 Actual n 44 38    

Mean 0.07 0.11    

SD 0.334 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 38 32    

Mean -0.82 -0.81    

SD 0.926 0.821    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.22)     

Ls Meanb -0.81 -0.79 -0.02 (-0.24, 0.21) 0.882  

SEb 0.081 0.087    

95% CIb -0.97, -0.65 -0.96, -0.62    

Ls Meanc -0.75 -0.72 -0.03 (-0.17, 0.11) 0.648  

SEc 0.066 0.067    

95% CIc -0.89, -0.62 -0.86, -0.59    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.09 (-0.18, 0.01)     

Ls Meanb -1.04 -0.95 -0.09 (-0.19, 0.01) 0.071  

 

  Baseline Actual n 59 52    

Mean 1.34 1.15    

SD 1.044 0.998    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.62 0.61    

SD 0.930 0.790    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 50    

Mean -0.80 -0.52    

SD 1.088 0.931    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.38, 0.06)     

Ls Meanb -0.75 -0.59 -0.16 (-0.39, 0.06) 0.148  

SEb 0.086 0.089    

95% CIb -0.92, -0.58 -0.76, -0.41    

Ls Meanc -0.83 -0.62 -0.21 (-0.51, 0.08) 0.157  

SEc 0.147 0.144    

95% CIc -1.12, -0.54 -0.90, -0.33    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.33 0.31    

SD 0.783 0.737    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 53 43    

Mean -1.02 -0.77    

SD 1.083 1.065    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.16)     

Ls Meanb -0.93 -0.87 -0.06 (-0.29, 0.17) 0.587  

SEb 0.087 0.093    

95% CIb -1.10, -0.76 -1.05, -0.69    

Ls Meanc -1.02 -0.95 -0.06 (-0.37, 0.24) 0.678  

SEc 0.151 0.155    

95% CIc -1.32, -0.72 -1.26, -0.64    

 

  Day 15 Actual n 54 56    

Mean 0.19 0.11    

SD 0.585 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -1.21 -0.97    

SD 1.036 1.088    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.21, 0.27)     

Ls Meanb -1.06 -1.09 0.03 (-0.22, 0.27) 0.832  

SEb 0.094 0.098    

95% CIb -1.25, -0.88 -1.28, -0.90    

Ls Meanc -0.98 -1.07 0.08 (-0.15, 0.32) 0.482  

SEc 0.128 0.125    

95% CIc -1.24, -0.73 -1.31, -0.82    

 

  Day 29 Actual n 44 38    

Mean 0.09 0.13    

SD 0.421 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 38 32    

Mean -1.39 -1.06    

SD 1.028 1.243    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.38, 0.11)     

Ls Meanb -1.17 -1.03 -0.14 (-0.39, 0.11) 0.268  

SEb 0.093 0.099    

95% CIb -1.35, -0.99 -1.22, -0.84    

Ls Meanc -1.24 -1.14 -0.10 (-0.35, 0.15) 0.420  

SEc 0.116 0.116    

95% CIc -1.47, -1.01 -1.37, -0.90    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.42 -0.40 -0.02 (-0.06, 0.01) 0.224  

 

  Baseline Actual n 59 52    

Mean 0.54 0.44    

SD 0.837 0.725    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.34 0.19    

SD 0.668 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 54 50    

Mean -0.15 -0.22    

SD 0.920 0.679    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.23 (0.08, 0.39)     

Ls Meanb -0.10 -0.29 0.18 (0.06, 0.30) 0.003  

SEb 0.045 0.047    

95% CIb -0.19, -0.01 -0.38, -0.19    

Ls Meanc -0.10 -0.28 0.18 (-0.05, 0.41) 0.129  

SEc 0.115 0.113    

95% CIc -0.33, 0.12 -0.50, -0.06    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.14 0.24    

SD 0.435 0.619    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 53 43    

Mean -0.38 -0.21    

SD 0.985 0.709    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.06)     

Ls Meanb -0.34 -0.26 -0.08 (-0.21, 0.05) 0.221  

SEb 0.046 0.050    

95% CIb -0.43, -0.25 -0.36, -0.17    

Ls Meanc -0.45 -0.37 -0.09 (-0.30, 0.12) 0.398  

SEc 0.103 0.105    

95% CIc -0.66, -0.25 -0.57, -0.16    

 

  Day 15 Actual n 54 56    

Mean 0.02 0.04    

SD 0.136 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.56 -0.36    

SD 0.854 0.628    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.17)     

Ls Meanb -0.47 -0.47 0.00 (-0.14, 0.13) 0.946  

SEb 0.050 0.053    

95% CIb -0.57, -0.37 -0.57, -0.36    

Ls Meanc -0.47 -0.48 0.01 (-0.04, 0.06) 0.617  

SEc 0.028 0.027    

95% CIc -0.52, -0.41 -0.53, -0.43    

 

  Day 29 Actual n 44 38    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 38 32    

Mean -0.66 -0.34    

SD 0.909 0.653    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.18)     

Ls Meanb -0.48 -0.47 -0.01 (-0.15, 0.14) 0.938  

SEb 0.052 0.056    

95% CIb -0.58, -0.38 -0.58, -0.36    

Ls Meanc -0.51 -0.51 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.51, -0.51 -0.51, -0.51    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.05 (-0.07, 0.17)     

Ls Meanb -0.48 -0.53 0.05 (-0.07, 0.17) 0.383  

 

  Baseline Actual n 59 52    

Mean 0.49 0.79    

SD 0.917 1.054    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.49 0.71    

SD 0.937 0.876    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 50    

Mean 0.02 -0.18    

SD 1.090 0.850    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.32, 0.15)     

Ls Meanb -0.21 -0.12 -0.09 (-0.32, 0.15) 0.466  

SEb 0.092 0.095    

95% CIb -0.39, -0.03 -0.31, 0.06    

Ls Meanc -0.22 -0.19 -0.03 (-0.34, 0.28) 0.860  

SEc 0.153 0.150    

95% CIc -0.52, 0.08 -0.49, 0.10    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.24 0.53    

SD 0.615 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 53 43    

Mean -0.19 -0.33    

SD 1.057 1.267    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.38, 0.11)     

Ls Meanb -0.40 -0.26 -0.13 (-0.37, 0.10) 0.272  

SEb 0.092 0.098    

95% CIb -0.58, -0.22 -0.46, -0.07    

Ls Meanc -0.62 -0.34 -0.28 (-0.57, 0.01) 0.058  

SEc 0.142 0.146    

95% CIc -0.90, -0.34 -0.63, -0.05    

 

  Day 15 Actual n 54 56    

Mean 0.17 0.18    

SD 0.541 0.471    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.33 -0.62    

SD 1.017 1.227    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.22, 0.29)     

Ls Meanb -0.55 -0.58 0.03 (-0.22, 0.28) 0.811  

SEb 0.098 0.102    

95% CIb -0.75, -0.36 -0.78, -0.38    

Ls Meanc -0.57 -0.58 0.00 (-0.25, 0.26) 0.978  

SEc 0.142 0.137    

95% CIc -0.86, -0.29 -0.85, -0.31    

 

  Day 29 Actual n 44 38    

Mean 0.11 0.08    

SD 0.443 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 38 32    

Mean -0.29 -0.84    

SD 0.802 1.167    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.24 (-0.02, 0.49)     

Ls Meanb -0.53 -0.76 0.23 (-0.02, 0.49) 0.072  

SEb 0.097 0.102    

95% CIb -0.72, -0.34 -0.96, -0.56    

Ls Meanc -0.55 -0.65 0.10 (-0.10, 0.30) 0.331  

SEc 0.092 0.093    

95% CIc -0.73, -0.36 -0.83, -0.46    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.56 -0.59 0.03 (-0.08, 0.14) 0.536  

 

  Baseline Actual n 59 52    

Mean 0.54 0.87    

SD 0.953 1.085    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.29 0.59    

SD 0.701 0.846    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 54 50    

Mean -0.17 -0.40    

SD 0.885 0.990    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.34, 0.08)     

Ls Meanb -0.41 -0.28 -0.13 (-0.35, 0.08) 0.234  

SEb 0.085 0.088    

95% CIb -0.58, -0.24 -0.45, -0.11    

Ls Meanc -0.43 -0.35 -0.07 (-0.34, 0.19) 0.585  

SEc 0.130 0.128    

95% CIc -0.68, -0.17 -0.61, -0.10    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.21 0.40    

SD 0.572 0.778    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 53 43    

Mean -0.28 -0.56    

SD 1.133 1.161    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.15)     

Ls Meanb -0.50 -0.43 -0.06 (-0.28, 0.16) 0.568  

SEb 0.086 0.090    

95% CIb -0.66, -0.33 -0.61, -0.26    

Ls Meanc -0.66 -0.50 -0.16 (-0.42, 0.11) 0.244  

SEc 0.130 0.134    

95% CIc -0.92, -0.40 -0.77, -0.24    

 

  Day 15 Actual n 54 56    

Mean 0.13 0.13    

SD 0.478 0.384    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.47 -0.74    

SD 1.141 1.251    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.17, 0.29)     

Ls Meanb -0.62 -0.68 0.06 (-0.17, 0.29) 0.606  

SEb 0.091 0.094    

95% CIb -0.80, -0.44 -0.86, -0.49    

Ls Meanc -0.72 -0.70 -0.02 (-0.23, 0.20) 0.873  

SEc 0.119 0.115    

95% CIc -0.95, -0.48 -0.93, -0.47    

 

  Day 29 Actual n 44 38    

Mean 0.07 0.05    

SD 0.334 0.226    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 38 32    

Mean -0.47 -0.94    

SD 0.979 1.190    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.17, 0.29)     

Ls Meanb -0.68 -0.74 0.06 (-0.17, 0.29) 0.611  

SEb 0.090 0.094    

95% CIb -0.86, -0.50 -0.93, -0.56    

Ls Meanc -0.75 -0.72 -0.03 (-0.19, 0.13) 0.737  

SEc 0.075 0.075    

95% CIc -0.90, -0.60 -0.87, -0.57    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.10 (0.01, 0.19)     

Ls Meanb -0.33 -0.41 0.08 (0.01, 0.14) 0.027  

 

  Baseline Actual n 59 52    

Mean 0.63 0.50    

SD 0.763 0.754    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.51 0.26    

SD 0.664 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 54 50    

Mean -0.07 -0.28    

SD 0.866 0.671    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.33 (0.12, 0.54)     

Ls Meanb -0.05 -0.30 0.25 (0.09, 0.41) 0.003  

SEb 0.062 0.064    

95% CIb -0.17, 0.07 -0.42, -0.17    

Ls Meanc -0.08 -0.32 0.24 (0.02, 0.46) 0.035  

SEc 0.111 0.110    

95% CIc -0.31, 0.14 -0.54, -0.11    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.33 0.26    

SD 0.596 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 53 43    

Mean -0.28 -0.26    

SD 0.769 0.693    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.15, 0.29)     

Ls Meanb -0.26 -0.32 0.06 (-0.11, 0.22) 0.507  

SEb 0.063 0.067    

95% CIb -0.38, -0.14 -0.45, -0.19    

Ls Meanc -0.26 -0.31 0.04 (-0.20, 0.28) 0.719  

SEc 0.118 0.121    

95% CIc -0.50, -0.03 -0.55, -0.07    

 

  Day 15 Actual n 54 56    

Mean 0.20 0.11    

SD 0.407 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.40 -0.41    

SD 0.760 0.677    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.09, 0.38)     

Ls Meanb -0.33 -0.44 0.11 (-0.07, 0.29) 0.236  

SEb 0.068 0.071    

95% CIb -0.47, -0.20 -0.58, -0.30    

Ls Meanc -0.41 -0.50 0.10 (-0.07, 0.26) 0.235  

SEc 0.091 0.088    

95% CIc -0.59, -0.22 -0.68, -0.33    

 

  Day 29 Actual n 44 38    

Mean 0.09 0.18    

SD 0.291 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 38 32    

Mean -0.39 -0.31    

SD 0.679 0.644    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.28, 0.20)     

Ls Meanb -0.45 -0.41 -0.03 (-0.22, 0.15) 0.718  

SEb 0.068 0.072    

95% CIb -0.58, -0.31 -0.56, -0.27    

Ls Meanc -0.36 -0.30 -0.06 (-0.24, 0.12) 0.495  

SEc 0.085 0.086    

95% CIc -0.53, -0.19 -0.47, -0.13    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.17 (0.08, 0.27)     

Ls Meanb -0.17 -0.31 0.14 (0.06, 0.21) 0.001  

 

  Baseline Actual n 59 52    

Mean 0.41 0.35    

SD 0.833 0.738    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.34 0.30    

SD 0.691 0.649    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 50    

Mean -0.06 0.04    

SD 0.685 0.699    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.33, 0.15)     

Ls Meanb -0.10 -0.03 -0.07 (-0.26, 0.12) 0.468  

SEb 0.073 0.076    

95% CIb -0.25, 0.04 -0.18, 0.12    

Ls Meanc -0.04 0.03 -0.07 (-0.30, 0.16) 0.553  

SEc 0.116 0.114    

95% CIc -0.27, 0.19 -0.20, 0.25    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.30 0.29    

SD 0.775 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 53 43    

Mean -0.13 -0.12    

SD 0.833 0.448    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 4.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.23, 0.27)     

Ls Meanb -0.14 -0.15 0.02 (-0.18, 0.21) 0.873  

SEb 0.074 0.079    

95% CIb -0.28, 0.01 -0.31, 0.00    

Ls Meanc -0.07 -0.07 0.00 (-0.24, 0.24) 0.987  

SEc 0.120 0.123    

95% CIc -0.31, 0.17 -0.32, 0.17    

 

  Day 15 Actual n 54 56    

Mean 0.22 0.02    

SD 0.572 0.134    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.14 -0.38    

SD 0.889 0.782    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.35 (0.08, 0.62)     

Ls Meanb -0.13 -0.41 0.28 (0.07, 0.49) 0.010  

SEb 0.080 0.084    

95% CIb -0.28, 0.03 -0.57, -0.24    

Ls Meanc -0.18 -0.44 0.26 (0.06, 0.47) 0.013  

SEc 0.113 0.109    

95% CIc -0.40, 0.05 -0.65, -0.22    

 

  Day 29 Actual n 44 38    

Mean 0.16 0.08    

SD 0.479 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 38 32    

Mean -0.24 -0.31    

SD 0.913 0.738    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.18, 0.37)     

Ls Meanb -0.26 -0.33 0.07 (-0.14, 0.29) 0.504  

SEb 0.081 0.086    

95% CIb -0.42, -0.10 -0.50, -0.16    

Ls Meanc -0.29 -0.38 0.09 (-0.14, 0.31) 0.450  

SEc 0.105 0.107    

95% CIc -0.50, -0.08 -0.59, -0.16    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.53 -0.53 0.00 (-0.04, 0.04) 0.937  

 

  Baseline Actual n 59 52    

Mean 0.54 0.58    

SD 0.773 0.848    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 65 69    

Mean 0.40 0.30    

SD 0.680 0.649    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 54 50    

Mean -0.07 -0.32    

SD 0.887 0.844    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (0.04, 0.35)     

Ls Meanb -0.17 -0.33 0.16 (0.03, 0.28) 0.014  

SEb 0.047 0.048    

95% CIb -0.26, -0.08 -0.42, -0.23    

Ls Meanc -0.17 -0.34 0.18 (-0.07, 0.42) 0.163  

SEc 0.124 0.122    

95% CIc -0.41, 0.08 -0.58, -0.10    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.11 0.15    

SD 0.364 0.474    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 53 43    

Mean -0.38 -0.44    

SD 0.814 0.881    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.14)     

Ls Meanb -0.50 -0.48 -0.01 (-0.14, 0.12) 0.854  

SEb 0.047 0.051    

95% CIb -0.59, -0.40 -0.58, -0.38    

Ls Meanc -0.47 -0.45 -0.02 (-0.19, 0.15) 0.842  

SEc 0.085 0.087    

95% CIc -0.64, -0.30 -0.63, -0.28    

 

  Day 15 Actual n 54 56    

Mean 0.02 0.07    

SD 0.136 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.53 -0.59    

SD 0.827 0.910    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.27, 0.07)     

Ls Meanb -0.59 -0.51 -0.08 (-0.22, 0.06) 0.263  

SEb 0.051 0.054    

95% CIb -0.69, -0.49 -0.62, -0.41    

Ls Meanc -0.59 -0.54 -0.05 (-0.18, 0.08) 0.446  

SEc 0.071 0.069    

95% CIc -0.74, -0.45 -0.68, -0.41    

 

  Day 29 Actual n 44 38    

Mean 0.00 0.08    

SD 0.000 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 38 32    

Mean -0.58 -0.63    

SD 0.826 0.833    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.21, 0.15)     

Ls Meanb -0.60 -0.58 -0.02 (-0.17, 0.12) 0.748  

SEb 0.053 0.057    

95% CIb -0.71, -0.50 -0.69, -0.47    

Ls Meanc -0.63 -0.59 -0.04 (-0.10, 0.02) 0.196  

SEc 0.028 0.029    

95% CIc -0.69, -0.57 -0.65, -0.53    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.13 -0.13 0.00 (-0.01, 0.02) 0.647  

 

  Baseline Actual n 59 52    

Mean 0.19 0.08    

SD 0.656 0.388    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 65 69    

Mean 0.06 0.01    

SD 0.300 0.120    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 54 50    

Mean -0.13 -0.02    

SD 0.702 0.319    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.03, 0.22)     

Ls Meanb -0.07 -0.12 0.05 (-0.02, 0.12) 0.149  

SEb 0.025 0.026    

95% CIb -0.12, -0.02 -0.17, -0.07    

Ls Meanc -0.02 -0.08 0.05 (-0.05, 0.15) 0.318  

SEc 0.051 0.050    

95% CIc -0.12, 0.08 -0.17, 0.02    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 63 62    

Mean 0.05 0.00    

SD 0.280 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 53 43    

Mean -0.13 -0.05    

SD 0.761 0.305    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.09 -0.14 0.05 (-0.02, 0.13) 0.130  

SEb 0.025 0.028    

95% CIb -0.14, -0.04 -0.20, -0.09    

Ls Meanc -0.06 -0.13 0.07 (-0.02, 0.17) 0.128  

SEc 0.046 0.047    

95% CIc -0.15, 0.03 -0.23, -0.04    

 

  Day 15 Actual n 54 56    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.15 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 43 39    

Mean -0.26 -0.05    

SD 0.759 0.320    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.15 -0.14 -0.01 (-0.08, 0.07) 0.890  

SEb 0.028 0.029    

95% CIb -0.20, -0.09 -0.20, -0.09    

Ls Meanc -0.16 -0.16 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.16, -0.16 -0.16, -0.16    

 

  Day 29 Actual n 44 38    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 38 32    

Mean -0.29 -0.06    

SD 0.802 0.354    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.14 -0.15 0.00 (-0.08, 0.08) 0.975  

SEb 0.029 0.031    

95% CIb -0.20, -0.09 -0.21, -0.08    

Ls Meanc -0.19 -0.19 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.19, -0.19 -0.19, -0.19    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Baseline zinc < 

100 ug/dL 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.02)     

Ls Meanb -0.81 -0.78 -0.03 (-0.07, 0.02) 0.284  

 

  Baseline Actual n 230 238  0.380d  

Mean 1.09 1.01    

SD 1.070 0.966    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.59 0.62    

SD 0.857 0.848    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 209 220    

Mean -0.49 -0.36    

SD 1.029 0.943    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.23, 0.00)     

Ls Meanb -0.51 -0.39 -0.12 (-0.23, 0.00) 0.041  

SEb 0.044 0.043    

95% CIb -0.60, -0.43 -0.48, -0.31    

Ls Meanc -0.52 -0.40 -0.12 (-0.26, 0.03) 0.107  

SEc 0.068 0.065    

95% CIc -0.65, -0.38 -0.53, -0.27    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 233    

Mean 0.39 0.35    

SD 0.757 0.691    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 198 185    

Mean -0.71 -0.62    

SD 1.082 0.943    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.72 -0.67 -0.05 (-0.17, 0.07) 0.397  

SEb 0.045 0.045    

95% CIb -0.81, -0.63 -0.76, -0.58    

Ls Meanc -0.72 -0.68 -0.04 (-0.18, 0.10) 0.540  

SEc 0.063 0.063    

95% CIc -0.85, -0.60 -0.80, -0.55    

 

  Day 15 Actual n 233 214    

Mean 0.19 0.14    

SD 0.548 0.394    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.92 -0.84    

SD 1.101 0.936    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.91 -0.93 0.02 (-0.10, 0.15) 0.729  

SEb 0.047 0.047    

95% CIb -1.00, -0.82 -1.02, -0.84    

Ls Meanc -0.89 -0.92 0.02 (-0.08, 0.12) 0.653  

SEc 0.046 0.047    

95% CIc -0.99, -0.80 -1.01, -0.83    

 

  Day 29 Actual n 190 176    

Mean 0.13 0.13    

SD 0.454 0.423    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -0.94 -0.93    

SD 1.105 1.028    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.11)     

Ls Meanb -0.93 -0.91 -0.02 (-0.14, 0.11) 0.792  

SEb 0.048 0.048    

95% CIb -1.02, -0.84 -1.01, -0.82    

Ls Meanc -0.97 -0.96 -0.01 (-0.11, 0.09) 0.835  

SEc 0.047 0.048    

95% CIc -1.06, -0.88 -1.05, -0.87    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.04, 0.01)     

Ls Meanb -0.67 -0.66 -0.02 (-0.04, 0.01) 0.131  

 

  Baseline Actual n 230 238  0.286d  

Mean 0.75 0.76    

SD 0.960 0.904    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 273 271    

Mean 0.32 0.31    

SD 0.667 0.628    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 220    

Mean -0.39 -0.44    

SD 0.942 0.828    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.04, 0.12)     

Ls Meanb -0.40 -0.44 0.04 (-0.03, 0.11) 0.283  

SEb 0.028 0.027    

95% CIb -0.46, -0.35 -0.50, -0.39    

Ls Meanc -0.42 -0.45 0.04 (-0.08, 0.15) 0.557  

SEc 0.055 0.053    

95% CIc -0.52, -0.31 -0.56, -0.35    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.11 0.20    

SD 0.413 0.546    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.62 -0.52    

SD 0.936 0.937    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.22, -0.05)     

Ls Meanb -0.66 -0.54 -0.12 (-0.20, -0.05) 0.002  

SEb 0.028 0.029    

95% CIb -0.72, -0.61 -0.60, -0.48    

Ls Meanc -0.67 -0.54 -0.13 (-0.22, -0.03) 0.010  

SEc 0.043 0.043    

95% CIc -0.75, -0.58 -0.63, -0.46    

 

  Day 15 Actual n 233 214    

Mean 0.03 0.04    

SD 0.195 0.296    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.71 -0.68    

SD 0.976 0.921    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.72 -0.71 -0.01 (-0.09, 0.07) 0.782  

SEb 0.030 0.031    

95% CIb -0.78, -0.66 -0.77, -0.65    

Ls Meanc -0.72 -0.69 -0.03 (-0.09, 0.02) 0.249  

SEc 0.025 0.026    

95% CIc -0.77, -0.67 -0.74, -0.64    

 

  Day 29 Actual n 190 176    

Mean 0.02 0.03    

SD 0.162 0.198    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -0.77 -0.70    

SD 1.013 0.929    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.10)     

Ls Meanb -0.73 -0.74 0.00 (-0.08, 0.09) 0.926  

SEb 0.031 0.032    

95% CIb -0.80, -0.67 -0.80, -0.68    

Ls Meanc -0.76 -0.74 -0.01 (-0.06, 0.03) 0.517  

SEc 0.021 0.021    

95% CIc -0.80, -0.72 -0.79, -0.70    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.06)     

Ls Meanb -0.52 -0.53 0.01 (-0.03, 0.05) 0.599  

 

  Baseline Actual n 230 238  0.169d  

Mean 0.76 0.69    

SD 0.861 0.849    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.52 0.51    

SD 0.757 0.745    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 209 220    

Mean -0.19 -0.22    

SD 0.825 0.798    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.03, 0.19)     

Ls Meanb -0.21 -0.27 0.07 (-0.03, 0.16) 0.171  

SEb 0.036 0.036    

95% CIb -0.28, -0.13 -0.34, -0.20    

Ls Meanc -0.24 -0.29 0.05 (-0.08, 0.17) 0.449  

SEc 0.058 0.056    

95% CIc -0.35, -0.13 -0.40, -0.18    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.40 0.39    

SD 0.668 0.680    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.29 -0.30    

SD 0.886 0.809    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.14)     

Ls Meanb -0.34 -0.36 0.02 (-0.07, 0.12) 0.627  

SEb 0.037 0.037    

95% CIb -0.41, -0.27 -0.44, -0.29    

Ls Meanc -0.33 -0.36 0.03 (-0.10, 0.15) 0.650  

SEc 0.057 0.057    

95% CIc -0.44, -0.22 -0.47, -0.25    

 

  Day 15 Actual n 233 214    

Mean 0.15 0.13    

SD 0.421 0.377    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.59 -0.55    

SD 0.810 0.813    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.59 -0.61 0.02 (-0.09, 0.12) 0.763  

SEb 0.039 0.039    

95% CIb -0.67, -0.52 -0.69, -0.53    

Ls Meanc -0.61 -0.62 0.01 (-0.07, 0.10) 0.731  

SEc 0.038 0.038    

95% CIc -0.68, -0.53 -0.70, -0.55    

 

  Day 29 Actual n 190 176    

Mean 0.06 0.10    

SD 0.284 0.381    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -0.59 -0.57    

SD 0.857 0.866    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.62 -0.64 0.03 (-0.08, 0.13) 0.633  

SEb 0.040 0.040    

95% CIb -0.70, -0.54 -0.72, -0.57    

Ls Meanc -0.59 -0.57 -0.02 (-0.09, 0.06) 0.678  

SEc 0.034 0.035    

95% CIc -0.65, -0.52 -0.64, -0.50    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.09 (-0.16, -0.02)     

Ls Meanb -0.67 -0.60 -0.07 (-0.13, -0.02) 0.008  

 

  Baseline Actual n 230 238  0.085d  

Mean 1.13 1.10    

SD 0.859 0.776    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 1.02 1.05    

SD 0.812 0.837    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 209 220    

Mean -0.11 -0.02    

SD 0.725 0.855    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.05)     

Ls Meanb -0.16 -0.08 -0.08 (-0.21, 0.04) 0.182  

SEb 0.047 0.046    

95% CIb -0.26, -0.07 -0.17, 0.01    

Ls Meanc -0.17 -0.08 -0.09 (-0.23, 0.04) 0.181  

SEc 0.063 0.061    

95% CIc -0.29, -0.04 -0.20, 0.04    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.83 0.90    

SD 0.840 0.861    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.31 -0.18    

SD 0.825 0.894    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.36, -0.06)     

Ls Meanb -0.37 -0.20 -0.17 (-0.30, -0.05) 0.008  

SEb 0.048 0.048    

95% CIb -0.47, -0.28 -0.29, -0.11    

Ls Meanc -0.33 -0.22 -0.11 (-0.26, 0.04) 0.135  

SEc 0.068 0.068    

95% CIc -0.47, -0.20 -0.35, -0.09    

 

  Day 15 Actual n 233 214    

Mean 0.39 0.41    

SD 0.641 0.627    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.71 -0.67    

SD 0.904 0.868    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.07)     

Ls Meanb -0.80 -0.72 -0.07 (-0.20, 0.06) 0.290  

SEb 0.050 0.050    

95% CIb -0.89, -0.70 -0.82, -0.63    

Ls Meanc -0.74 -0.70 -0.04 (-0.17, 0.09) 0.573  

SEc 0.060 0.061    

95% CIc -0.86, -0.62 -0.82, -0.58    

 

  Day 29 Actual n 190 176    

Mean 0.23 0.23    

SD 0.524 0.472    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -0.94 -0.86    

SD 0.908 0.846    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.21, 0.12)     

Ls Meanb -0.95 -0.92 -0.04 (-0.17, 0.10) 0.592  

SEb 0.051 0.051    

95% CIb -1.05, -0.85 -1.02, -0.82    

Ls Meanc -0.95 -0.97 0.01 (-0.10, 0.12) 0.804  

SEc 0.051 0.052    

95% CIc -1.06, -0.85 -1.07, -0.87    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.02)     

Ls Meanb -0.29 -0.28 -0.01 (-0.03, 0.01) 0.426  

 

  Baseline Actual n 230 238  0.075d  

Mean 0.40 0.40    

SD 0.757 0.697    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 273 271    

Mean 0.28 0.28    

SD 0.597 0.612    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 220    

Mean -0.09 -0.10    

SD 0.753 0.767    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.09 -0.10 0.01 (-0.06, 0.08) 0.801  

SEb 0.027 0.027    

95% CIb -0.15, -0.04 -0.15, -0.05    

Ls Meanc -0.13 -0.13 0.00 (-0.11, 0.11) 0.994  

SEc 0.051 0.049    

95% CIc -0.23, -0.03 -0.23, -0.03    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.19 0.18    

SD 0.505 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.23 -0.23    

SD 0.750 0.707    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.11)     

Ls Meanb -0.22 -0.23 0.01 (-0.07, 0.08) 0.879  

SEb 0.028 0.028    

95% CIb -0.28, -0.17 -0.28, -0.17    

Ls Meanc -0.22 -0.23 0.01 (-0.08, 0.10) 0.794  

SEc 0.041 0.040    

95% CIc -0.30, -0.14 -0.31, -0.15    

 

  Day 15 Actual n 233 214    

Mean 0.07 0.07    

SD 0.320 0.299    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.29 -0.27    

SD 0.751 0.689    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.31 -0.30 -0.01 (-0.09, 0.07) 0.719  

SEb 0.029 0.030    

95% CIb -0.37, -0.26 -0.36, -0.24    

Ls Meanc -0.31 -0.32 0.00 (-0.06, 0.07) 0.907  

SEc 0.031 0.031    

95% CIc -0.38, -0.25 -0.38, -0.26    

 

  Day 29 Actual n 190 176    

Mean 0.03 0.01    

SD 0.217 0.106    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 152 148    

Mean -0.33 -0.34    

SD 0.679 0.645    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.35 -0.36 0.01 (-0.07, 0.09) 0.807  

SEb 0.030 0.031    

95% CIb -0.41, -0.29 -0.42, -0.30    

Ls Meanc -0.33 -0.35 0.02 (-0.01, 0.06) 0.217  

SEc 0.018 0.018    

95% CIc -0.37, -0.29 -0.39, -0.32    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.07)     

Ls Meanb -0.16 -0.18 0.01 (-0.03, 0.06) 0.534  

 

  Baseline Actual n 230 238  0.005d  

Mean 0.32 0.36    

SD 0.742 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.31 0.31    

SD 0.642 0.731    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 209 220    

Mean 0.01 -0.02    

SD 0.734 0.764    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.04 -0.03 -0.01 (-0.11, 0.09) 0.855  

SEb 0.037 0.036    

95% CIb -0.11, 0.03 -0.10, 0.04    

Ls Meanc -0.02 -0.01 0.00 (-0.12, 0.12) 0.971  

SEc 0.055 0.053    

95% CIc -0.12, 0.09 -0.12, 0.09    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.25 0.28    

SD 0.628 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.10 -0.03    

SD 0.778 0.860    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.14 (-0.27, -0.01)     

Ls Meanb -0.12 -0.01 -0.11 (-0.21, -0.01) 0.037  

SEb 0.038 0.038    

95% CIb -0.19, -0.05 -0.09, 0.06    

Ls Meanc -0.15 -0.07 -0.08 (-0.20, 0.05) 0.236  

SEc 0.057 0.056    

95% CIc -0.26, -0.03 -0.18, 0.04    

 

  Day 15 Actual n 233 214    

Mean 0.13 0.10    

SD 0.474 0.410    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.12 -0.23    

SD 0.752 0.711    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.25)     

Ls Meanb -0.17 -0.25 0.09 (-0.02, 0.19) 0.105  

SEb 0.039 0.040    

95% CIb -0.24, -0.09 -0.33, -0.17    

Ls Meanc -0.17 -0.25 0.07 (-0.02, 0.17) 0.134  

SEc 0.044 0.045    

95% CIc -0.26, -0.09 -0.33, -0.16    

 

  Day 29 Actual n 190 176    

Mean 0.07 0.03    

SD 0.342 0.211    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -0.24 -0.30    

SD 0.830 0.735    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.26 -0.30 0.04 (-0.06, 0.15) 0.437  

SEb 0.040 0.040    

95% CIb -0.34, -0.18 -0.38, -0.22    

Ls Meanc -0.26 -0.31 0.05 (-0.02, 0.12) 0.186  

SEc 0.033 0.033    

95% CIc -0.33, -0.20 -0.38, -0.25    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 19 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.03)     

Ls Meanb -0.87 -0.83 -0.03 (-0.09, 0.03) 0.328  

 

  Baseline Actual n 230 238  0.094d  

Mean 1.42 1.33    

SD 1.032 1.012    

Min 0.00 0.00    

Median 2.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 274 271    

Mean 1.08 1.12    

SD 0.997 0.982    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 209 220    

Mean -0.27 -0.17    

SD 1.008 1.004    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.35 -0.30 -0.05 (-0.19, 0.09) 0.509  

SEb 0.055 0.054    

95% CIb -0.46, -0.24 -0.41, -0.20    

Ls Meanc -0.38 -0.32 -0.06 (-0.22, 0.10) 0.482  

SEc 0.076 0.073    

95% CIc -0.52, -0.23 -0.46, -0.17    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.89 0.84    

SD 0.959 0.943    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 198 186    

Mean -0.49 -0.40    

SD 1.046 1.031    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.11)     

Ls Meanb -0.58 -0.54 -0.04 (-0.18, 0.11) 0.636  

SEb 0.056 0.056    

95% CIb -0.68, -0.47 -0.65, -0.43    

Ls Meanc -0.59 -0.57 -0.01 (-0.19, 0.16) 0.869  

SEc 0.078 0.077    

95% CIc -0.74, -0.43 -0.72, -0.42    

 

  Day 15 Actual n 233 214    

Mean 0.41 0.38    

SD 0.708 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.98 -0.91    

SD 1.091 0.984    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.14)     

Ls Meanb -1.05 -1.04 -0.01 (-0.17, 0.14) 0.877  

SEb 0.058 0.058    

95% CIb -1.17, -0.94 -1.16, -0.93    

Ls Meanc -1.05 -1.07 0.03 (-0.11, 0.16) 0.697  

SEc 0.064 0.064    

95% CIc -1.17, -0.92 -1.20, -0.95    

 

  Day 29 Actual n 190 176    

Mean 0.29 0.31    

SD 0.605 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -1.05 -1.01    

SD 1.060 1.050    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -1.10 -1.11 0.01 (-0.15, 0.16) 0.915  

SEb 0.059 0.059    

95% CIb -1.22, -0.99 -1.23, -1.00    

Ls Meanc -1.14 -1.14 0.00 (-0.13, 0.13) 0.983  

SEc 0.060 0.060    

95% CIc -1.26, -1.02 -1.26, -1.02    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.03)     

Ls Meanb -0.79 -0.78 -0.01 (-0.06, 0.03) 0.501  

 

  Baseline Actual n 230 238  0.612d  

Mean 1.10 1.11    

SD 1.002 0.969    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 274 271    

Mean 0.55 0.59    

SD 0.788 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 209 220    

Mean -0.47 -0.52    

SD 0.961 1.018    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.12)     

Ls Meanb -0.51 -0.51 0.01 (-0.11, 0.12) 0.905  

SEb 0.043 0.042    

95% CIb -0.59, -0.42 -0.60, -0.43    

Ls Meanc -0.56 -0.56 0.01 (-0.13, 0.15) 0.910  

SEc 0.066 0.064    

95% CIc -0.69, -0.43 -0.69, -0.44    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.46 0.47    

SD 0.799 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.62 -0.58    

SD 1.039 0.973    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.08)     

Ls Meanb -0.63 -0.59 -0.04 (-0.16, 0.08) 0.503  

SEb 0.044 0.044    

95% CIb -0.72, -0.55 -0.68, -0.51    

Ls Meanc -0.64 -0.62 -0.02 (-0.16, 0.12) 0.763  

SEc 0.062 0.062    

95% CIc -0.76, -0.52 -0.74, -0.50    

 

  Day 15 Actual n 233 214    

Mean 0.26 0.25    

SD 0.618 0.567    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.88 -0.81    

SD 1.024 0.976    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.87 -0.86 -0.01 (-0.13, 0.12) 0.888  

SEb 0.046 0.047    

95% CIb -0.96, -0.78 -0.96, -0.77    

Ls Meanc -0.87 -0.84 -0.03 (-0.14, 0.08) 0.547  

SEc 0.051 0.052    

95% CIc -0.97, -0.77 -0.94, -0.74    

 

  Day 29 Actual n 190 176    

Mean 0.11 0.16    

SD 0.390 0.475    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 152 148    

Mean -0.99 -0.95    

SD 1.039 0.914    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.07)     

Ls Meanb -1.00 -0.94 -0.06 (-0.19, 0.07) 0.353  

SEb 0.047 0.048    

95% CIb -1.09, -0.91 -1.03, -0.85    

Ls Meanc -1.03 -0.94 -0.09 (-0.18, 0.01) 0.067  

SEc 0.042 0.043    

95% CIc -1.11, -0.95 -1.03, -0.86    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.00)     

Ls Meanb -0.87 -0.83 -0.04 (-0.09, 0.00) 0.064  

 

  Baseline Actual n 230 238  0.703d  

Mean 1.10 1.12    

SD 1.031 0.995    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.58 0.62    

SD 0.849 0.857    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 209 220    

Mean -0.52 -0.49    

SD 1.047 0.953    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.03)     

Ls Meanb -0.56 -0.48 -0.08 (-0.19, 0.03) 0.165  

SEb 0.044 0.043    

95% CIb -0.64, -0.47 -0.56, -0.39    

Ls Meanc -0.57 -0.50 -0.08 (-0.22, 0.07) 0.302  

SEc 0.068 0.066    

95% CIc -0.71, -0.44 -0.63, -0.37    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.39 0.36    

SD 0.761 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 198 186    

Mean -0.73 -0.73    

SD 1.040 1.016    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -0.75 -0.74 -0.01 (-0.13, 0.11) 0.856  

SEb 0.044 0.045    

95% CIb -0.84, -0.66 -0.83, -0.65    

Ls Meanc -0.73 -0.73 0.00 (-0.14, 0.14) 0.965  

SEc 0.064 0.063    

95% CIc -0.85, -0.60 -0.85, -0.60    

 

  Day 15 Actual n 233 214    

Mean 0.16 0.17    

SD 0.516 0.478    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.95 -0.93    

SD 1.038 1.034    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.10)     

Ls Meanb -0.97 -0.95 -0.02 (-0.14, 0.10) 0.745  

SEb 0.046 0.047    

95% CIb -1.06, -0.88 -1.04, -0.86    

Ls Meanc -0.94 -0.91 -0.03 (-0.13, 0.08) 0.618  

SEc 0.047 0.047    

95% CIc -1.03, -0.84 -1.00, -0.82    

 

  Day 29 Actual n 190 176    

Mean 0.11 0.17    

SD 0.384 0.471    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -1.01 -0.95    

SD 1.064 1.102    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.23, 0.02)     

Ls Meanb -1.02 -0.91 -0.11 (-0.23, 0.02) 0.095  

SEb 0.047 0.047    

95% CIb -1.11, -0.93 -1.01, -0.82    

Ls Meanc -1.05 -0.95 -0.10 (-0.20, 0.00) 0.057  

SEc 0.046 0.046    

95% CIc -1.14, -0.96 -1.04, -0.86    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 28 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.00)     

Ls Meanb -0.33 -0.30 -0.02 (-0.05, 0.00) 0.065  

 

  Baseline Actual n 230 238  0.139d  

Mean 0.41 0.40    

SD 0.759 0.691    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.28 0.23    

SD 0.646 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 209 220    

Mean -0.07 -0.16    

SD 0.763 0.610    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.03, 0.22)     

Ls Meanb -0.08 -0.17 0.09 (0.02, 0.16) 0.012  

SEb 0.027 0.026    

95% CIb -0.14, -0.03 -0.23, -0.12    

Ls Meanc -0.10 -0.18 0.09 (-0.02, 0.19) 0.107  

SEc 0.049 0.048    

95% CIc -0.19, 0.00 -0.28, -0.09    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.16 0.24    

SD 0.473 0.611    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.23 -0.18    

SD 0.745 0.742    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.19, 0.01)     

Ls Meanb -0.24 -0.17 -0.07 (-0.14, 0.01) 0.083  

SEb 0.028 0.028    

95% CIb -0.29, -0.18 -0.23, -0.12    

Ls Meanc -0.30 -0.23 -0.07 (-0.17, 0.04) 0.215  

SEc 0.047 0.047    

95% CIc -0.39, -0.20 -0.32, -0.14    

 

  Day 15 Actual n 233 214    

Mean 0.04 0.04    

SD 0.268 0.279    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.35 -0.34    

SD 0.742 0.658    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.37 -0.37 0.00 (-0.08, 0.07) 0.941  

SEb 0.029 0.029    

95% CIb -0.43, -0.32 -0.43, -0.31    

Ls Meanc -0.37 -0.37 0.00 (-0.06, 0.05) 0.884  

SEc 0.027 0.027    

95% CIc -0.42, -0.32 -0.42, -0.31    

 

  Day 29 Actual n 190 176    

Mean 0.01 0.04    

SD 0.102 0.270    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 152 148    

Mean -0.40 -0.36    

SD 0.808 0.672    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.39 -0.38 -0.02 (-0.10, 0.06) 0.667  

SEb 0.030 0.030    

95% CIb -0.45, -0.34 -0.44, -0.32    

Ls Meanc -0.41 -0.38 -0.03 (-0.08, 0.02) 0.175  

SEc 0.023 0.023    

95% CIc -0.46, -0.37 -0.43, -0.33    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.08)     

Ls Meanb -0.50 -0.52 0.02 (-0.04, 0.08) 0.474  

 

  Baseline Actual n 230 238  0.980d  

Mean 0.70 0.77    

SD 0.984 1.032    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.57 0.65    

SD 0.904 0.930    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 209 220    

Mean -0.11 -0.13    

SD 1.009 1.091    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.07)     

Ls Meanb -0.18 -0.12 -0.06 (-0.18, 0.07) 0.372  

SEb 0.048 0.047    

95% CIb -0.27, -0.09 -0.22, -0.03    

Ls Meanc -0.25 -0.22 -0.03 (-0.19, 0.12) 0.676  

SEc 0.073 0.071    

95% CIc -0.39, -0.11 -0.36, -0.08    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.44 0.53    

SD 0.827 0.865    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.29 -0.22    

SD 1.146 1.220    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.20, 0.05)     

Ls Meanb -0.34 -0.26 -0.07 (-0.20, 0.05) 0.250  

SEb 0.048 0.048    

95% CIb -0.43, -0.24 -0.36, -0.17    

Ls Meanc -0.41 -0.30 -0.11 (-0.27, 0.05) 0.173  

SEc 0.073 0.073    

95% CIc -0.55, -0.26 -0.44, -0.15    

 

  Day 15 Actual n 233 214    

Mean 0.20 0.17    

SD 0.585 0.487    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.50 -0.58    

SD 1.082 1.172    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.58 -0.60 0.02 (-0.11, 0.15) 0.750  

SEb 0.050 0.050    

95% CIb -0.68, -0.49 -0.70, -0.51    

Ls Meanc -0.57 -0.59 0.02 (-0.09, 0.13) 0.732  

SEc 0.053 0.054    

95% CIc -0.68, -0.47 -0.70, -0.49    

 

  Day 29 Actual n 190 176    

Mean 0.15 0.07    

SD 0.547 0.295    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 152 148    

Mean -0.51 -0.69    

SD 0.983 1.112    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.17 (0.04, 0.30)     

Ls Meanb -0.59 -0.76 0.17 (0.04, 0.30) 0.010  

SEb 0.050 0.050    

95% CIb -0.69, -0.49 -0.86, -0.66    

Ls Meanc -0.62 -0.68 0.06 (-0.03, 0.15) 0.195  

SEc 0.042 0.042    

95% CIc -0.71, -0.54 -0.77, -0.60    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.09)     

Ls Meanb -0.43 -0.47 0.03 (-0.02, 0.09) 0.246  

 

  Baseline Actual n 230 238  0.929d  

Mean 0.65 0.67    

SD 0.967 0.960    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.46 0.52    

SD 0.830 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 209 220    

Mean -0.14 -0.15    

SD 0.893 0.981    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.11)     

Ls Meanb -0.17 -0.16 -0.01 (-0.12, 0.11) 0.924  

SEb 0.044 0.043    

95% CIb -0.26, -0.08 -0.25, -0.08    

Ls Meanc -0.23 -0.21 -0.02 (-0.16, 0.12) 0.801  

SEc 0.066 0.064    

95% CIc -0.36, -0.10 -0.34, -0.09    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.42 0.43    

SD 0.806 0.801    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 198 186    

Mean -0.26 -0.23    

SD 1.056 1.126    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.25 -0.27 0.02 (-0.10, 0.13) 0.766  

SEb 0.045 0.045    

95% CIb -0.34, -0.16 -0.36, -0.18    

Ls Meanc -0.33 -0.31 -0.02 (-0.17, 0.13) 0.803  

SEc 0.069 0.068    

95% CIc -0.47, -0.19 -0.45, -0.18    

 

  Day 15 Actual n 233 214    

Mean 0.19 0.14    

SD 0.556 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.48 -0.48    

SD 1.033 1.054    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.17)     

Ls Meanb -0.50 -0.54 0.04 (-0.08, 0.16) 0.521  

SEb 0.046 0.047    

95% CIb -0.59, -0.41 -0.63, -0.45    

Ls Meanc -0.46 -0.50 0.03 (-0.07, 0.14) 0.539  

SEc 0.050 0.050    

95% CIc -0.56, -0.37 -0.60, -0.40    

 

  Day 29 Actual n 190 176    

Mean 0.12 0.06    

SD 0.445 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 152 148    

Mean -0.53 -0.60    

SD 0.990 1.028    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.04, 0.22)     

Ls Meanb -0.55 -0.63 0.09 (-0.03, 0.21) 0.162  

SEb 0.046 0.046    

95% CIb -0.64, -0.46 -0.72, -0.54    

Ls Meanc -0.59 -0.64 0.05 (-0.04, 0.14) 0.258  

SEc 0.041 0.041    

95% CIc -0.67, -0.51 -0.72, -0.56    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.07)     

Ls Meanb -0.46 -0.48 0.02 (-0.02, 0.05) 0.297  

 

  Baseline Actual n 229 238  0.020d  

Mean 0.62 0.62    

SD 0.761 0.758    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.43 0.38    

SD 0.677 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 208 220    

Mean -0.16 -0.28    

SD 0.835 0.729    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.00, 0.23)     

Ls Meanb -0.20 -0.29 0.09 (0.00, 0.17) 0.042  

SEb 0.032 0.032    

95% CIb -0.27, -0.14 -0.35, -0.23    

Ls Meanc -0.23 -0.33 0.10 (-0.02, 0.21) 0.095  

SEc 0.053 0.051    

95% CIc -0.34, -0.13 -0.43, -0.23    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.32 0.26    

SD 0.589 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 197 186    

Mean -0.29 -0.34    

SD 0.791 0.720    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.06, 0.17)     

Ls Meanb -0.35 -0.40 0.04 (-0.04, 0.13) 0.316  

SEb 0.033 0.033    

95% CIb -0.42, -0.29 -0.46, -0.33    

Ls Meanc -0.32 -0.39 0.06 (-0.04, 0.17) 0.243  

SEc 0.049 0.048    

95% CIc -0.42, -0.23 -0.48, -0.29    

 

  Day 15 Actual n 233 214    

Mean 0.15 0.12    

SD 0.393 0.336    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 174 166    

Mean -0.48 -0.52    

SD 0.750 0.736    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.51 -0.54 0.03 (-0.06, 0.12) 0.524  

SEb 0.034 0.035    

95% CIb -0.58, -0.44 -0.61, -0.47    

Ls Meanc -0.53 -0.57 0.04 (-0.04, 0.11) 0.310  

SEc 0.035 0.035    

95% CIc -0.60, -0.46 -0.64, -0.50    

 

  Day 29 Actual n 190 176    

Mean 0.09 0.11    

SD 0.359 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 151 148    

Mean -0.42 -0.53    

SD 0.725 0.769    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.55 -0.55 0.00 (-0.09, 0.09) 0.987  

SEb 0.035 0.035    

95% CIb -0.62, -0.48 -0.62, -0.48    

Ls Meanc -0.48 -0.48 0.00 (-0.07, 0.07) 0.983  

SEc 0.033 0.033    

95% CIc -0.54, -0.41 -0.54, -0.41    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.03, 0.07)     

Ls Meanb -0.27 -0.28 0.01 (-0.03, 0.06) 0.519  

 

  Baseline Actual n 230 238  0.003d  

Mean 0.45 0.45    

SD 0.833 0.829    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.34 0.35    

SD 0.705 0.735    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 209 220    

Mean -0.11 -0.06    

SD 0.751 0.759    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.16, 0.07)     

Ls Meanb -0.13 -0.09 -0.04 (-0.14, 0.06) 0.459  

SEb 0.038 0.037    

95% CIb -0.21, -0.06 -0.17, -0.02    

Ls Meanc -0.12 -0.07 -0.06 (-0.17, 0.06) 0.353  

SEc 0.055 0.053    

95% CIc -0.23, -0.01 -0.17, 0.04    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.23 0.28    

SD 0.634 0.625    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 198 186    

Mean -0.22 -0.16    

SD 0.854 0.842    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.21, 0.03)     

Ls Meanb -0.23 -0.15 -0.08 (-0.18, 0.03) 0.146  

SEb 0.039 0.039    

95% CIb -0.31, -0.15 -0.23, -0.08    

Ls Meanc -0.23 -0.17 -0.05 (-0.17, 0.07) 0.418  

SEc 0.056 0.056    

95% CIc -0.34, -0.12 -0.28, -0.07    

 

  Day 15 Actual n 233 214    

Mean 0.15 0.08    

SD 0.510 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.24 -0.31    

SD 0.837 0.793    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.01, 0.25)     

Ls Meanb -0.28 -0.37 0.10 (-0.01, 0.20) 0.077  

SEb 0.040 0.041    

95% CIb -0.36, -0.20 -0.45, -0.29    

Ls Meanc -0.28 -0.37 0.09 (-0.01, 0.18) 0.064  

SEc 0.044 0.044    

95% CIc -0.37, -0.20 -0.46, -0.29    

 

  Day 29 Actual n 190 176    

Mean 0.09 0.07    

SD 0.373 0.295    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 152 148    

Mean -0.34 -0.33    

SD 0.876 0.828    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.10, 0.16)     

Ls Meanb -0.35 -0.38 0.03 (-0.08, 0.14) 0.612  

SEb 0.041 0.041    

95% CIb -0.44, -0.27 -0.46, -0.30    

Ls Meanc -0.35 -0.39 0.04 (-0.04, 0.12) 0.325  

SEc 0.038 0.039    

95% CIc -0.42, -0.27 -0.46, -0.31    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.07)     

Ls Meanb -0.46 -0.48 0.02 (-0.01, 0.05) 0.220  

 

  Baseline Actual n 229 238  <.001d  

Mean 0.57 0.64    

SD 0.784 0.833    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 274 271    

Mean 0.38 0.35    

SD 0.691 0.665    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 208 220    

Mean -0.14 -0.31    

SD 0.791 0.831    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.19)     

Ls Meanb -0.23 -0.30 0.07 (-0.02, 0.16) 0.120  

SEb 0.033 0.032    

95% CIb -0.29, -0.16 -0.36, -0.23    

Ls Meanc -0.20 -0.29 0.09 (-0.03, 0.20) 0.153  

SEc 0.055 0.053    

95% CIc -0.31, -0.09 -0.39, -0.18    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 44 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.28 0.20    

SD 0.653 0.511    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 197 186    

Mean -0.30 -0.45    

SD 0.801 0.901    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.16)     

Ls Meanb -0.38 -0.43 0.04 (-0.05, 0.13) 0.341  

SEb 0.034 0.034    

95% CIb -0.45, -0.32 -0.49, -0.36    

Ls Meanc -0.36 -0.43 0.07 (-0.04, 0.18) 0.229  

SEc 0.051 0.050    

95% CIc -0.46, -0.26 -0.53, -0.33    

 

  Day 15 Actual n 233 214    

Mean 0.11 0.10    

SD 0.373 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 174 166    

Mean -0.43 -0.58    

SD 0.777 0.875    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.13)     

Ls Meanb -0.51 -0.53 0.01 (-0.08, 0.11) 0.790  

SEb 0.035 0.036    

95% CIb -0.58, -0.45 -0.60, -0.46    

Ls Meanc -0.51 -0.51 0.01 (-0.07, 0.08) 0.847  

SEc 0.035 0.035    

95% CIc -0.57, -0.44 -0.58, -0.44    

 

  Day 29 Actual n 190 176    

Mean 0.07 0.11    

SD 0.342 0.368    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 151 148    

Mean -0.48 -0.52    

SD 0.847 0.812    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.05)     

Ls Meanb -0.56 -0.51 -0.06 (-0.15, 0.04) 0.236  

SEb 0.036 0.036    

95% CIb -0.64, -0.49 -0.58, -0.44    

Ls Meanc -0.57 -0.53 -0.04 (-0.12, 0.05) 0.396  

SEc 0.038 0.039    

95% CIc -0.64, -0.49 -0.61, -0.46    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.10 -0.10 -0.01 (-0.02, 0.00) 0.307  

 

  Baseline Actual n 230 238  0.734d  

Mean 0.14 0.09    

SD 0.530 0.400    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 274 271    

Mean 0.05 0.03    

SD 0.279 0.234    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 209 220    

Mean -0.08 -0.05    

SD 0.522 0.397    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (0.00, 0.13)     

Ls Meanb -0.05 -0.08 0.03 (0.00, 0.06) 0.062  

SEb 0.012 0.012    

95% CIb -0.07, -0.02 -0.10, -0.05    

Ls Meanc -0.06 -0.09 0.02 (-0.03, 0.08) 0.390  

SEc 0.025 0.024    

95% CIc -0.11, -0.01 -0.13, -0.04    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 253 234    

Mean 0.02 0.02    

SD 0.165 0.195    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 198 186    

Mean -0.12 -0.04    

SD 0.575 0.414    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.04)     

Ls Meanb -0.09 -0.08 -0.01 (-0.05, 0.02) 0.381  

SEb 0.012 0.012    

95% CIb -0.12, -0.07 -0.10, -0.05    

Ls Meanc -0.09 -0.09 -0.01 (-0.05, 0.03) 0.780  

SEc 0.018 0.018    

95% CIc -0.13, -0.06 -0.12, -0.05    

 

  Day 15 Actual n 233 214    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 175 166    

Mean -0.15 -0.05    

SD 0.572 0.297    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.06)     

Ls Meanb -0.12 -0.11 -0.01 (-0.04, 0.03) 0.773  

SEb 0.013 0.013    

95% CIb -0.14, -0.09 -0.14, -0.09    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    

 

  Day 29 Actual n 190 176    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 152 148    

Mean -0.17 -0.06    

SD 0.607 0.314    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.07, 0.08)     

Ls Meanb -0.11 -0.12 0.00 (-0.03, 0.04) 0.898  

SEb 0.013 0.013    

95% CIb -0.14, -0.09 -0.14, -0.09    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Baseline zinc ≥ 

100 ug/dL 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.06)     

Ls Meanb -0.78 -0.72 -0.06 (-0.19, 0.06) 0.328  

 

  Baseline Actual n 27 26    

Mean 1.11 0.73    

SD 1.155 0.778    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.55 0.58    

SD 0.870 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 24 24    

Mean -0.67 -0.21    

SD 0.963 0.833    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.42, 0.16)     

Ls Meanb -0.52 -0.39 -0.13 (-0.41, 0.16) 0.388  

SEb 0.103 0.105    

95% CIb -0.72, -0.32 -0.60, -0.19    

Ls Meanc -0.60 -0.43 -0.16 (-0.54, 0.22) 0.387  

SEc 0.136 0.143    

95% CIc -0.87, -0.32 -0.72, -0.15    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.28 0.47    

SD 0.614 0.860    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 21 20    

Mean -0.57 -0.35    

SD 0.926 1.040    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.28 (-0.58, 0.02)     

Ls Meanb -0.72 -0.44 -0.28 (-0.57, 0.02) 0.068  

SEb 0.106 0.108    

95% CIb -0.92, -0.51 -0.65, -0.23    

Ls Meanc -0.61 -0.46 -0.16 (-0.57, 0.26) 0.448  

SEc 0.145 0.152    

95% CIc -0.91, -0.32 -0.76, -0.15    

 

  Day 15 Actual n 23 30    

Mean 0.17 0.17    

SD 0.491 0.461    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.82 -0.62    

SD 1.131 0.805    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.26, 0.37)     

Ls Meanb -0.76 -0.82 0.06 (-0.26, 0.37) 0.728  

SEb 0.115 0.110    

95% CIb -0.99, -0.54 -1.03, -0.60    

Ls Meanc -0.67 -0.77 0.10 (-0.19, 0.39) 0.485  

SEc 0.107 0.101    

95% CIc -0.89, -0.45 -0.98, -0.56    

 

  Day 29 Actual n 21 26    

Mean 0.24 0.04    

SD 0.625 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 18 20    

Mean -1.00 -0.70    

SD 1.138 0.801    

Min -3.00 -2.00    

Median -0.50 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.38, 0.24)     

Ls Meanb -0.85 -0.78 -0.07 (-0.38, 0.23) 0.641  

SEb 0.111 0.110    

95% CIb -1.07, -0.63 -1.00, -0.57    

Ls Meanc -0.79 -0.88 0.09 (-0.18, 0.36) 0.509  

SEc 0.098 0.095    

95% CIc -0.99, -0.59 -1.08, -0.69    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.50 -0.51 0.01 (-0.08, 0.11) 0.785  

 

  Baseline Actual n 27 26    

Mean 0.67 0.42    

SD 1.038 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.31 0.36    

SD 0.660 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 24 24    

Mean -0.50 -0.17    

SD 1.142 0.637    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.33, 0.19)     

Ls Meanb -0.37 -0.31 -0.06 (-0.29, 0.17) 0.610  

SEb 0.084 0.085    

95% CIb -0.53, -0.21 -0.48, -0.14    

Ls Meanc -0.44 -0.37 -0.07 (-0.42, 0.28) 0.686  

SEc 0.126 0.130    

95% CIc -0.69, -0.18 -0.63, -0.11    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.08 0.27    

SD 0.400 0.583    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 20    

Mean -0.48 -0.35    

SD 1.030 0.875    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.42, 0.12)     

Ls Meanb -0.53 -0.40 -0.13 (-0.38, 0.11) 0.273  

SEb 0.086 0.088    

95% CIb -0.70, -0.36 -0.57, -0.23    

Ls Meanc -0.48 -0.41 -0.07 (-0.37, 0.23) 0.658  

SEc 0.106 0.110    

95% CIc -0.69, -0.26 -0.64, -0.19    

 

  Day 15 Actual n 23 30    

Mean 0.13 0.03    

SD 0.458 0.183    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.35 -0.52    

SD 0.862 0.750    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.22, 0.35)     

Ls Meanb -0.52 -0.58 0.06 (-0.20, 0.31) 0.666  

SEb 0.094 0.089    

95% CIb -0.71, -0.34 -0.75, -0.40    

Ls Meanc -0.40 -0.51 0.12 (-0.11, 0.34) 0.296  

SEc 0.082 0.077    

95% CIc -0.56, -0.23 -0.67, -0.36    

 

  Day 29 Actual n 21 26    

Mean 0.14 0.04    

SD 0.478 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 18 20    

Mean -0.72 -0.50    

SD 1.127 0.761    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.14, 0.42)     

Ls Meanb -0.51 -0.63 0.12 (-0.13, 0.37) 0.338  

SEb 0.091 0.089    

95% CIb -0.69, -0.33 -0.80, -0.45    

Ls Meanc -0.57 -0.66 0.09 (-0.14, 0.32) 0.433  

SEc 0.084 0.080    

95% CIc -0.74, -0.40 -0.82, -0.50    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 55 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.01)     

Ls Meanb -0.45 -0.37 -0.09 (-0.19, 0.02) 0.094  

 

  Baseline Actual n 27 26    

Mean 0.41 0.81    

SD 0.797 0.981    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 29 33    

Mean 0.38 0.42    

SD 0.622 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 24 24    

Mean -0.13 -0.33    

SD 0.741 0.637    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.42, 0.16)     

Ls Meanb -0.32 -0.20 -0.12 (-0.38, 0.14) 0.377  

SEb 0.093 0.094    

95% CIb -0.50, -0.13 -0.39, -0.02    

Ls Meanc -0.26 -0.21 -0.05 (-0.35, 0.25) 0.729  

SEc 0.108 0.110    

95% CIc -0.48, -0.04 -0.43, 0.01    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.28 0.50    

SD 0.542 0.731    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 20    

Mean -0.05 -0.25    

SD 0.498 0.910    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.41, 0.19)     

Ls Meanb -0.30 -0.20 -0.10 (-0.37, 0.17) 0.483  

SEb 0.097 0.098    

95% CIb -0.49, -0.11 -0.40, -0.01    

Ls Meanc -0.20 -0.14 -0.05 (-0.37, 0.26) 0.733  

SEc 0.111 0.114    

95% CIc -0.42, 0.03 -0.38, 0.09    

 

  Day 15 Actual n 23 30    

Mean 0.09 0.07    

SD 0.417 0.254    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.18 -0.62    

SD 0.393 0.921    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.40, 0.24)     

Ls Meanb -0.55 -0.48 -0.07 (-0.36, 0.21) 0.614  

SEb 0.106 0.099    

95% CIb -0.76, -0.34 -0.67, -0.28    

Ls Meanc -0.45 -0.41 -0.04 (-0.16, 0.07) 0.454  

SEc 0.042 0.039    

95% CIc -0.54, -0.36 -0.49, -0.33    

 

  Day 29 Actual n 21 26    

Mean 0.05 0.04    

SD 0.218 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 18 20    

Mean -0.33 -0.70    

SD 0.767 0.979    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.30, 0.33)     

Ls Meanb -0.55 -0.57 0.01 (-0.27, 0.29) 0.920  

SEb 0.102 0.100    

95% CIb -0.75, -0.35 -0.76, -0.37    

Ls Meanc -0.48 -0.53 0.05 (-0.06, 0.17) 0.333  

SEc 0.041 0.039    

95% CIc -0.56, -0.39 -0.61, -0.45    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.12)     

Ls Meanb -0.58 -0.54 -0.04 (-0.19, 0.10) 0.557  

 

  Baseline Actual n 27 26    

Mean 0.81 0.88    

SD 0.834 0.864    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 29 33    

Mean 0.86 0.61    

SD 0.875 0.704    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

   Change n 24 24    

Mean 0.04 -0.42    

SD 0.690 0.654    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.41 (0.04, 0.77)     

Ls Meanb -0.07 -0.41 0.34 (0.03, 0.66) 0.030  

SEb 0.113 0.114    

95% CIb -0.29, 0.15 -0.64, -0.19    

Ls Meanc -0.01 -0.39 0.38 (0.04, 0.72) 0.030  

SEc 0.125 0.127    

95% CIc -0.26, 0.24 -0.65, -0.14    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.56 0.73    

SD 0.768 0.868    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 3.00    

 

   Change n 21 20    

Mean -0.33 -0.25    

SD 0.796 0.851    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.59, 0.16)     

Ls Meanb -0.44 -0.25 -0.18 (-0.50, 0.14) 0.258  

SEb 0.115 0.118    

95% CIb -0.66, -0.21 -0.48, -0.02    

Ls Meanc -0.39 -0.28 -0.10 (-0.53, 0.32) 0.625  

SEc 0.152 0.157    

95% CIc -0.70, -0.08 -0.60, 0.03    

 

  Day 15 Actual n 23 30    

Mean 0.30 0.43    

SD 0.635 0.728    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.65 -0.52    

SD 0.862 0.750    

Min -2.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.25 (-0.64, 0.15)     

Ls Meanb -0.74 -0.53 -0.21 (-0.55, 0.13) 0.220  

SEb 0.125 0.119    

95% CIb -0.99, -0.50 -0.77, -0.30    

Ls Meanc -0.69 -0.53 -0.16 (-0.52, 0.19) 0.354  

SEc 0.131 0.122    

95% CIc -0.96, -0.43 -0.78, -0.28    

 

  Day 29 Actual n 21 26    

Mean 0.19 0.04    

SD 0.512 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 18 20    

Mean -0.72 -0.95    

SD 0.895 0.887    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.15, 0.63)     

Ls Meanb -0.67 -0.87 0.20 (-0.13, 0.53) 0.229  

SEb 0.120 0.119    

95% CIb -0.90, -0.43 -1.10, -0.64    

Ls Meanc -0.70 -0.92 0.22 (-0.06, 0.50) 0.117  

SEc 0.103 0.097    

95% CIc -0.91, -0.50 -1.12, -0.73    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 61 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.04)     

Ls Meanb -0.39 -0.38 -0.02 (-0.07, 0.04) 0.496  

 

  Baseline Actual n 27 26    

Mean 0.37 0.54    

SD 0.792 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.14 0.27    

SD 0.581 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 24 24    

Mean -0.29 -0.29    

SD 0.751 0.859    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.20 (-0.41, 0.01)     

Ls Meanb -0.37 -0.22 -0.16 (-0.32, 0.01) 0.065  

SEb 0.060 0.060    

95% CIb -0.49, -0.26 -0.34, -0.10    

Ls Meanc -0.40 -0.20 -0.20 (-0.44, 0.04) 0.105  

SEc 0.090 0.091    

95% CIc -0.58, -0.22 -0.39, -0.02    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.08 0.23    

SD 0.277 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 21 20    

Mean -0.14 -0.30    

SD 0.793 0.801    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.17)     

Ls Meanb -0.33 -0.28 -0.05 (-0.22, 0.13) 0.613  

SEb 0.063 0.064    

95% CIb -0.45, -0.20 -0.41, -0.16    

Ls Meanc -0.31 -0.20 -0.12 (-0.39, 0.16) 0.391  

SEc 0.096 0.098    

95% CIc -0.51, -0.12 -0.40, 0.00    

 

  Day 15 Actual n 23 30    

Mean 0.00 0.03    

SD 0.000 0.183    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.47 -0.48    

SD 0.874 0.750    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.22, 0.25)     

Ls Meanb -0.43 -0.45 0.01 (-0.17, 0.20) 0.886  

SEb 0.069 0.064    

95% CIb -0.57, -0.30 -0.57, -0.32    

Ls Meanc -0.47 -0.47 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.47, -0.47 -0.47, -0.47    

 

  Day 29 Actual n 21 26    

Mean 0.00 0.04    

SD 0.000 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 18 20    

Mean -0.28 -0.55    

SD 0.752 0.826    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.26, 0.21)     

Ls Meanb -0.44 -0.42 -0.02 (-0.20, 0.16) 0.819  

SEb 0.067 0.065    

95% CIb -0.57, -0.30 -0.54, -0.29    

Ls Meanc -0.41 -0.39 -0.02 (-0.13, 0.09) 0.722  

SEc 0.042 0.039    

95% CIc -0.50, -0.33 -0.47, -0.31    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.14 (0.00, 0.27)     

Ls Meanb -0.21 -0.30 0.10 (0.00, 0.19) 0.055  

 

  Baseline Actual n 27 26    

Mean 0.30 0.31    

SD 0.669 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 29 33    

Mean 0.24 0.21    

SD 0.577 0.485    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 24 24    

Mean 0.04 -0.21    

SD 0.859 0.588    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.12, 0.50)     

Ls Meanb -0.07 -0.21 0.13 (-0.08, 0.35) 0.228  

SEb 0.078 0.079    

95% CIb -0.23, 0.08 -0.36, -0.05    

Ls Meanc -0.05 -0.19 0.14 (-0.14, 0.42) 0.318  

SEc 0.102 0.104    

95% CIc -0.25, 0.16 -0.40, 0.02    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.12 0.13    

SD 0.440 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 20    

Mean -0.10 -0.40    

SD 0.831 0.821    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-0.06, 0.57)     

Ls Meanb -0.15 -0.34 0.18 (-0.04, 0.40) 0.113  

SEb 0.080 0.082    

95% CIb -0.31, 0.00 -0.50, -0.17    

Ls Meanc -0.20 -0.34 0.14 (-0.09, 0.36) 0.225  

SEc 0.080 0.082    

95% CIc -0.36, -0.04 -0.50, -0.17    

 

  Day 15 Actual n 23 30    

Mean 0.09 0.10    

SD 0.417 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean 0.00 -0.38    

SD 0.707 0.805    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.28, 0.38)     

Ls Meanb -0.28 -0.31 0.03 (-0.20, 0.27) 0.770  

SEb 0.087 0.083    

95% CIb -0.45, -0.11 -0.47, -0.15    

Ls Meanc -0.17 -0.27 0.11 (-0.12, 0.33) 0.338  

SEc 0.083 0.077    

95% CIc -0.33, 0.00 -0.43, -0.12    

 

  Day 29 Actual n 21 26    

Mean 0.10 0.08    

SD 0.436 0.392    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 18 20    

Mean -0.11 -0.40    

SD 0.832 0.821    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.18, 0.47)     

Ls Meanb -0.24 -0.34 0.10 (-0.13, 0.33) 0.383  

SEb 0.084 0.083    

95% CIb -0.41, -0.08 -0.51, -0.18    

Ls Meanc -0.24 -0.31 0.08 (-0.15, 0.31) 0.494  

SEc 0.084 0.080    

95% CIc -0.41, -0.06 -0.48, -0.15    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.05)     

Ls Meanb -0.95 -0.85 -0.10 (-0.26, 0.06) 0.202  

 

  Baseline Actual n 27 26    

Mean 1.33 1.19    

SD 1.074 0.895    

Min 0.00 0.00    

Median 1.00 1.50    

Max 3.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.69 0.79    

SD 0.891 0.781    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 2.00    

 

   Change n 24 24    

Mean -0.75 -0.33    

SD 0.737 0.761    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.28 (-0.65, 0.08)     

Ls Meanb -0.77 -0.49 -0.28 (-0.64, 0.08) 0.130  

SEb 0.131 0.133    

95% CIb -1.02, -0.51 -0.75, -0.22    

Ls Meanc -0.76 -0.47 -0.29 (-0.64, 0.06) 0.104  

SEc 0.127 0.131    

95% CIc -1.02, -0.51 -0.74, -0.21    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.44 0.77    

SD 0.768 0.858    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 2.00    

 

   Change n 21 20    

Mean -0.71 -0.45    

SD 0.845 1.050    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.40 (-0.78, -0.02)     

Ls Meanb -0.93 -0.54 -0.39 (-0.77, -0.02) 0.040  

SEb 0.135 0.137    

95% CIb -1.19, -0.67 -0.81, -0.27    

Ls Meanc -0.78 -0.55 -0.23 (-0.68, 0.23) 0.320  

SEc 0.160 0.166    

95% CIc -1.10, -0.45 -0.89, -0.22    

 

  Day 15 Actual n 23 30    

Mean 0.35 0.27    

SD 0.647 0.521    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 69 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -1.12 -0.76    

SD 1.219 1.179    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.54, 0.26)     

Ls Meanb -1.03 -0.89 -0.14 (-0.53, 0.26) 0.493  

SEb 0.146 0.139    

95% CIb -1.31, -0.74 -1.16, -0.62    

Ls Meanc -0.99 -0.89 -0.10 (-0.49, 0.28) 0.584  

SEc 0.141 0.131    

95% CIc -1.28, -0.71 -1.16, -0.62    

 

  Day 29 Actual n 21 26    

Mean 0.43 0.31    

SD 0.746 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 18 20    

Mean -1.17 -0.90    

SD 1.150 1.210    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.52, 0.26)     

Ls Meanb -1.12 -0.99 -0.13 (-0.52, 0.26) 0.514  

SEb 0.142 0.139    

95% CIb -1.39, -0.84 -1.26, -0.71    

Ls Meanc -1.08 -1.05 -0.03 (-0.49, 0.43) 0.899  

SEc 0.168 0.161    

95% CIc -1.42, -0.73 -1.37, -0.72    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.04 (-0.08, 0.17)     

Ls Meanb -0.67 -0.72 0.04 (-0.08, 0.17) 0.492  

 

  Baseline Actual n 27 26    

Mean 1.00 0.85    

SD 0.961 1.047    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 29 33    

Mean 0.48 0.52    

SD 0.785 0.712    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 24 24    

Mean -0.58 -0.50    

SD 1.100 1.063    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.42, 0.23)     

Ls Meanb -0.61 -0.51 -0.10 (-0.42, 0.23) 0.562  

SEb 0.117 0.118    

95% CIb -0.84, -0.38 -0.75, -0.28    

Ls Meanc -0.63 -0.61 -0.02 (-0.39, 0.36) 0.927  

SEc 0.137 0.140    

95% CIc -0.91, -0.36 -0.90, -0.33    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.32 0.57    

SD 0.476 0.817    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 21 20    

Mean -0.57 -0.55    

SD 1.076 1.234    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.28 (-0.61, 0.06)     

Ls Meanb -0.73 -0.45 -0.28 (-0.61, 0.06) 0.106  

SEb 0.121 0.123    

95% CIb -0.97, -0.49 -0.69, -0.21    

Ls Meanc -0.68 -0.50 -0.18 (-0.51, 0.15) 0.270  

SEc 0.116 0.120    

95% CIc -0.91, -0.44 -0.74, -0.25    

 

  Day 15 Actual n 23 30    

Mean 0.13 0.10    

SD 0.458 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.76 -0.81    

SD 1.033 1.078    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.24, 0.46)     

Ls Meanb -0.71 -0.82 0.11 (-0.24, 0.47) 0.532  

SEb 0.132 0.124    

95% CIb -0.97, -0.45 -1.07, -0.58    

Ls Meanc -0.71 -0.82 0.10 (-0.16, 0.36) 0.426  

SEc 0.096 0.090    

95% CIc -0.91, -0.52 -1.00, -0.63    

 

  Day 29 Actual n 21 26    

Mean 0.10 0.00    

SD 0.301 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 18 20    

Mean -0.94 -0.90    

SD 0.998 1.119    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.33, 0.36)     

Ls Meanb -0.92 -0.94 0.02 (-0.33, 0.36) 0.932  

SEb 0.128 0.125    

95% CIb -1.17, -0.67 -1.18, -0.69    

Ls Meanc -0.90 -0.95 0.04 (-0.07, 0.16) 0.445  

SEc 0.042 0.040    

95% CIc -0.99, -0.82 -1.03, -0.87    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.13 (-0.27, 0.01)     

Ls Meanb -0.79 -0.66 -0.14 (-0.29, 0.02) 0.077  

 

  Baseline Actual n 27 26    

Mean 1.11 0.81    

SD 1.155 0.895    

Min 0.00 0.00    

Median 1.00 0.50    

Max 3.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.52 0.58    

SD 0.871 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 24 24    

Mean -0.67 -0.33    

SD 0.917 0.761    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.41, 0.19)     

Ls Meanb -0.54 -0.42 -0.12 (-0.43, 0.20) 0.465  

SEb 0.112 0.114    

95% CIb -0.76, -0.32 -0.65, -0.20    

Ls Meanc -0.63 -0.48 -0.15 (-0.50, 0.20) 0.391  

SEc 0.127 0.131    

95% CIc -0.89, -0.38 -0.75, -0.22    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.28 0.47    

SD 0.614 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 20    

Mean -0.52 -0.35    

SD 0.814 1.040    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.34 (-0.65, -0.03)     

Ls Meanb -0.74 -0.39 -0.35 (-0.67, -0.03) 0.031  

SEb 0.115 0.117    

95% CIb -0.96, -0.51 -0.62, -0.16    

Ls Meanc -0.58 -0.39 -0.19 (-0.60, 0.21) 0.337  

SEc 0.144 0.149    

95% CIc -0.87, -0.29 -0.69, -0.08    

 

  Day 15 Actual n 23 30    

Mean 0.30 0.23    

SD 0.635 0.504    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.82 -0.52    

SD 1.131 0.814    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.39, 0.26)     

Ls Meanb -0.77 -0.71 -0.07 (-0.40, 0.27) 0.701  

SEb 0.124 0.119    

95% CIb -1.02, -0.53 -0.94, -0.47    

Ls Meanc -0.70 -0.66 -0.04 (-0.37, 0.30) 0.812  

SEc 0.123 0.115    

95% CIc -0.95, -0.44 -0.89, -0.42    

 

  Day 29 Actual n 21 26    

Mean 0.19 0.12    

SD 0.602 0.431    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 18 20    

Mean -1.06 -0.70    

SD 1.162 0.865    

Min -3.00 -2.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.48, 0.16)     

Ls Meanb -0.90 -0.74 -0.17 (-0.49, 0.16) 0.323  

SEb 0.120 0.119    

95% CIb -1.14, -0.67 -0.97, -0.51    

Ls Meanc -0.88 -0.83 -0.05 (-0.38, 0.27) 0.742  

SEc 0.120 0.115    

95% CIc -1.13, -0.64 -1.06, -0.59    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.01 (-0.05, 0.08)     

Ls Meanb -0.29 -0.30 0.01 (-0.04, 0.05) 0.711  

 

  Baseline Actual n 27 26    

Mean 0.48 0.12    

SD 0.893 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 29 33    

Mean 0.31 0.21    

SD 0.850 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 24 24    

Mean -0.21 0.00    

SD 1.250 0.417    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.05, 0.35)     

Ls Meanb -0.10 -0.20 0.10 (-0.03, 0.23) 0.135  

SEb 0.048 0.048    

95% CIb -0.19, 0.00 -0.30, -0.11    

Ls Meanc -0.08 -0.25 0.18 (-0.17, 0.52) 0.305  

SEc 0.126 0.127    

95% CIc -0.33, 0.18 -0.51, 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.08 0.07    

SD 0.400 0.254    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 21 20    

Mean -0.33 -0.15    

SD 0.796 0.366    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.15, 0.26)     

Ls Meanb -0.26 -0.29 0.04 (-0.10, 0.18) 0.600  

SEb 0.050 0.051    

95% CIb -0.35, -0.16 -0.39, -0.19    

Ls Meanc -0.24 -0.28 0.05 (-0.15, 0.24) 0.639  

SEc 0.068 0.070    

95% CIc -0.37, -0.10 -0.42, -0.14    

 

  Day 15 Actual n 23 30    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.53 -0.14    

SD 0.943 0.359    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.20, 0.23)     

Ls Meanb -0.31 -0.32 0.01 (-0.14, 0.16) 0.914  

SEb 0.055 0.051    

95% CIb -0.42, -0.21 -0.42, -0.22    

Ls Meanc -0.32 -0.32 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.32, -0.32 -0.32, -0.32    

 

  Day 29 Actual n 21 26    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 18 20    

Mean -0.56 -0.15    

SD 0.984 0.366    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.20, 0.23)     

Ls Meanb -0.32 -0.33 0.01 (-0.13, 0.16) 0.858  

SEb 0.054 0.052    

95% CIb -0.43, -0.22 -0.44, -0.23    

Ls Meanc -0.34 -0.34 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.34, -0.34 -0.34, -0.34    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.01 (-0.16, 0.18)     

Ls Meanb -0.34 -0.35 0.01 (-0.16, 0.18) 0.907  

 

  Baseline Actual n 27 26    

Mean 0.70 0.46    

SD 1.068 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.62 0.42    

SD 0.862 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 24 24    

Mean -0.17 -0.08    

SD 1.007 0.776    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.31, 0.32)     

Ls Meanb -0.15 -0.15 0.01 (-0.28, 0.30) 0.969  

SEb 0.105 0.107    

95% CIb -0.35, 0.06 -0.36, 0.06    

Ls Meanc -0.08 -0.16 0.08 (-0.34, 0.49) 0.709  

SEc 0.152 0.152    

95% CIc -0.39, 0.22 -0.47, 0.15    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.44 0.37    

SD 0.712 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 20    

Mean -0.29 -0.25    

SD 1.146 0.786    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.29, 0.35)     

Ls Meanb -0.23 -0.26 0.03 (-0.27, 0.32) 0.847  

SEb 0.106 0.109    

95% CIb -0.44, -0.02 -0.47, -0.05    

Ls Meanc -0.28 -0.32 0.04 (-0.39, 0.46) 0.861  

SEc 0.151 0.155    

95% CIc -0.59, 0.02 -0.64, -0.01    

 

  Day 15 Actual n 23 30    

Mean 0.22 0.20    

SD 0.518 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 81 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.41 -0.38    

SD 0.795 0.805    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.28, 0.38)     

Ls Meanb -0.36 -0.41 0.05 (-0.26, 0.36) 0.751  

SEb 0.113 0.110    

95% CIb -0.59, -0.14 -0.63, -0.20    

Ls Meanc -0.35 -0.44 0.10 (-0.19, 0.38) 0.503  

SEc 0.106 0.099    

95% CIc -0.56, -0.13 -0.64, -0.24    

 

  Day 29 Actual n 21 26    

Mean 0.14 0.04    

SD 0.478 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 18 20    

Mean -0.50 -0.45    

SD 0.924 0.826    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.42, 0.23)     

Ls Meanb -0.50 -0.41 -0.09 (-0.39, 0.21) 0.569  

SEb 0.110 0.110    

95% CIb -0.71, -0.28 -0.62, -0.19    

Ls Meanc -0.40 -0.52 0.12 (-0.15, 0.38) 0.375  

SEc 0.097 0.091    

95% CIc -0.60, -0.21 -0.71, -0.34    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.16, 0.22)     

Ls Meanb -0.35 -0.38 0.03 (-0.16, 0.22) 0.753  

 

  Baseline Actual n 27 26    

Mean 0.70 0.54    

SD 1.103 0.811    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.55 0.33    

SD 0.870 0.645    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 24 24    

Mean -0.13 -0.29    

SD 1.035 0.751    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.11, 0.50)     

Ls Meanb -0.11 -0.30 0.19 (-0.11, 0.49) 0.219  

SEb 0.108 0.111    

95% CIb -0.33, 0.10 -0.52, -0.08    

Ls Meanc -0.11 -0.36 0.25 (-0.16, 0.66) 0.225  

SEc 0.151 0.154    

95% CIc -0.41, 0.20 -0.67, -0.05    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.36 0.43    

SD 0.700 0.774    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 20    

Mean -0.24 -0.25    

SD 1.091 0.716    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.33, 0.29)     

Ls Meanb -0.24 -0.22 -0.02 (-0.32, 0.28) 0.900  

SEb 0.109 0.112    

95% CIb -0.45, -0.02 -0.44, 0.00    

Ls Meanc -0.28 -0.24 -0.04 (-0.47, 0.39) 0.850  

SEc 0.153 0.158    

95% CIc -0.59, 0.03 -0.56, 0.08    

 

  Day 15 Actual n 23 30    

Mean 0.17 0.20    

SD 0.491 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.47 -0.43    

SD 0.874 0.811    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.29, 0.35)     

Ls Meanb -0.41 -0.43 0.03 (-0.28, 0.34) 0.860  

SEb 0.114 0.113    

95% CIb -0.63, -0.18 -0.66, -0.21    

Ls Meanc -0.41 -0.48 0.07 (-0.22, 0.35) 0.640  

SEc 0.105 0.098    

95% CIc -0.63, -0.20 -0.68, -0.28    

 

  Day 29 Actual n 21 26    

Mean 0.14 0.04    

SD 0.478 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 18 20    

Mean -0.39 -0.45    

SD 0.850 0.826    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.35, 0.29)     

Ls Meanb -0.48 -0.45 -0.03 (-0.34, 0.28) 0.859  

SEb 0.112 0.113    

95% CIb -0.70, -0.26 -0.67, -0.23    

Ls Meanc -0.33 -0.47 0.14 (-0.11, 0.39) 0.262  

SEc 0.093 0.088    

95% CIc -0.52, -0.14 -0.65, -0.29    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.14 (-0.26, -0.02)     

Ls Meanb -0.47 -0.39 -0.08 (-0.15, -0.01) 0.030  

 

  Baseline Actual n 27 26    

Mean 0.26 0.77    

SD 0.526 0.652    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.28 0.33    

SD 0.591 0.479    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 24 24    

Mean -0.08 -0.54    

SD 0.584 0.658    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.43, 0.15)     

Ls Meanb -0.38 -0.30 -0.08 (-0.26, 0.09) 0.353  

SEb 0.062 0.062    

95% CIb -0.50, -0.26 -0.42, -0.17    

Ls Meanc -0.35 -0.28 -0.07 (-0.37, 0.23) 0.628  

SEc 0.102 0.104    

95% CIc -0.56, -0.15 -0.49, -0.07    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.16 0.40    

SD 0.374 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 21 20    

Mean -0.10 -0.45    

SD 0.539 0.759    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.32 (-0.62, -0.01)     

Ls Meanb -0.41 -0.22 -0.19 (-0.37, -0.01) 0.043  

SEb 0.064 0.065    

95% CIb -0.54, -0.28 -0.35, -0.09    

Ls Meanc -0.39 -0.17 -0.21 (-0.55, 0.13) 0.212  

SEc 0.111 0.115    

95% CIc -0.61, -0.16 -0.41, 0.06    

 

  Day 15 Actual n 23 30    

Mean 0.09 0.13    

SD 0.288 0.346    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 87 of 1056 

Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.18 -0.76    

SD 0.393 0.700    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.39, 0.25)     

Ls Meanb -0.50 -0.46 -0.04 (-0.23, 0.15) 0.675  

SEb 0.070 0.066    

95% CIb -0.64, -0.36 -0.59, -0.33    

Ls Meanc -0.54 -0.45 -0.08 (-0.27, 0.10) 0.377  

SEc 0.064 0.059    

95% CIc -0.67, -0.41 -0.57, -0.33    

 

  Day 29 Actual n 21 26    

Mean 0.05 0.12    

SD 0.218 0.326    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 18 20    

Mean -0.22 -0.70    

SD 0.428 0.657    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-0.49, 0.14)     

Ls Meanb -0.52 -0.42 -0.10 (-0.29, 0.08) 0.273  

SEb 0.068 0.066    

95% CIb -0.66, -0.39 -0.55, -0.29    

Ls Meanc -0.42 -0.45 0.03 (-0.12, 0.18) 0.691  

SEc 0.053 0.049    

95% CIc -0.53, -0.31 -0.55, -0.35    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.12 (-0.01, 0.24)     

Ls Meanb -0.35 -0.43 0.09 (-0.01, 0.18) 0.069  

 

  Baseline Actual n 27 26    

Mean 0.48 0.38    

SD 0.849 0.637    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.41 0.18    

SD 0.733 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 24 24    

Mean -0.08 -0.25    

SD 0.717 0.532    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.27 (0.00, 0.54)     

Ls Meanb -0.14 -0.34 0.20 (0.00, 0.41) 0.049  

SEb 0.073 0.075    

95% CIb -0.28, 0.01 -0.49, -0.19    

Ls Meanc -0.11 -0.28 0.17 (-0.09, 0.43) 0.196  

SEc 0.094 0.097    

95% CIc -0.30, 0.08 -0.48, -0.09    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.20 0.20    

SD 0.500 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 20    

Mean -0.24 -0.35    

SD 0.700 0.587    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.02, 0.53)     

Ls Meanb -0.23 -0.42 0.19 (-0.02, 0.40) 0.075  

SEb 0.075 0.077    

95% CIb -0.38, -0.08 -0.57, -0.27    

Ls Meanc -0.24 -0.40 0.16 (-0.06, 0.39) 0.145  

SEc 0.079 0.082    

95% CIc -0.40, -0.08 -0.57, -0.24    

 

  Day 15 Actual n 23 30    

Mean 0.09 0.00    

SD 0.417 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.24 -0.38    

SD 0.664 0.669    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.21, 0.37)     

Ls Meanb -0.41 -0.47 0.06 (-0.16, 0.28) 0.600  

SEb 0.081 0.078    

95% CIb -0.57, -0.25 -0.62, -0.32    

Ls Meanc -0.26 -0.38 0.12 (-0.09, 0.33) 0.244  

SEc 0.077 0.071    

95% CIc -0.41, -0.10 -0.52, -0.23    

 

  Day 29 Actual n 21 26    

Mean 0.14 0.08    

SD 0.478 0.392    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 18 20    

Mean -0.44 -0.45    

SD 0.856 0.686    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.19, 0.38)     

Ls Meanb -0.40 -0.48 0.08 (-0.14, 0.29) 0.493  

SEb 0.078 0.078    

95% CIb -0.56, -0.25 -0.63, -0.33    

Ls Meanc -0.41 -0.50 0.09 (-0.13, 0.31) 0.421  

SEc 0.081 0.077    

95% CIc -0.57, -0.24 -0.65, -0.34    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.04 (-0.11, 0.02)     

Ls Meanb -0.75 -0.71 -0.04 (-0.09, 0.02) 0.203  

 

  Baseline Actual n 27 26    

Mean 0.85 0.65    

SD 0.949 0.745    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 2.00    

 

  Day 3 Actual n 29 33    

Mean 0.28 0.30    

SD 0.591 0.585    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 24 24    

Mean -0.50 -0.50    

SD 0.885 0.722    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.07, 0.34)     

Ls Meanb -0.47 -0.59 0.12 (-0.06, 0.29) 0.189  

SEb 0.063 0.064    

95% CIb -0.59, -0.35 -0.71, -0.46    

Ls Meanc -0.51 -0.59 0.08 (-0.21, 0.37) 0.587  

SEc 0.106 0.109    

95% CIc -0.72, -0.30 -0.81, -0.37    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.12 0.23    

SD 0.332 0.626    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 21 20    

Mean -0.71 -0.60    

SD 0.956 0.754    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.19, 0.24)     

Ls Meanb -0.68 -0.70 0.02 (-0.17, 0.20) 0.852  

SEb 0.066 0.067    

95% CIb -0.81, -0.55 -0.83, -0.57    

Ls Meanc -0.68 -0.70 0.02 (-0.23, 0.27) 0.867  

SEc 0.089 0.093    

95% CIc -0.86, -0.50 -0.89, -0.51    

 

  Day 15 Actual n 23 30    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.71 -0.76    

SD 0.920 0.768    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.26, 0.19)     

Ls Meanb -0.81 -0.78 -0.03 (-0.22, 0.16) 0.768  

SEb 0.073 0.067    

95% CIb -0.96, -0.67 -0.92, -0.65    

Ls Meanc -0.74 -0.74 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.74, -0.74 -0.74, -0.74    

 

  Day 29 Actual n 21 26    

Mean 0.00 0.04    

SD 0.000 0.196    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 18 20    

Mean -0.78 -0.65    

SD 0.943 0.813    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.29, 0.16)     

Ls Meanb -0.78 -0.72 -0.05 (-0.25, 0.14) 0.578  

SEb 0.071 0.068    

95% CIb -0.92, -0.64 -0.86, -0.59    

Ls Meanc -0.71 -0.68 -0.04 (-0.15, 0.07) 0.496  

SEc 0.041 0.039    

95% CIc -0.80, -0.63 -0.76, -0.60    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.03)     

Ls Meanb -0.07 -0.07 0.00 (-0.01, 0.01) 0.952  

 

  Baseline Actual n 27 26    

Mean 0.19 0.00    

SD 0.681 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 0.00    

 

  Day 3 Actual n 29 33    

Mean 0.00 0.03    

SD 0.000 0.174    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 24 24    

Mean -0.13 0.04    

SD 0.612 0.204    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.21, 0.03)     

Ls Meanb -0.08 -0.04 -0.04 (-0.10, 0.01) 0.135  

SEb 0.021 0.021    

95% CIb -0.12, -0.04 -0.08, 0.00    

Ls Meanc -0.07 -0.03 -0.03 (-0.12, 0.05) 0.433  

SEc 0.032 0.033    

95% CIc -0.13, 0.00 -0.10, 0.04    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 25 30    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 21 20    

Mean -0.14 0.00    

SD 0.655 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.08 -0.08 0.00 (-0.07, 0.06) 0.926  

SEb 0.022 0.023    

95% CIb -0.13, -0.04 -0.12, -0.03    

Ls Meanc -0.07 -0.07 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.07, -0.07 -0.07, -0.07    

 

  Day 15 Actual n 23 30    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.16 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 17 21    

Mean -0.18 0.00    

SD 0.728 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.13)     

Ls Meanb -0.08 -0.08 0.00 (-0.07, 0.06) 0.914  

SEb 0.025 0.022    

95% CIb -0.13, -0.03 -0.12, -0.03    

Ls Meanc -0.08 -0.08 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.08, -0.08 -0.08, -0.08    

 

  Day 29 Actual n 21 26    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 18 20    

Mean -0.17 0.00    

SD 0.707 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.13)     

Ls Meanb -0.08 -0.08 0.00 (-0.07, 0.06) 0.915  

SEb 0.024 0.023    

95% CIb -0.13, -0.03 -0.12, -0.03    

Ls Meanc -0.08 -0.08 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.08, -0.08 -0.08, -0.08    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Antiviral 

Therapy not 

active against 

COVID 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.18 (-0.61, 0.26)     

Ls Meanb -0.77 -0.60 -0.17 (-0.64, 0.30) 0.442  

 

  Baseline Actual n 14 10  NEd  

Mean 1.14 0.20    

SD 1.167 0.632    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 12 7    

Mean 0.42 0.29    

SD 0.793 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 12 6    

Mean -0.75 0.00    

SD 1.055 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.70, 0.54)     

Ls Meanb -0.56 -0.49 -0.08 (-0.69, 0.54) 0.802  

SEb 0.174 0.246    

95% CIb -0.91, -0.22 -0.97, 0.00    

Ls Meanc -0.56 -0.35 -0.20 (-1.04, 0.63) 0.611  

SEc 0.208 0.293    

95% CIc -1.00, -0.11 -0.98, 0.27    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.27 0.33    

SD 0.647 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 11 5    

Mean -1.00 -0.20    

SD 1.265 1.095    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.68, 0.60)     

Ls Meanb -0.74 -0.70 -0.04 (-0.67, 0.59) 0.905  

SEb 0.180 0.249    

95% CIb -1.09, -0.39 -1.19, -0.21    

Ls Meanc -0.77 -0.73 -0.04 (-0.97, 0.89) 0.922  

SEc 0.230 0.312    

95% CIc -1.27, -0.27 -1.41, -0.05    

 

  Day 15 Actual n 9 8    

Mean 0.22 0.13    

SD 0.667 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -1.11 -0.33    

SD 1.364 0.816    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.59, 0.70)     

Ls Meanb -0.76 -0.82 0.06 (-0.58, 0.69) 0.860  

SEb 0.191 0.246    

95% CIb -1.14, -0.39 -1.30, -0.33    

Ls Meanc -0.77 -0.86 0.09 (-0.87, 1.04) 0.844  

SEc 0.251 0.275    

95% CIc -1.33, -0.22 -1.47, -0.26    

 

  Day 29 Actual n 7 3    

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 3    

Mean -1.00 0.00    

SD 1.291 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.41 (-1.09, 0.26)     

Ls Meanb -0.94 -0.53 -0.41 (-1.07, 0.26) 0.231  

SEb 0.187 0.268    

95% CIb -1.31, -0.57 -1.06, -0.01    

Ls Meanc -0.67 -0.76 0.09 (-1.96, 2.15) 0.917  

SEc 0.534 0.497    

95% CIc -1.98, 0.64 -1.98, 0.45    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.04 (-0.37, 0.45)     

Ls Meanb -0.56 -0.60 0.03 (-0.31, 0.37) 0.847  

 

  Baseline Actual n 14 10  NEd  

Mean 0.79 0.40    

SD 0.802 0.699    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 11 7    

Mean 0.45 0.14    

SD 0.688 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 11 6    

Mean -0.36 -0.50    

SD 0.674 0.548    

Min -1.00 -1.00    

Median 0.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.30 (-0.47, 1.07)     

Ls Meanb -0.36 -0.58 0.23 (-0.36, 0.81) 0.449  

SEb 0.171 0.237    

95% CIb -0.69, -0.02 -1.05, -0.12    

Ls Meanc -0.28 -0.63 0.35 (-0.32, 1.02) 0.280  

SEc 0.168 0.231    

95% CIc -0.65, 0.08 -1.13, -0.13    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.36 0.17    

SD 0.674 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 11 5    

Mean -0.55 -0.60    

SD 0.820 1.140    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.24 (-0.56, 1.04)     

Ls Meanb -0.42 -0.60 0.18 (-0.43, 0.79) 0.555  

SEb 0.176 0.245    

95% CIb -0.76, -0.07 -1.08, -0.12    

Ls Meanc -0.72 -0.48 -0.24 (-1.10, 0.62) 0.552  

SEc 0.214 0.286    

95% CIc -1.18, -0.25 -1.10, 0.15    

 

  Day 15 Actual n 9 8    

Mean 0.22 0.00    

SD 0.667 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.67 -0.67    

SD 1.118 0.816    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.64, 0.97)     

Ls Meanb -0.63 -0.75 0.12 (-0.49, 0.74) 0.692  

SEb 0.191 0.237    

95% CIb -1.00, -0.25 -1.22, -0.28    

Ls Meanc -0.63 -0.76 0.13 (-0.82, 1.08) 0.775  

SEc 0.253 0.273    

95% CIc -1.18, -0.07 -1.36, -0.16    

 

  Day 29 Actual n 7 3    

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 3    

Mean -0.86 0.00    

SD 1.215 0.000    

Min -2.00 0.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.83, 0.99)     

Ls Meanb -0.56 -0.62 0.06 (-0.63, 0.76) 0.862  

SEb 0.197 0.285    

95% CIb -0.95, -0.18 -1.19, -0.06    

Ls Meanc -0.49 -0.85 0.35 (-1.84, 2.55) 0.707  

SEc 0.555 0.537    

95% CIc -1.85, 0.86 -2.16, 0.47    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.63 -0.64 0.01 (-0.13, 0.15) 0.876  

 

  Baseline Actual n 14 10  NEd  

Mean 0.86 0.60    

SD 1.027 0.699    

Min 0.00 0.00    

Median 0.50 0.50    

Max 3.00 2.00    

 

  Day 3 Actual n 12 7    

Mean 0.33 0.86    

SD 0.778 0.690    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 12 6    

Mean -0.33 -0.17    

SD 1.155 0.753    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.32 (-0.71, 0.06)     

Ls Meanb -0.40 -0.11 -0.29 (-0.64, 0.05) 0.098  

SEb 0.101 0.143    

95% CIb -0.60, -0.20 -0.39, 0.17    

Ls Meanc -0.49 0.07 -0.56 (-1.48, 0.37) 0.217  

SEc 0.230 0.323    

95% CIc -0.98, 0.01 -0.62, 0.76    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.09 0.33    

SD 0.302 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 11 5    

Mean -0.55 -0.40    

SD 1.128 0.548    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.48, 0.33)     

Ls Meanb -0.64 -0.58 -0.07 (-0.44, 0.31) 0.724  

SEb 0.106 0.154    

95% CIb -0.85, -0.43 -0.88, -0.27    

Ls Meanc -0.53 -0.43 -0.11 (-0.66, 0.44) 0.679  

SEc 0.137 0.184    

95% CIc -0.83, -0.23 -0.83, -0.03    

 

  Day 15 Actual n 9 8    

Mean 0.11 0.00    

SD 0.333 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.67 -0.83    

SD 1.118 0.753    

Min -3.00 -2.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.23, 0.57)     

Ls Meanb -0.62 -0.78 0.15 (-0.21, 0.52) 0.409  

SEb 0.117 0.143    

95% CIb -0.85, -0.39 -1.06, -0.50    

Ls Meanc -0.49 -0.97 0.48 (0.15, 0.81) 0.008  

SEc 0.088 0.095    

95% CIc -0.68, -0.29 -1.18, -0.76    

 

  Day 29 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 3    

Mean -0.43 -1.33    

SD 0.787 0.577    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.54, 0.49)     

Ls Meanb -0.79 -0.77 -0.02 (-0.49, 0.44) 0.922  

SEb 0.130 0.195    

95% CIb -1.05, -0.54 -1.16, -0.39    

Ls Meanc -0.70 -0.70 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.70, -0.70 -0.70, -0.70    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-1.04 (-1.35, -0.73)     

Ls Meanb -0.86 -0.12 -0.74 (-0.99, -0.50) <.001  

 

  Baseline Actual n 14 10  NEd  

Mean 0.79 1.10    

SD 0.802 0.568    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 12 7    

Mean 0.58 0.71    

SD 0.793 0.488    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

   Change n 12 6    

Mean -0.25 -0.33    

SD 0.452 1.033    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.47 (-1.14, 0.20)     

Ls Meanb -0.45 -0.11 -0.34 (-0.82, 0.14) 0.169  

SEb 0.139 0.196    

95% CIb -0.72, -0.18 -0.50, 0.27    

Ls Meanc -0.45 -0.03 -0.42 (-1.12, 0.29) 0.225  

SEc 0.175 0.246    

95% CIc -0.82, -0.07 -0.56, 0.50    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.45 1.17    

SD 0.820 0.408    

Min 0.00 1.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 11 5    

Mean -0.36 0.20    

SD 0.505 0.837    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.22 (-1.93, -0.52)     

Ls Meanb -0.60 0.27 -0.88 (-1.38, -0.37) 0.001  

SEb 0.146 0.205    

95% CIb -0.89, -0.31 -0.13, 0.68    

Ls Meanc -0.43 0.29 -0.72 (-1.56, 0.12) 0.087  

SEc 0.208 0.279    

95% CIc -0.88, 0.02 -0.32, 0.90    

 

  Day 15 Actual n 9 8    

Mean 0.00 0.75    

SD 0.000 0.463    

Min 0.00 0.00    

Median 0.00 1.00    

Max 0.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -1.00 -0.33    

SD 0.866 0.816    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.38 (-2.09, -0.68)     

Ls Meanb -1.10 -0.11 -0.99 (-1.50, -0.48) <.001  

SEb 0.159 0.196    

95% CIb -1.41, -0.79 -0.50, 0.27    

Ls Meanc -1.10 -0.20 -0.90 (-1.36, -0.44) 0.001  

SEc 0.121 0.131    

95% CIc -1.37, -0.84 -0.49, 0.09    

 

  Day 29 Actual n 7 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 7 3    

Mean -1.00 -1.00    

SD 1.000 1.000    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.64 (-1.48, 0.19)     

Ls Meanb -1.24 -0.78 -0.46 (-1.06, 0.14) 0.132  

SEb 0.169 0.249    

95% CIb -1.58, -0.91 -1.27, -0.29    

Ls Meanc -1.60 -0.60 -1.00 (-1.00, -1.00) NE  

SEc 0.000 0.000    

95% CIc -1.60, -1.60 -0.60, -0.60    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.01 (-0.37, 0.40)     

Ls Meanb -0.06 -0.07 0.00 (-0.13, 0.14) 0.942  

 

  Baseline Actual n 14 10  NEd  

Mean 0.21 0.00    

SD 0.426 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

  Day 3 Actual n 11 7    

Mean 0.18 0.14    

SD 0.405 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 11 6    

Mean 0.00 0.17    

SD 0.447 0.408    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.78, 1.08)     

Ls Meanb 0.09 0.04 0.05 (-0.26, 0.35) 0.753  

SEb 0.090 0.124    

95% CIb -0.09, 0.26 -0.21, 0.28    

Ls Meanc 0.03 0.11 -0.08 (-0.62, 0.45) 0.739  

SEc 0.136 0.187    

95% CIc -0.27, 0.32 -0.29, 0.52    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.09 0.33    

SD 0.302 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 11 5    

Mean -0.18 0.20    

SD 0.603 0.447    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.32 (-1.29, 0.66)     

Ls Meanb -0.07 0.03 -0.10 (-0.42, 0.22) 0.528  

SEb 0.092 0.132    

95% CIb -0.25, 0.11 -0.22, 0.29    

Ls Meanc -0.09 -0.01 -0.09 (-0.64, 0.46) 0.736  

SEc 0.136 0.184    

95% CIc -0.39, 0.20 -0.41, 0.40    

 

  Day 15 Actual n 9 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.22 0.00    

SD 0.441 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-1.03, 0.92)     

Ls Meanb -0.15 -0.13 -0.02 (-0.34, 0.30) 0.906  

SEb 0.101 0.124    

95% CIb -0.35, 0.05 -0.37, 0.11    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 29 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 3    

Mean -0.29 0.00    

SD 0.488 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-1.10, 1.30)     

Ls Meanb -0.17 -0.20 0.03 (-0.36, 0.43) 0.870  

SEb 0.110 0.164    

95% CIb -0.38, 0.05 -0.52, 0.12    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.14 (-0.67, 0.38)     

Ls Meanb -0.28 -0.17 -0.11 (-0.55, 0.33) 0.600  

 

  Baseline Actual n 14 10  NEd  

Mean 0.71 0.30    

SD 0.914 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 12 7    

Mean 0.33 0.14    

SD 0.651 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 6    

Mean -0.17 -0.17    

SD 0.937 0.408    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.80, 0.83)     

Ls Meanb -0.16 -0.18 0.01 (-0.62, 0.64) 0.973  

SEb 0.180 0.253    

95% CIb -0.52, 0.19 -0.67, 0.32    

Ls Meanc -0.19 -0.17 -0.02 (-0.79, 0.75) 0.962  

SEc 0.192 0.269    

95% CIc -0.60, 0.22 -0.75, 0.41    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.27 0.50    

SD 0.647 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 11 5    

Mean -0.18 0.20    

SD 0.982 1.095    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.58 (-1.42, 0.26)     

Ls Meanb -0.25 0.19 -0.44 (-1.09, 0.21) 0.180  

SEb 0.186 0.258    

95% CIb -0.62, 0.12 -0.31, 0.70    

Ls Meanc -0.42 0.40 -0.82 (-1.84, 0.20) 0.104  

SEc 0.254 0.339    

95% CIc -0.97, 0.13 -0.34, 1.14    

 

  Day 15 Actual n 9 8    

Mean 0.33 0.00    

SD 0.707 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.22 -0.33    

SD 1.093 0.516    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.68, 1.02)     

Ls Meanb -0.21 -0.34 0.13 (-0.52, 0.79) 0.693  

SEb 0.200 0.253    

95% CIb -0.60, 0.18 -0.84, 0.16    

Ls Meanc -0.21 -0.40 0.19 (-0.82, 1.19) 0.687  

SEc 0.267 0.288    

95% CIc -0.80, 0.38 -1.03, 0.23    

 

  Day 29 Actual n 7 3    

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 3    

Mean -0.14 0.00    

SD 1.215 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.31 (-1.21, 0.60)     

Ls Meanb -0.41 -0.18 -0.23 (-0.93, 0.46) 0.510  

SEb 0.198 0.283    

95% CIb -0.80, -0.02 -0.74, 0.38    

Ls Meanc 0.02 -0.37 0.38 (-1.58, 2.35) 0.648  

SEc 0.530 0.464    

95% CIc -1.28, 1.31 -1.50, 0.77    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.01 (-0.61, 0.58)     

Ls Meanb -0.65 -0.63 -0.01 (-0.59, 0.56) 0.965  

 

  Baseline Actual n 14 10  NEd  

Mean 2.07 1.50    

SD 0.917 0.850    

Min 0.00 0.00    

Median 2.00 1.50    

Max 3.00 3.00    

 

  Day 3 Actual n 12 7    

Mean 1.17 1.29    

SD 1.030 0.756    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 12 6    

Mean -0.75 -0.17    

SD 1.138 0.408    

Min -3.00 -1.00    

Median -0.50 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-1.13, 0.82)     

Ls Meanb -0.52 -0.38 -0.14 (-1.01, 0.73) 0.751  

SEb 0.248 0.348    

95% CIb -1.01, -0.04 -1.07, 0.30    

Ls Meanc -0.45 -0.65 0.20 (-0.94, 1.34) 0.712  

SEc 0.276 0.393    

95% CIc -1.04, 0.15 -1.49, 0.20    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 20 of 1056 

Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 1.00 1.17    

SD 0.775 0.408    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 11 5    

Mean -0.82 0.00    

SD 1.079 0.707    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.22 (-1.22, 0.78)     

Ls Meanb -0.61 -0.41 -0.20 (-1.09, 0.70) 0.665  

SEb 0.258 0.356    

95% CIb -1.12, -0.10 -1.11, 0.29    

Ls Meanc -0.75 -0.27 -0.48 (-1.57, 0.60) 0.349  

SEc 0.265 0.362    

95% CIc -1.33, -0.17 -1.06, 0.52    

 

  Day 15 Actual n 9 8    

Mean 0.78 0.63    

SD 0.833 0.518    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -1.00 -0.67    

SD 1.323 1.033    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.98, 1.05)     

Ls Meanb -0.85 -0.88 0.03 (-0.87, 0.94) 0.945  

SEb 0.276 0.348    

95% CIb -1.40, -0.31 -1.57, -0.20    

Ls Meanc -1.07 -0.74 -0.33 (-1.58, 0.92) 0.574  

SEc 0.332 0.359    

95% CIc -1.80, -0.34 -1.53, 0.05    

 

  Day 29 Actual n 7 3    

Mean 1.14 0.67    

SD 0.900 0.577    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

   Change n 7 3    

Mean -0.71 -0.33    

SD 1.254 1.528    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-1.08, 1.13)     

Ls Meanb -0.65 -0.67 0.02 (-0.97, 1.01) 0.969  

SEb 0.279 0.400    

95% CIb -1.20, -0.10 -1.46, 0.12    

Ls Meanc -0.30 -1.19 0.89 (-2.33, 4.12) 0.523  

SEc 0.811 0.688    

95% CIc -2.28, 1.68 -2.88, 0.49    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.28 (-0.52, -0.03)     

Ls Meanb -0.86 -0.61 -0.25 (-0.49, -0.01) 0.043  

 

  Baseline Actual n 14 10  NEd  

Mean 1.14 0.40    

SD 1.099 0.516    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 12 7    

Mean 0.58 0.14    

SD 0.793 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 6    

Mean -0.50 0.00    

SD 0.905 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.28 (-0.24, 0.79)     

Ls Meanb -0.39 -0.64 0.25 (-0.22, 0.72) 0.292  

SEb 0.134 0.190    

95% CIb -0.66, -0.13 -1.01, -0.27    

Ls Meanc -0.42 -0.23 -0.19 (-0.88, 0.49) 0.551  

SEc 0.169 0.240    

95% CIc -0.79, -0.06 -0.74, 0.29    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.27 0.83    

SD 0.467 0.753    

Min 0.00 0.00    

Median 0.00 1.00    

Max 1.00 2.00    

 

   Change n 11 5    

Mean -0.82 0.80    

SD 1.168 0.447    

Min -3.00 0.00    

Median 0.00 1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.92 (-1.45, -0.38)     

Ls Meanb -0.73 0.10 -0.83 (-1.32, -0.34) 0.001  

SEb 0.141 0.199    

95% CIb -1.01, -0.45 -0.29, 0.50    

Ls Meanc -0.73 0.39 -1.13 (-1.88, -0.38) 0.006  

SEc 0.187 0.252    

95% CIc -1.14, -0.33 -0.15, 0.94    

 

  Day 15 Actual n 9 8    

Mean 0.11 0.38    

SD 0.333 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -1.22 0.17    

SD 1.302 0.753    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.47 (-1.01, 0.07)     

Ls Meanb -0.90 -0.47 -0.43 (-0.92, 0.06) 0.088  

SEb 0.154 0.190    

95% CIb -1.20, -0.60 -0.85, -0.10    

Ls Meanc -0.71 -0.59 -0.12 (-0.87, 0.63) 0.733  

SEc 0.199 0.218    

95% CIc -1.14, -0.27 -1.07, -0.11    

 

  Day 29 Actual n 7 3    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 3    

Mean -1.29 -0.33    

SD 1.380 0.577    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.75, 0.52)     

Ls Meanb -1.01 -0.91 -0.10 (-0.68, 0.48) 0.730  

SEb 0.162 0.240    

95% CIb -1.33, -0.69 -1.38, -0.44    

Ls Meanc -0.96 -1.13 0.16 (-0.82, 1.15) 0.702  

SEc 0.270 0.240    

95% CIc -1.62, -0.30 -1.71, -0.54    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.28 (-0.75, 0.20)     

Ls Meanb -0.62 -0.37 -0.25 (-0.72, 0.22) 0.275  

 

  Baseline Actual n 14 10  NEd  

Mean 1.00 0.30    

SD 1.038 0.675    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 12 7    

Mean 0.42 0.14    

SD 0.793 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 6    

Mean -0.58 -0.33    

SD 0.900 0.516    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.65, 0.89)     

Ls Meanb -0.49 -0.60 0.11 (-0.59, 0.81) 0.757  

SEb 0.200 0.281    

95% CIb -0.88, -0.10 -1.15, -0.05    

Ls Meanc -0.45 -0.57 0.12 (-0.65, 0.89) 0.744  

SEc 0.193 0.268    

95% CIc -0.86, -0.04 -1.15, 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.64 0.67    

SD 0.924 0.516    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

   Change n 11 5    

Mean -0.45 0.00    

SD 1.036 1.225    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.83, 0.75)     

Ls Meanb -0.30 -0.27 -0.04 (-0.76, 0.68) 0.921  

SEb 0.208 0.287    

95% CIb -0.71, 0.11 -0.83, 0.30    

Ls Meanc -0.49 -0.13 -0.36 (-1.58, 0.85) 0.529  

SEc 0.306 0.405    

95% CIc -1.16, 0.18 -1.01, 0.75    

 

  Day 15 Actual n 9 8    

Mean 0.22 0.38    

SD 0.667 0.518    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.89 -0.17    

SD 1.054 1.169    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.27 (-1.08, 0.53)     

Ls Meanb -0.68 -0.43 -0.25 (-0.98, 0.48) 0.504  

SEb 0.223 0.281    

95% CIb -1.12, -0.24 -0.99, 0.12    

Ls Meanc -0.61 -0.55 -0.06 (-1.17, 1.05) 0.908  

SEc 0.296 0.318    

95% CIc -1.26, 0.04 -1.25, 0.15    

 

  Day 29 Actual n 7 3    

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 3    

Mean -0.86 -0.33    

SD 1.069 0.577    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.32 (-1.18, 0.54)     

Ls Meanb -0.86 -0.57 -0.29 (-1.08, 0.49) 0.465  

SEb 0.223 0.319    

95% CIb -1.30, -0.42 -1.19, 0.06    

Ls Meanc -0.55 -0.80 0.25 (-1.60, 2.10) 0.752  

SEc 0.514 0.446    

95% CIc -1.81, 0.71 -1.89, 0.29    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.16 (-0.30, -0.01)     

Ls Meanb -0.32 -0.20 -0.12 (-0.24, 0.00) 0.048  

 

  Baseline Actual n 14 10  NEd  

Mean 0.57 0.30    

SD 0.852 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 12 7    

Mean 0.25 0.29    

SD 0.452 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 12 6    

Mean -0.08 0.00    

SD 0.669 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.47, 0.23)     

Ls Meanb -0.11 -0.02 -0.10 (-0.37, 0.18) 0.495  

SEb 0.080 0.113    

95% CIb -0.27, 0.04 -0.24, 0.21    

Ls Meanc -0.09 0.01 -0.09 (-0.71, 0.53) 0.750  

SEc 0.155 0.217    

95% CIc -0.42, 0.24 -0.46, 0.47    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.18 0.50    

SD 0.405 0.548    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 11 5    

Mean -0.18 0.00    

SD 0.405 0.707    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.27 (-0.64, 0.10)     

Ls Meanb -0.19 0.02 -0.21 (-0.50, 0.08) 0.158  

SEb 0.084 0.121    

95% CIb -0.35, -0.02 -0.21, 0.26    

Ls Meanc -0.16 -0.01 -0.16 (-0.63, 0.32) 0.490  

SEc 0.118 0.158    

95% CIc -0.42, 0.09 -0.35, 0.34    

 

  Day 15 Actual n 9 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.44 -0.33    

SD 0.726 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.40, 0.34)     

Ls Meanb -0.37 -0.35 -0.02 (-0.32, 0.27) 0.869  

SEb 0.092 0.113    

95% CIb -0.56, -0.19 -0.57, -0.13    

Ls Meanc -0.40 -0.40 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.40, -0.40 -0.40, -0.40    

 

  Day 29 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 3    

Mean -0.57 0.00    

SD 0.787 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.25 (-0.71, 0.21)     

Ls Meanb -0.39 -0.19 -0.20 (-0.56, 0.16) 0.281  

SEb 0.101 0.151    

95% CIb -0.59, -0.19 -0.49, 0.10    

Ls Meanc -0.40 -0.40 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.40, -0.40 -0.40, -0.40    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.06 (-0.61, 0.49)     

Ls Meanb -0.43 -0.38 -0.05 (-0.55, 0.45) 0.831  

 

  Baseline Actual n 14 10  NEd  

Mean 1.07 0.70    

SD 0.917 0.675    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 12 7    

Mean 0.83 0.71    

SD 0.937 0.756    

Min 0.00 0.00    

Median 0.50 1.00    

Max 2.00 2.00    

 

   Change n 12 6    

Mean -0.08 0.00    

SD 1.165 0.894    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.69, 0.84)     

Ls Meanb -0.03 -0.09 0.06 (-0.57, 0.70) 0.850  

SEb 0.179 0.252    

95% CIb -0.38, 0.32 -0.59, 0.40    

Ls Meanc -0.07 -0.09 0.03 (-1.12, 1.17) 0.961  

SEc 0.280 0.396    

95% CIc -0.67, 0.53 -0.94, 0.76    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.45 0.17    

SD 0.820 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 11 5    

Mean -0.45 -0.40    

SD 1.293 1.140    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.79, 0.77)     

Ls Meanb -0.35 -0.34 -0.01 (-0.66, 0.64) 0.982  

SEb 0.184 0.255    

95% CIb -0.71, 0.01 -0.84, 0.16    

Ls Meanc -0.57 -0.42 -0.15 (-1.24, 0.93) 0.762  

SEc 0.267 0.359    

95% CIc -1.15, 0.01 -1.20, 0.36    

 

  Day 15 Actual n 9 8    

Mean 0.22 0.13    

SD 0.441 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.56 -0.33    

SD 1.014 1.033    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.24 (-1.03, 0.55)     

Ls Meanb -0.62 -0.42 -0.20 (-0.85, 0.46) 0.558  

SEb 0.195 0.252    

95% CIb -1.00, -0.24 -0.92, 0.07    

Ls Meanc -0.68 -0.30 -0.38 (-1.05, 0.28) 0.232  

SEc 0.177 0.192    

95% CIc -1.07, -0.29 -0.72, 0.12    

 

  Day 29 Actual n 7 3    

Mean 0.14 0.33    

SD 0.378 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 7 3    

Mean -0.57 -0.33    

SD 1.134 1.528    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.81, 0.83)     

Ls Meanb -0.65 -0.65 0.01 (-0.67, 0.69) 0.980  

SEb 0.191 0.272    

95% CIb -1.02, -0.27 -1.19, -0.12    

Ls Meanc -1.01 -0.22 -0.79 (-1.76, 0.19) 0.096  

SEc 0.270 0.224    

95% CIc -1.67, -0.35 -0.77, 0.33    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.17 (-0.72, 0.38)     

Ls Meanb -0.31 -0.18 -0.13 (-0.59, 0.33) 0.554  

 

  Baseline Actual n 14 10  NEd  

Mean 0.71 0.70    

SD 0.825 0.675    

Min 0.00 0.00    

Median 0.50 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 12 7    

Mean 0.58 0.57    

SD 0.900 0.976    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 12 6    

Mean 0.00 -0.17    

SD 0.853 0.408    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.77, 0.82)     

Ls Meanb -0.03 -0.05 0.02 (-0.59, 0.63) 0.953  

SEb 0.174 0.244    

95% CIb -0.37, 0.31 -0.53, 0.43    

Ls Meanc -0.09 -0.05 -0.04 (-0.96, 0.88) 0.924  

SEc 0.230 0.322    

95% CIc -0.59, 0.40 -0.74, 0.64    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.45 0.33    

SD 0.688 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 11 5    

Mean -0.09 -0.20    

SD 0.831 0.447    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.22 (-1.03, 0.59)     

Ls Meanb -0.20 -0.03 -0.17 (-0.79, 0.46) 0.600  

SEb 0.179 0.248    

95% CIb -0.55, 0.16 -0.52, 0.46    

Ls Meanc -0.13 -0.15 0.02 (-0.96, 0.99) 0.972  

SEc 0.243 0.324    

95% CIc -0.66, 0.40 -0.86, 0.56    

 

  Day 15 Actual n 9 8    

Mean 0.33 0.00    

SD 0.500 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.22 -0.50    

SD 0.667 0.837    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.71, 0.94)     

Ls Meanb -0.29 -0.38 0.09 (-0.55, 0.72) 0.785  

SEb 0.191 0.244    

95% CIb -0.67, 0.08 -0.86, 0.10    

Ls Meanc -0.28 -0.46 0.19 (-0.41, 0.78) 0.505  

SEc 0.158 0.170    

95% CIc -0.63, 0.07 -0.84, -0.09    

 

  Day 29 Actual n 7 3    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 3    

Mean -0.57 0.00    

SD 1.134 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.62 (-1.48, 0.24)     

Ls Meanb -0.57 -0.09 -0.48 (-1.14, 0.19) 0.160  

SEb 0.188 0.267    

95% CIb -0.93, -0.20 -0.62, 0.43    

Ls Meanc -0.33 -0.57 0.24 (-0.73, 1.21) 0.572  

SEc 0.259 0.231    

95% CIc -0.96, 0.30 -1.13, 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.13 (-0.08, 0.35)     

Ls Meanb -0.16 -0.23 0.07 (-0.05, 0.20) 0.239  

 

  Baseline Actual n 13 10  NEd  

Mean 0.23 0.20    

SD 0.599 0.422    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 12 7    

Mean 0.42 0.14    

SD 0.793 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 11 6    

Mean 0.00 -0.17    

SD 0.775 0.753    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.23 (-0.28, 0.74)     

Ls Meanb 0.03 -0.09 0.12 (-0.15, 0.39) 0.382  

SEb 0.081 0.109    

95% CIb -0.13, 0.19 -0.31, 0.12    

Ls Meanc -0.15 0.06 -0.21 (-0.92, 0.50) 0.537  

SEc 0.180 0.246    

95% CIc -0.54, 0.24 -0.47, 0.59    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.09 0.17    

SD 0.302 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 10 5    

Mean -0.10 -0.20    

SD 0.738 0.447    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.33, 0.75)     

Ls Meanb -0.14 -0.26 0.11 (-0.17, 0.40) 0.437  

SEb 0.085 0.116    

95% CIb -0.31, 0.02 -0.49, -0.03    

Ls Meanc -0.13 -0.17 0.05 (-0.37, 0.46) 0.806  

SEc 0.104 0.137    

95% CIc -0.36, 0.10 -0.48, 0.13    

 

  Day 15 Actual n 9 8    

Mean 0.11 0.13    

SD 0.333 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 6    

Mean -0.13 -0.33    

SD 0.835 0.516    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.29, 0.80)     

Ls Meanb -0.12 -0.26 0.13 (-0.15, 0.42) 0.360  

SEb 0.094 0.109    

95% CIb -0.31, 0.06 -0.47, -0.04    

Ls Meanc 0.03 -0.45 0.48 (0.14, 0.83) 0.011  

SEc 0.092 0.097    

95% CIc -0.17, 0.24 -0.67, -0.24    

 

  Day 29 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 3    

Mean 0.00 -0.33    

SD 0.000 0.577    

Min 0.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.56, 0.77)     

Ls Meanb -0.28 -0.33 0.06 (-0.30, 0.41) 0.754  

SEb 0.103 0.144    

95% CIb -0.48, -0.07 -0.61, -0.05    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-1.05 (-1.52, -0.59)     

Ls Meanb -0.37 0.34 -0.72 (-1.06, -0.37) 0.001  

 

  Baseline Actual n 14 10  NEd  

Mean 0.64 0.10    

SD 0.842 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 12 7    

Mean 0.25 0.29    

SD 0.622 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 6    

Mean -0.25 0.33    

SD 0.452 0.516    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.98 (-1.71, -0.25)     

Ls Meanb -0.30 0.36 -0.67 (-1.16, -0.17) 0.009  

SEb 0.140 0.198    

95% CIb -0.58, -0.03 -0.03, 0.75    

Ls Meanc -0.34 0.42 -0.76 (-1.24, -0.28) 0.004  

SEc 0.115 0.165    

95% CIc -0.59, -0.09 0.06, 0.77    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.27 0.67    

SD 0.647 0.816    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 2.00    

 

   Change n 11 5    

Mean -0.18 0.80    

SD 0.405 0.837    

Min -1.00 0.00    

Median 0.00 1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-1.54 (-2.29, -0.80)     

Ls Meanb -0.30 0.75 -1.05 (-1.55, -0.54) <.001  

SEb 0.145 0.201    

95% CIb -0.58, -0.01 0.35, 1.14    

Ls Meanc -0.38 0.93 -1.30 (-1.99, -0.62) 0.001  

SEc 0.166 0.227    

95% CIc -0.74, -0.01 0.43, 1.42    

 

  Day 15 Actual n 9 8    

Mean 0.33 0.13    

SD 0.707 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.11 0.17    

SD 0.333 0.408    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.71 (-1.47, 0.05)     

Ls Meanb -0.29 0.20 -0.48 (-1.00, 0.03) 0.067  

SEb 0.155 0.198    

95% CIb -0.59, 0.02 -0.19, 0.59    

Ls Meanc -0.25 0.25 -0.51 (-1.00, -0.02) 0.044  

SEc 0.129 0.141    

95% CIc -0.54, 0.03 -0.06, 0.56    

 

  Day 29 Actual n 7 3    

Mean 0.29 0.33    

SD 0.756 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 7 3    

Mean -0.29 0.33    

SD 0.756 0.577    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.09 (-1.90, -0.28)     

Ls Meanb -0.44 0.30 -0.74 (-1.29, -0.19) 0.009  

SEb 0.155 0.222    

95% CIb -0.74, -0.13 -0.13, 0.74    

Ls Meanc -0.70 0.30 -1.00 (-2.55, 0.55) 0.165  

SEc 0.418 0.367    

95% CIc -1.72, 0.32 -0.60, 1.20    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.08)     

Ls Meanb -0.33 -0.28 -0.05 (-0.15, 0.05) 0.299  

 

  Baseline Actual n 13 10  NEd  

Mean 0.38 0.10    

SD 0.650 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 3 Actual n 12 7    

Mean 0.42 0.14    

SD 0.793 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 11 6    

Mean 0.00 0.00    

SD 0.447 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.40 (-0.09, 0.89)     

Ls Meanb 0.08 -0.14 0.21 (-0.05, 0.47) 0.113  

SEb 0.078 0.106    

95% CIb -0.08, 0.23 -0.35, 0.07    

Ls Meanc -0.07 0.11 -0.18 (-0.66, 0.29) 0.418  

SEc 0.118 0.163    

95% CIc -0.33, 0.18 -0.24, 0.46    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 5    

Mean -0.50 0.00    

SD 0.707 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.25 (-0.77, 0.28)     

Ls Meanb -0.39 -0.26 -0.13 (-0.41, 0.15) 0.358  

SEb 0.083 0.115    

95% CIb -0.55, -0.23 -0.49, -0.03    

Ls Meanc -0.33 -0.33 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.33, -0.33 -0.33, -0.33    

 

  Day 15 Actual n 9 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 8 6    

Mean -0.38 -0.17    

SD 0.744 0.408    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.67, 0.38)     

Ls Meanb -0.38 -0.30 -0.08 (-0.36, 0.20) 0.589  

SEb 0.092 0.106    

95% CIb -0.56, -0.20 -0.51, -0.09    

Ls Meanc -0.29 -0.29 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.29, -0.29 -0.29, -0.29    

 

  Day 29 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 3    

Mean -0.50 -0.33    

SD 0.837 0.577    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.75, 0.59)     

Ls Meanb -0.41 -0.36 -0.04 (-0.40, 0.32) 0.816  

SEb 0.106 0.147    

95% CIb -0.61, -0.20 -0.65, -0.07    

Ls Meanc -0.44 -0.44 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.44, -0.44 -0.44, -0.44    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.17 (-0.34, -0.01)     

Ls Meanb -0.13 -0.06 -0.07 (-0.14, 0.00) 0.058  

 

  Baseline Actual n 14 10  NEd  

Mean 0.14 0.00    

SD 0.535 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 12 7    

Mean 0.25 0.14    

SD 0.622 0.378    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 12 6    

Mean 0.08 0.17    

SD 0.289 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.23, 0.59)     

Ls Meanb 0.11 0.04 0.07 (-0.10, 0.24) 0.390  

SEb 0.049 0.070    

95% CIb 0.02, 0.21 -0.10, 0.18    

Ls Meanc 0.08 0.17 -0.10 (-0.55, 0.36) 0.659  

SEc 0.113 0.159    

95% CIc -0.17, 0.32 -0.17, 0.51    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 11 6    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 11 5    

Mean -0.18 0.00    

SD 0.603 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.44, 0.44)     

Ls Meanb -0.14 -0.14 0.00 (-0.18, 0.18) 0.998  

SEb 0.052 0.074    

95% CIb -0.24, -0.04 -0.28, 0.01    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 15 Actual n 9 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.17 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 9 6    

Mean -0.22 0.00    

SD 0.667 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.46, 0.41)     

Ls Meanb -0.14 -0.13 -0.01 (-0.19, 0.17) 0.903  

SEb 0.057 0.070    

95% CIb -0.25, -0.03 -0.26, 0.01    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

  Day 29 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 3    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.35 (-0.89, 0.19)     

Ls Meanb -0.21 -0.06 -0.14 (-0.37, 0.08) 0.204  

SEb 0.062 0.093    

95% CIb -0.33, -0.08 -0.24, 0.12    

Ls Meanc -0.20 -0.20 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.20, -0.20 -0.20, -0.20    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Antibiotic Body Aches Overall  Effect Size (95% 

CI)a 

0.08 (-0.07, 0.23)     

Ls Meanb -0.73 -0.83 0.10 (-0.08, 0.28) 0.279  

 

  Baseline Actual n 21 27  NEd  

Mean 1.19 0.67    

SD 1.365 1.038    

Min 0.00 0.00    

Median 1.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 24 27    

Mean 0.96 0.56    

SD 1.160 0.934    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 21 23    

Mean -0.24 -0.30    

SD 1.179 1.146    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.28 (-0.04, 0.60)     

Ls Meanb -0.18 -0.52 0.33 (-0.05, 0.72) 0.088  

SEb 0.152 0.141    

95% CIb -0.48, 0.11 -0.79, -0.24    

Ls Meanc -0.03 -0.32 0.28 (-0.31, 0.88) 0.338  

SEc 0.281 0.242    

95% CIc -0.60, 0.54 -0.80, 0.17    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 19    

Mean 0.45 0.37    

SD 0.826 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 17    

Mean -0.68 -0.65    

SD 1.416 1.169    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.23, 0.45)     

Ls Meanb -0.62 -0.76 0.14 (-0.27, 0.54) 0.515  

SEb 0.156 0.151    

95% CIb -0.93, -0.32 -1.05, -0.46    

Ls Meanc -0.77 -0.81 0.03 (-0.55, 0.62) 0.916  

SEc 0.256 0.220    

95% CIc -1.30, -0.25 -1.25, -0.36    

 

  Day 15 Actual n 20 21    

Mean 0.25 0.05    

SD 0.550 0.218    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 1056 

Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -1.00 -0.71    

SD 1.495 1.105    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.30, 0.41)     

Ls Meanb -0.90 -0.97 0.07 (-0.35, 0.49) 0.753  

SEb 0.158 0.157    

95% CIb -1.21, -0.59 -1.28, -0.66    

Ls Meanc -0.81 -1.00 0.19 (-0.13, 0.50) 0.236  

SEc 0.146 0.129    

95% CIc -1.11, -0.52 -1.26, -0.74    

 

  Day 29 Actual n 15 17    

Mean 0.20 0.00    

SD 0.561 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 13 15    

Mean -1.08 -0.87    

SD 1.441 1.060    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.30, 0.42)     

Ls Meanb -0.94 -1.00 0.07 (-0.36, 0.50) 0.759  

SEb 0.168 0.155    

95% CIb -1.27, -0.61 -1.31, -0.70    

Ls Meanc -0.89 -0.99 0.10 (-0.29, 0.48) 0.604  

SEc 0.177 0.143    

95% CIc -1.25, -0.52 -1.28, -0.69    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -0.71 -0.70 -0.01 (-0.14, 0.11) 0.818  

 

  Baseline Actual n 21 27  NEd  

Mean 0.76 0.74    

SD 1.179 0.859    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

  Day 3 Actual n 24 27    

Mean 0.42 0.37    

SD 0.717 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 23    

Mean -0.38 -0.52    

SD 1.161 0.898    

Min -4.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.29, 0.26)     

Ls Meanb -0.48 -0.46 -0.02 (-0.29, 0.26) 0.909  

SEb 0.109 0.101    

95% CIb -0.69, -0.27 -0.66, -0.27    

Ls Meanc -0.34 -0.43 0.08 (-0.37, 0.53) 0.720  

SEc 0.216 0.180    

95% CIc -0.78, 0.09 -0.79, -0.06    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.15 0.25    

SD 0.489 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 18    

Mean -0.53 -0.67    

SD 1.219 0.970    

Min -4.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.32, 0.26)     

Ls Meanb -0.67 -0.63 -0.03 (-0.33, 0.26) 0.824  

SEb 0.112 0.108    

95% CIb -0.89, -0.45 -0.85, -0.42    

Ls Meanc -0.70 -0.62 -0.08 (-0.48, 0.32) 0.688  

SEc 0.175 0.146    

95% CIc -1.06, -0.35 -0.92, -0.33    

 

  Day 15 Actual n 20 21    

Mean 0.10 0.05    

SD 0.447 0.218    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.72 -0.76    

SD 1.320 0.970    

Min -4.00 -2.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.33, 0.27)     

Ls Meanb -0.76 -0.73 -0.03 (-0.34, 0.27) 0.827  

SEb 0.114 0.113    

95% CIb -0.99, -0.54 -0.95, -0.51    

Ls Meanc -0.64 -0.70 0.05 (-0.24, 0.35) 0.710  

SEc 0.137 0.117    

95% CIc -0.92, -0.36 -0.94, -0.46    

 

  Day 29 Actual n 15 17    

Mean 0.13 0.00    

SD 0.516 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 13 15    

Mean -0.85 -0.93    

SD 1.463 0.884    

Min -4.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.22, 0.40)     

Ls Meanb -0.70 -0.79 0.09 (-0.22, 0.40) 0.572  

SEb 0.122 0.112    

95% CIb -0.94, -0.46 -1.01, -0.57    

Ls Meanc -0.85 -0.90 0.05 (-0.31, 0.42) 0.761  

SEc 0.170 0.136    

95% CIc -1.20, -0.50 -1.19, -0.62    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.07 (-0.06, 0.20)     

Ls Meanb -0.33 -0.38 0.05 (-0.04, 0.13) 0.287  

 

  Baseline Actual n 21 27  NEd  

Mean 0.57 0.41    

SD 0.676 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 24 27    

Mean 0.54 0.30    

SD 0.833 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 21 23    

Mean -0.10 -0.26    

SD 0.700 0.449    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.39 (0.05, 0.73)     

Ls Meanb -0.03 -0.28 0.25 (0.03, 0.48) 0.026  

SEb 0.086 0.081    

95% CIb -0.20, 0.14 -0.44, -0.12    

Ls Meanc -0.04 -0.26 0.22 (-0.14, 0.57) 0.223  

SEc 0.172 0.147    

95% CIc -0.39, 0.30 -0.56, 0.04    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.35 0.10    

SD 0.671 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 18    

Mean -0.21 -0.28    

SD 0.631 0.461    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.33 (-0.03, 0.70)     

Ls Meanb -0.15 -0.37 0.22 (-0.02, 0.46) 0.074  

SEb 0.090 0.088    

95% CIb -0.33, 0.03 -0.54, -0.19    

Ls Meanc -0.06 -0.36 0.30 (-0.04, 0.63) 0.078  

SEc 0.146 0.129    

95% CIc -0.36, 0.23 -0.63, -0.10    

 

  Day 15 Actual n 20 21    

Mean 0.15 0.00    

SD 0.489 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.50 -0.41    

SD 0.707 0.712    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.33, 0.42)     

Ls Meanb -0.41 -0.44 0.03 (-0.22, 0.28) 0.811  

SEb 0.091 0.092    

95% CIb -0.59, -0.23 -0.62, -0.26    

Ls Meanc -0.42 -0.49 0.08 (-0.05, 0.21) 0.247  

SEc 0.061 0.053    

95% CIc -0.54, -0.29 -0.60, -0.38    

 

  Day 29 Actual n 15 17    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 13 15    

Mean -0.62 -0.40    

SD 0.768 0.737    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.39, 0.41)     

Ls Meanb -0.46 -0.46 0.01 (-0.25, 0.27) 0.958  

SEb 0.100 0.093    

95% CIb -0.65, -0.26 -0.64, -0.28    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.13 (-0.37, 0.10)     

Ls Meanb -0.56 -0.46 -0.10 (-0.28, 0.08) 0.280  

 

  Baseline Actual n 21 27  NEd  

Mean 1.29 1.11    

SD 0.717 0.751    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 24 27    

Mean 1.50 1.15    

SD 0.834 0.662    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

   Change n 21 23    

Mean 0.14 -0.04    

SD 0.573 0.928    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.40 (-0.10, 0.90)     

Ls Meanb 0.20 -0.09 0.30 (-0.07, 0.66) 0.116  

SEb 0.146 0.135    

95% CIb -0.09, 0.49 -0.36, 0.17    

Ls Meanc 0.13 -0.13 0.25 (-0.19, 0.70) 0.260  

SEc 0.215 0.186    

95% CIc -0.31, 0.56 -0.50, 0.25    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 1.15 1.00    

SD 0.745 0.795    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 19 18    

Mean -0.21 -0.11    

SD 0.976 0.963    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.47, 0.58)     

Ls Meanb -0.11 -0.15 0.04 (-0.34, 0.43) 0.824  

SEb 0.150 0.144    

95% CIb -0.40, 0.19 -0.43, 0.13    

Ls Meanc 0.00 -0.25 0.25 (-0.30, 0.80) 0.357  

SEc 0.238 0.211    

95% CIc -0.48, 0.49 -0.68, 0.18    

 

  Day 15 Actual n 20 21    

Mean 0.65 0.76    

SD 0.671 0.831    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.72 -0.41    

SD 0.895 0.939    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.31 (-0.85, 0.24)     

Ls Meanb -0.70 -0.48 -0.23 (-0.63, 0.18) 0.272  

SEb 0.152 0.151    

95% CIb -1.00, -0.40 -0.78, -0.18    

Ls Meanc -0.64 -0.54 -0.11 (-0.58, 0.37) 0.654  

SEc 0.223 0.197    

95% CIc -1.10, -0.19 -0.94, -0.13    

 

  Day 29 Actual n 15 17    

Mean 0.47 0.35    

SD 0.516 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 13 15    

Mean -0.77 -0.93    

SD 0.725 1.100    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.51, 0.60)     

Ls Meanb -0.85 -0.88 0.03 (-0.38, 0.44) 0.883  

SEb 0.161 0.148    

95% CIb -1.17, -0.54 -1.17, -0.59    

Ls Meanc -0.69 -0.93 0.24 (-0.24, 0.73) 0.315  

SEc 0.234 0.185    

95% CIc -1.17, -0.20 -1.31, -0.54    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.05 (-0.03, 0.13)     

Ls Meanb -0.26 -0.30 0.04 (-0.02, 0.10) 0.201  

 

  Baseline Actual n 21 27  NEd  

Mean 0.57 0.26    

SD 0.926 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 24 27    

Mean 0.29 0.15    

SD 0.751 0.362    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 21 23    

Mean -0.38 -0.17    

SD 0.921 0.650    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.16, 0.33)     

Ls Meanb -0.17 -0.23 0.06 (-0.12, 0.25) 0.496  

SEb 0.071 0.067    

95% CIb -0.30, -0.03 -0.36, -0.10    

Ls Meanc -0.11 -0.18 0.07 (-0.20, 0.35) 0.595  

SEc 0.131 0.112    

95% CIc -0.37, 0.16 -0.41, 0.05    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.15 0.15    

SD 0.366 0.366    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 19 18    

Mean -0.47 -0.06    

SD 0.905 0.539    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.27, 0.26)     

Ls Meanb -0.21 -0.20 -0.01 (-0.21, 0.19) 0.947  

SEb 0.074 0.074    

95% CIb -0.35, -0.06 -0.35, -0.06    

Ls Meanc -0.26 -0.23 -0.03 (-0.31, 0.25) 0.808  

SEc 0.122 0.105    

95% CIc -0.51, -0.01 -0.44, -0.01    

 

  Day 15 Actual n 20 21    

Mean 0.05 0.00    

SD 0.224 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.50 -0.12    

SD 0.985 0.332    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.33)     

Ls Meanb -0.30 -0.34 0.05 (-0.16, 0.25) 0.665  

SEb 0.076 0.076    

95% CIb -0.45, -0.15 -0.49, -0.19    

Ls Meanc -0.28 -0.36 0.08 (-0.05, 0.22) 0.213  

SEc 0.061 0.053    

95% CIc -0.40, -0.15 -0.47, -0.25    

 

  Day 29 Actual n 15 17    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 13 15    

Mean -0.69 -0.13    

SD 1.032 0.352    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.29, 0.31)     

Ls Meanb -0.35 -0.35 0.01 (-0.22, 0.23) 0.949  

SEb 0.086 0.080    

95% CIb -0.52, -0.18 -0.51, -0.20    

Ls Meanc -0.39 -0.39 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.39, -0.39 -0.39, -0.39    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.06 (-0.17, 0.28)     

Ls Meanb -0.08 -0.11 0.03 (-0.11, 0.18) 0.631  

 

  Baseline Actual n 21 27  NEd  

Mean 0.33 0.15    

SD 0.796 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 24 27    

Mean 0.50 0.15    

SD 0.933 0.602    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 21 23    

Mean 0.10 0.04    

SD 0.995 0.706    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.20 (-0.25, 0.65)     

Ls Meanb 0.12 -0.01 0.13 (-0.15, 0.41) 0.378  

SEb 0.112 0.104    

95% CIb -0.10, 0.34 -0.21, 0.20    

Ls Meanc 0.06 -0.08 0.13 (-0.35, 0.62) 0.579  

SEc 0.230 0.198    

95% CIc -0.41, 0.52 -0.48, 0.32    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.30 0.15    

SD 0.733 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 18    

Mean 0.00 0.00    

SD 0.882 0.767    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.48, 0.46)     

Ls Meanb -0.01 0.00 -0.01 (-0.30, 0.29) 0.956  

SEb 0.115 0.109    

95% CIb -0.24, 0.21 -0.22, 0.21    

Ls Meanc -0.04 -0.10 0.06 (-0.42, 0.55) 0.793  

SEc 0.214 0.184    

95% CIc -0.48, 0.40 -0.48, 0.27    

 

  Day 15 Actual n 20 21    

Mean 0.20 0.00    

SD 0.523 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.11 -0.06    

SD 0.900 0.243    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.41, 0.56)     

Ls Meanb -0.11 -0.16 0.05 (-0.26, 0.35) 0.759  

SEb 0.117 0.115    

95% CIb -0.34, 0.12 -0.38, 0.07    

Ls Meanc -0.08 -0.17 0.09 (-0.20, 0.38) 0.535  

SEc 0.132 0.115    

95% CIc -0.35, 0.18 -0.41, 0.06    

 

  Day 29 Actual n 15 17    

Mean 0.20 0.00    

SD 0.561 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 13 15    

Mean -0.08 0.00    

SD 1.115 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.55, 0.44)     

Ls Meanb -0.22 -0.18 -0.04 (-0.34, 0.27) 0.823  

SEb 0.122 0.112    

95% CIb -0.46, 0.02 -0.40, 0.04    

Ls Meanc 0.06 -0.06 0.12 (-0.25, 0.50) 0.499  

SEc 0.173 0.139    

95% CIc -0.30, 0.42 -0.35, 0.22    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.11 (-0.05, 0.27)     

Ls Meanb -0.78 -0.90 0.13 (-0.06, 0.32) 0.177  

 

  Baseline Actual n 21 27  NEd  

Mean 1.33 1.41    

SD 1.111 1.152    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 24 27    

Mean 1.46 0.81    

SD 1.062 0.736    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

   Change n 21 23    

Mean 0.05 -0.48    

SD 0.805 1.275    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.37 (0.01, 0.73)     

Ls Meanb -0.01 -0.43 0.42 (0.01, 0.83) 0.046  

SEb 0.162 0.151    

95% CIb -0.33, 0.31 -0.73, -0.14    

Ls Meanc -0.07 -0.47 0.40 (-0.15, 0.94) 0.147  

SEc 0.258 0.220    

95% CIc -0.59, 0.45 -0.91, -0.02    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.65 0.55    

SD 0.933 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 19 18    

Mean -0.53 -0.72    

SD 0.964 1.406    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.31, 0.46)     

Ls Meanb -0.62 -0.71 0.09 (-0.35, 0.52) 0.694  

SEb 0.167 0.161    

95% CIb -0.95, -0.29 -1.03, -0.39    

Ls Meanc -0.76 -0.79 0.03 (-0.58, 0.63) 0.933  

SEc 0.265 0.226    

95% CIc -1.30, -0.22 -1.25, -0.33    

 

  Day 15 Actual n 20 21    

Mean 0.55 0.19    

SD 0.759 0.512    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.72 -1.18    

SD 1.127 1.237    

Min -3.00 -3.00    

Median -0.50 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-0.18, 0.62)     

Ls Meanb -0.96 -1.21 0.25 (-0.20, 0.71) 0.277  

SEb 0.170 0.169    

95% CIb -1.30, -0.63 -1.55, -0.88    

Ls Meanc -0.90 -1.17 0.27 (-0.08, 0.62) 0.129  

SEc 0.162 0.140    

95% CIc -1.23, -0.57 -1.46, -0.88    

 

  Day 29 Actual n 15 17    

Mean 0.40 0.00    

SD 0.737 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 13 15    

Mean -0.85 -1.33    

SD 1.068 1.234    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.20, 0.62)     

Ls Meanb -0.98 -1.22 0.24 (-0.23, 0.70) 0.316  

SEb 0.181 0.167    

95% CIb -1.34, -0.63 -1.55, -0.89    

Ls Meanc -0.95 -1.16 0.21 (-0.25, 0.66) 0.350  

SEc 0.210 0.170    

95% CIc -1.39, -0.51 -1.51, -0.81    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.10 (-0.24, 0.03)     

Ls Meanb -0.64 -0.53 -0.11 (-0.25, 0.03) 0.133  

 

  Baseline Actual n 21 27  NEd  

Mean 1.05 0.89    

SD 1.203 0.934    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 24 27    

Mean 0.46 0.63    

SD 0.833 0.742    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 21 23    

Mean -0.71 -0.35    

SD 1.056 0.885    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.25 (-0.55, 0.06)     

Ls Meanb -0.57 -0.30 -0.26 (-0.59, 0.06) 0.111  

SEb 0.127 0.118    

95% CIb -0.82, -0.32 -0.54, -0.07    

Ls Meanc -0.76 -0.45 -0.31 (-0.71, 0.08) 0.115  

SEc 0.189 0.159    

95% CIc -1.15, -0.38 -0.77, -0.13    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.35 0.50    

SD 0.671 0.827    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 19 18    

Mean -0.58 -0.44    

SD 1.121 0.856    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.35, 0.30)     

Ls Meanb -0.53 -0.50 -0.03 (-0.37, 0.32) 0.880  

SEb 0.131 0.126    

95% CIb -0.79, -0.27 -0.75, -0.26    

Ls Meanc -0.45 -0.58 0.13 (-0.32, 0.58) 0.558  

SEc 0.200 0.168    

95% CIc -0.85, -0.04 -0.92, -0.24    

 

  Day 15 Actual n 20 21    

Mean 0.30 0.38    

SD 0.571 0.805    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.89 -0.47    

SD 1.231 0.943    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.48, 0.19)     

Ls Meanb -0.71 -0.56 -0.15 (-0.51, 0.20) 0.395  

SEb 0.133 0.132    

95% CIb -0.97, -0.45 -0.82, -0.30    

Ls Meanc -0.55 -0.54 -0.01 (-0.38, 0.36) 0.955  

SEc 0.175 0.151    

95% CIc -0.90, -0.19 -0.85, -0.23    

 

  Day 29 Actual n 15 17    

Mean 0.20 0.12    

SD 0.414 0.332    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 13 15    

Mean -1.08 -0.60    

SD 1.382 0.737    

Min -4.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.40, 0.29)     

Ls Meanb -0.75 -0.69 -0.06 (-0.43, 0.30) 0.741  

SEb 0.142 0.131    

95% CIb -1.03, -0.47 -0.95, -0.43    

Ls Meanc -0.65 -0.80 0.14 (-0.21, 0.50) 0.413  

SEc 0.166 0.134    

95% CIc -1.00, -0.31 -1.08, -0.52    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.00 (-0.17, 0.16)     

Ls Meanb -0.72 -0.71 0.00 (-0.21, 0.20) 0.976  

 

  Baseline Actual n 21 27  NEd  

Mean 1.10 0.85    

SD 1.375 1.099    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 24 27    

Mean 0.83 0.67    

SD 1.167 0.877    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 21 23    

Mean -0.29 -0.48    

SD 1.384 1.163    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.16 (-0.17, 0.48)     

Ls Meanb -0.29 -0.49 0.19 (-0.21, 0.59) 0.345  

SEb 0.160 0.148    

95% CIb -0.61, 0.02 -0.78, -0.20    

Ls Meanc -0.23 -0.37 0.14 (-0.44, 0.72) 0.636  

SEc 0.279 0.236    

95% CIc -0.80, 0.33 -0.85, 0.11    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.50 0.50    

SD 0.827 0.946    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 19 18    

Mean -0.53 -0.67    

SD 1.504 1.138    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.17 (-0.17, 0.52)     

Ls Meanb -0.55 -0.77 0.21 (-0.21, 0.63) 0.318  

SEb 0.164 0.156    

95% CIb -0.87, -0.23 -1.07, -0.46    

Ls Meanc -0.56 -0.71 0.15 (-0.44, 0.74) 0.604  

SEc 0.260 0.219    

95% CIc -1.09, -0.03 -1.16, -0.27    

 

  Day 15 Actual n 20 21    

Mean 0.40 0.29    

SD 0.681 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.83 -0.71    

SD 1.465 1.263    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.40, 0.31)     

Ls Meanb -0.82 -0.76 -0.06 (-0.49, 0.38) 0.802  

SEb 0.167 0.164    

95% CIb -1.15, -0.49 -1.09, -0.44    

Ls Meanc -0.76 -0.81 0.05 (-0.33, 0.43) 0.785  

SEc 0.178 0.154    

95% CIc -1.12, -0.39 -1.12, -0.49    

 

  Day 29 Actual n 15 17    

Mean 0.20 0.18    

SD 0.561 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 13 15    

Mean -0.92 -0.73    

SD 1.498 1.223    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.39, 0.32)     

Ls Meanb -0.90 -0.85 -0.04 (-0.49, 0.40) 0.841  

SEb 0.174 0.160    

95% CIb -1.24, -0.55 -1.16, -0.54    

Ls Meanc -0.80 -0.66 -0.14 (-0.61, 0.34) 0.557  

SEc 0.217 0.175    

95% CIc -1.25, -0.35 -1.03, -0.30    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.01 (-0.06, 0.08)     

Ls Meanb -0.23 -0.24 0.01 (-0.04, 0.05) 0.824  

 

  Baseline Actual n 21 27  NEd  

Mean 0.29 0.30    

SD 0.784 0.542    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 24 27    

Mean 0.29 0.19    

SD 0.751 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 21 23    

Mean -0.10 -0.09    

SD 0.539 0.793    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.27, 0.20)     

Ls Meanb -0.09 -0.07 -0.02 (-0.18, 0.13) 0.777  

SEb 0.059 0.056    

95% CIb -0.21, 0.03 -0.18, 0.04    

Ls Meanc -0.22 -0.13 -0.08 (-0.41, 0.24) 0.604  

SEc 0.154 0.131    

95% CIc -0.53, 0.09 -0.40, 0.13    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.05 0.15    

SD 0.224 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 19 18    

Mean -0.26 -0.11    

SD 0.733 0.832    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.42, 0.10)     

Ls Meanb -0.23 -0.12 -0.10 (-0.27, 0.07) 0.227  

SEb 0.062 0.062    

95% CIb -0.35, -0.11 -0.25, 0.00    

Ls Meanc -0.32 -0.18 -0.15 (-0.45, 0.16) 0.337  

SEc 0.134 0.114    

95% CIc -0.59, -0.05 -0.41, 0.05    

 

  Day 15 Actual n 20 21    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.28 -0.24    

SD 0.826 0.437    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.27, 0.26)     

Ls Meanb -0.28 -0.28 0.00 (-0.18, 0.17) 0.988  

SEb 0.064 0.064    

95% CIb -0.40, -0.15 -0.40, -0.15    

Ls Meanc -0.26 -0.26 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.26, -0.26 -0.26, -0.26    

 

  Day 29 Actual n 15 17    

Mean 0.07 0.00    

SD 0.258 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 13 15    

Mean -0.31 -0.13    

SD 1.032 0.352    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.17, 0.41)     

Ls Meanb -0.22 -0.30 0.08 (-0.11, 0.27) 0.423  

SEb 0.073 0.068    

95% CIb -0.37, -0.08 -0.44, -0.17    

Ls Meanc -0.15 -0.28 0.13 (-0.05, 0.31) 0.156  

SEc 0.084 0.068    

95% CIc -0.33, 0.02 -0.42, -0.14    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.04 (-0.21, 0.13)     

Ls Meanb -0.55 -0.51 -0.04 (-0.21, 0.13) 0.656  

 

  Baseline Actual n 21 27  NEd  

Mean 0.48 0.96    

SD 0.873 1.055    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 24 27    

Mean 0.92 0.70    

SD 1.100 0.823    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

   Change n 21 23    

Mean 0.33 -0.35    

SD 1.278 0.982    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.21 (-0.13, 0.55)     

Ls Meanb 0.06 -0.15 0.21 (-0.12, 0.54) 0.219  

SEb 0.132 0.121    

95% CIb -0.20, 0.32 -0.39, 0.09    

Ls Meanc -0.02 -0.36 0.34 (-0.26, 0.95) 0.258  

SEc 0.286 0.240    

95% CIc -0.59, 0.56 -0.84, 0.13    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.55 0.45    

SD 0.999 0.686    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 19 18    

Mean -0.05 -0.39    

SD 1.224 1.092    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.32, 0.38)     

Ls Meanb -0.32 -0.35 0.03 (-0.32, 0.37) 0.872  

SEb 0.135 0.128    

95% CIb -0.59, -0.06 -0.60, -0.10    

Ls Meanc -0.41 -0.37 -0.04 (-0.60, 0.53) 0.895  

SEc 0.246 0.210    

95% CIc -0.91, 0.09 -0.80, 0.05    

 

  Day 15 Actual n 20 21    

Mean 0.10 0.14    

SD 0.447 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.39 -0.71    

SD 1.092 1.263    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.38, 0.35)     

Ls Meanb -0.62 -0.61 -0.01 (-0.37, 0.34) 0.936  

SEb 0.137 0.134    

95% CIb -0.89, -0.35 -0.87, -0.34    

Ls Meanc -0.68 -0.55 -0.13 (-0.43, 0.17) 0.387  

SEc 0.140 0.121    

95% CIc -0.96, -0.39 -0.80, -0.30    

 

  Day 29 Actual n 15 17    

Mean 0.00 0.06    

SD 0.000 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 13 15    

Mean -0.38 -0.73    

SD 0.768 1.280    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.27, 0.47)     

Ls Meanb -0.66 -0.75 0.10 (-0.27, 0.46) 0.600  

SEb 0.143 0.131    

95% CIb -0.94, -0.38 -1.01, -0.50    

Ls Meanc -0.70 -0.51 -0.19 (-0.36, -0.02) 0.029  

SEc 0.078 0.061    

95% CIc -0.86, -0.54 -0.64, -0.38    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.02 (-0.11, 0.15)     

Ls Meanb -0.64 -0.66 0.02 (-0.11, 0.15) 0.755  

 

  Baseline Actual n 21 27  NEd  

Mean 0.62 0.96    

SD 0.973 1.018    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 24 27    

Mean 0.67 0.33    

SD 1.049 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 21 23    

Mean 0.00 -0.78    

SD 1.000 1.043    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.41 (0.13, 0.70)     

Ls Meanb -0.18 -0.60 0.41 (0.13, 0.70) 0.004  

SEb 0.111 0.102    

95% CIb -0.40, 0.03 -0.80, -0.40    

Ls Meanc -0.07 -0.70 0.63 (0.14, 1.12) 0.014  

SEc 0.234 0.198    

95% CIc -0.55, 0.40 -1.10, -0.30    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.55 0.20    

SD 0.945 0.523    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 19 18    

Mean -0.21 -0.72    

SD 1.273 1.018    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.30 (0.00, 0.59)     

Ls Meanb -0.36 -0.66 0.30 (0.00, 0.59) 0.051  

SEb 0.114 0.109    

95% CIb -0.59, -0.14 -0.87, -0.44    

Ls Meanc -0.42 -0.66 0.24 (-0.22, 0.70) 0.298  

SEc 0.203 0.173    

95% CIc -0.84, -0.01 -1.01, -0.31    

 

  Day 15 Actual n 20 21    

Mean 0.05 0.10    

SD 0.224 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.61 -0.82    

SD 1.092 1.185    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.36, 0.26)     

Ls Meanb -0.76 -0.71 -0.05 (-0.36, 0.26) 0.742  

SEb 0.116 0.115    

95% CIb -0.99, -0.53 -0.93, -0.48    

Ls Meanc -0.80 -0.71 -0.09 (-0.26, 0.08) 0.312  

SEc 0.079 0.068    

95% CIc -0.96, -0.64 -0.85, -0.57    

 

  Day 29 Actual n 15 17    

Mean 0.00 0.06    

SD 0.000 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 13 15    

Mean -0.62 -0.80    

SD 0.961 1.207    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.14 (-0.46, 0.18)     

Ls Meanb -0.86 -0.72 -0.14 (-0.46, 0.18) 0.384  

SEb 0.123 0.113    

95% CIb -1.10, -0.62 -0.94, -0.49    

Ls Meanc -0.83 -0.65 -0.18 (-0.35, -0.01) 0.034  

SEc 0.076 0.061    

95% CIc -0.99, -0.67 -0.78, -0.52    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.10 (-0.04, 0.23)     

Ls Meanb -0.33 -0.39 0.06 (-0.02, 0.15) 0.160  

 

  Baseline Actual n 21 27  NEd  

Mean 0.52 0.44    

SD 0.680 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 24 27    

Mean 0.46 0.30    

SD 0.721 0.542    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 21 23    

Mean -0.14 -0.22    

SD 0.854 0.422    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-0.17, 0.51)     

Ls Meanb -0.09 -0.19 0.11 (-0.11, 0.32) 0.335  

SEb 0.083 0.077    

95% CIb -0.25, 0.07 -0.35, -0.04    

Ls Meanc -0.12 -0.19 0.07 (-0.30, 0.45) 0.697  

SEc 0.180 0.153    

95% CIc -0.48, 0.24 -0.50, 0.12    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.25 0.10    

SD 0.550 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 19 18    

Mean -0.26 -0.33    

SD 0.733 0.485    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.17, 0.56)     

Ls Meanb -0.21 -0.34 0.12 (-0.11, 0.35) 0.290  

SEb 0.086 0.084    

95% CIb -0.38, -0.04 -0.50, -0.17    

Ls Meanc -0.08 -0.32 0.24 (-0.08, 0.57) 0.135  

SEc 0.142 0.122    

95% CIc -0.37, 0.21 -0.57, -0.07    

 

  Day 15 Actual n 20 21    

Mean 0.15 0.10    

SD 0.366 0.301    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.44 -0.47    

SD 0.705 0.624    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.33, 0.43)     

Ls Meanb -0.36 -0.40 0.03 (-0.20, 0.27) 0.788  

SEb 0.088 0.088    

95% CIb -0.54, -0.19 -0.57, -0.22    

Ls Meanc -0.40 -0.41 0.01 (-0.24, 0.26) 0.911  

SEc 0.115 0.100    

95% CIc -0.63, -0.16 -0.62, -0.21    

 

  Day 29 Actual n 15 17    

Mean 0.07 0.00    

SD 0.258 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 13 15    

Mean -0.46 -0.47    

SD 0.660 0.640    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.26, 0.53)     

Ls Meanb -0.40 -0.48 0.08 (-0.17, 0.33) 0.509  

SEb 0.096 0.089    

95% CIb -0.59, -0.21 -0.66, -0.31    

Ls Meanc -0.40 -0.53 0.13 (-0.05, 0.31) 0.151  

SEc 0.083 0.067    

95% CIc -0.57, -0.23 -0.67, -0.39    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.02 (-0.21, 0.17)     

Ls Meanb -0.22 -0.21 -0.01 (-0.16, 0.13) 0.841  

 

  Baseline Actual n 21 27  NEd  

Mean 0.52 0.19    

SD 0.928 0.557    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 24 27    

Mean 0.54 0.19    

SD 0.932 0.622    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 21 23    

Mean -0.14 0.00    

SD 0.573 0.798    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.02 (-0.32, 0.36)     

Ls Meanb -0.07 -0.08 0.01 (-0.24, 0.27) 0.911  

SEb 0.102 0.094    

95% CIb -0.27, 0.13 -0.27, 0.10    

Ls Meanc -0.10 -0.12 0.02 (-0.39, 0.43) 0.920  

SEc 0.190 0.165    

95% CIc -0.48, 0.28 -0.45, 0.21    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.30 0.15    

SD 0.733 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 19 18    

Mean -0.21 -0.17    

SD 0.855 0.707    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.32, 0.39)     

Ls Meanb -0.16 -0.18 0.03 (-0.24, 0.29) 0.842  

SEb 0.104 0.099    

95% CIb -0.36, 0.05 -0.38, 0.01    

Ls Meanc -0.20 -0.22 0.01 (-0.36, 0.39) 0.940  

SEc 0.164 0.142    

95% CIc -0.54, 0.13 -0.51, 0.07    

 

  Day 15 Actual n 20 21    

Mean 0.20 0.00    

SD 0.523 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.33 -0.12    

SD 0.840 0.485    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.42, 0.32)     

Ls Meanb -0.26 -0.22 -0.03 (-0.31, 0.24) 0.811  

SEb 0.106 0.104    

95% CIb -0.46, -0.05 -0.43, -0.02    

Ls Meanc -0.25 -0.26 0.01 (-0.24, 0.27) 0.915  

SEc 0.116 0.103    

95% CIc -0.48, -0.01 -0.47, -0.05    

 

  Day 29 Actual n 15 17    

Mean 0.27 0.00    

SD 0.594 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 13 15    

Mean -0.31 0.00    

SD 0.855 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.39, 0.35)     

Ls Meanb -0.28 -0.26 -0.02 (-0.29, 0.26) 0.903  

SEb 0.109 0.101    

95% CIb -0.49, -0.06 -0.46, -0.06    

Ls Meanc -0.14 -0.09 -0.05 (-0.38, 0.29) 0.770  

SEc 0.150 0.121    

95% CIc -0.45, 0.17 -0.34, 0.16    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.02)     

Ls Meanb -0.62 -0.56 -0.06 (-0.14, 0.02) 0.125  

 

  Baseline Actual n 21 27  NEd  

Mean 0.52 0.59    

SD 0.814 0.797    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 24 27    

Mean 0.46 0.26    

SD 0.884 0.526    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 21 23    

Mean -0.05 -0.43    

SD 1.284 0.945    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.25 (-0.02, 0.51)     

Ls Meanb -0.22 -0.42 0.20 (-0.01, 0.41) 0.065  

SEb 0.081 0.075    

95% CIb -0.38, -0.07 -0.57, -0.27    

Ls Meanc -0.25 -0.52 0.26 (-0.24, 0.77) 0.302  

SEc 0.239 0.203    

95% CIc -0.74, 0.23 -0.93, -0.10    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.15 0.05    

SD 0.489 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 19 18    

Mean -0.42 -0.67    

SD 1.071 0.907    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.19, 0.37)     

Ls Meanb -0.53 -0.61 0.07 (-0.15, 0.30) 0.517  

SEb 0.084 0.083    

95% CIb -0.69, -0.37 -0.77, -0.44    

Ls Meanc -0.55 -0.61 0.05 (-0.25, 0.36) 0.722  

SEc 0.134 0.114    

95% CIc -0.83, -0.28 -0.84, -0.37    

 

  Day 15 Actual n 20 21    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.50 -0.76    

SD 0.857 0.903    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.32, 0.26)     

Ls Meanb -0.70 -0.68 -0.02 (-0.26, 0.21) 0.841  

SEb 0.086 0.086    

95% CIb -0.87, -0.53 -0.84, -0.51    

Ls Meanc -0.63 -0.63 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.63, -0.63 -0.63, -0.63    

 

  Day 29 Actual n 15 17    

Mean 0.00 0.06    

SD 0.000 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 13 15    

Mean -0.38 -0.60    

SD 0.870 0.737    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.38, 0.24)     

Ls Meanb -0.64 -0.58 -0.06 (-0.31, 0.19) 0.658  

SEb 0.095 0.088    

95% CIb -0.83, -0.45 -0.75, -0.41    

Ls Meanc -0.57 -0.51 -0.06 (-0.25, 0.14) 0.571  

SEc 0.087 0.072    

95% CIc -0.75, -0.39 -0.66, -0.36    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.06 (-0.15, 0.04)     

Ls Meanb -0.12 -0.09 -0.03 (-0.09, 0.02) 0.257  

 

  Baseline Actual n 21 27  NEd  

Mean 0.19 0.11    

SD 0.680 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 24 27    

Mean 0.00 0.11    

SD 0.000 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 21 23    

Mean -0.19 0.00    

SD 0.680 0.674    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.25 (-0.49, -0.02)     

Ls Meanb -0.13 0.01 -0.14 (-0.27, -0.01) 0.037  

SEb 0.050 0.047    

95% CIb -0.23, -0.03 -0.08, 0.10    

Ls Meanc -0.21 -0.08 -0.13 (-0.35, 0.09) 0.250  

SEc 0.107 0.091    

95% CIc -0.42, 0.01 -0.26, 0.10    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 20 20    

Mean 0.00 0.10    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 19 18    

Mean -0.21 0.00    

SD 0.713 0.686    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.43, 0.07)     

Ls Meanb -0.13 -0.03 -0.10 (-0.24, 0.04) 0.161  

SEb 0.052 0.051    

95% CIb -0.23, -0.03 -0.13, 0.07    

Ls Meanc -0.20 -0.09 -0.12 (-0.37, 0.14) 0.364  

SEc 0.112 0.096    

95% CIc -0.43, 0.02 -0.28, 0.11    

 

  Day 15 Actual n 20 21    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.18 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 18 17    

Mean -0.17 0.00    

SD 0.707 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.30, 0.22)     

Ls Meanb -0.13 -0.11 -0.02 (-0.16, 0.12) 0.784  

SEb 0.053 0.053    

95% CIb -0.24, -0.03 -0.22, -0.01    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    

 

  Day 29 Actual n 15 17    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 13 15    

Mean -0.23 0.00    

SD 0.832 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.23, 0.31)     

Ls Meanb -0.13 -0.16 0.02 (-0.13, 0.17) 0.762  

SEb 0.057 0.053    

95% CIb -0.24, -0.02 -0.26, -0.05    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Immune-based 

therapy 

Body Aches Overall  Effect Size (95% 

CI)a 

0.12 (-1.05, 1.28)     

Ls Meanb -1.03 -1.16 0.13 (-1.64, 1.91) 0.853  

 

  Baseline Actual n 7 2  NEd  

Mean 1.71 0.00    

SD 1.254 0.000    

Min 0.00 0.00    

Median 2.00 0.00    

Max 3.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.71 0.00    

SD 0.951 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean -1.00 0.00    

SD 1.155 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.50 (-0.85, 1.85)     

Ls Meanb -0.64 -1.21 0.58 (-1.00, 2.15) 0.470  

SEb 0.497 0.595    

95% CIb -1.62, 0.34 -2.39, -0.04    

Ls Meanc -0.76 -0.85 0.09 (-2.74, 2.93) 0.938  

SEc 0.742 0.759    

95% CIc -2.66, 1.15 -2.80, 1.10    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean -1.29 0.00    

SD 1.380 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-1.10, 1.60)     

Ls Meanb -0.92 -1.21 0.29 (-1.28, 1.87) 0.715  

SEb 0.497 0.595    

95% CIb -1.90, 0.06 -2.39, -0.04    

Ls Meanc -0.94 -1.21 0.27 (-2.37, 2.92) 0.801  

SEc 0.692 0.708    

95% CIc -2.72, 0.84 -3.03, 0.61    

 

  Day 15 Actual n 7 3    

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 1056 

Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.43 0.00    

SD 1.397 0.000    

Min -3.00 0.00    

Median -2.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-1.22, 1.48)     

Ls Meanb -1.07 -1.21 0.15 (-1.42, 1.72) 0.852  

SEb 0.497 0.595    

95% CIb -2.05, -0.08 -2.39, -0.04    

Ls Meanc -1.07 -1.25 0.18 (-2.37, 2.74) 0.862  

SEc 0.668 0.684    

95% CIc -2.79, 0.65 -3.01, 0.50    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean -1.17 0.00    

SD 1.329 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-1.25, 1.45)     

Ls Meanb -1.10 -1.21 0.11 (-1.46, 1.69) 0.887  

SEb 0.498 0.595    

95% CIb -2.08, -0.12 -2.39, -0.04    

Ls Meanc -0.84 -0.98 0.13 (-2.87, 3.14) 0.908  

SEc 0.740 0.731    

95% CIc -2.90, 1.21 -3.01, 1.06    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.20 (-0.60, 1.00)     

Ls Meanb -0.49 -0.67 0.19 (-0.79, 1.16) 0.646  

 

  Baseline Actual n 7 2  NEd  

Mean 1.00 0.00    

SD 1.000 0.000    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 6 3    

Mean 0.50 0.00    

SD 0.548 0.000    

Min 0.00 0.00    

Median 0.50 0.00    

Max 1.00 0.00    

 

   Change n 6 2    

Mean -0.33 0.00    

SD 0.516 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.46 (-0.87, 1.78)     

Ls Meanb -0.30 -0.73 0.42 (-0.81, 1.66) 0.501  

SEb 0.358 0.510    

95% CIb -1.01, 0.40 -1.73, 0.28    

Ls Meanc -0.23 -0.30 0.07 (-0.65, 0.79) 0.804  

SEc 0.187 0.173    

95% CIc -0.75, 0.29 -0.78, 0.18    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.57 0.50    

SD 0.787 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.43 0.50    

SD 0.976 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-1.34, 1.30)     

Ls Meanb -0.24 -0.23 -0.02 (-1.25, 1.22) 0.978  

SEb 0.353 0.510    

95% CIb -0.94, 0.45 -1.23, 0.78    

Ls Meanc -0.78 -0.02 -0.76 (-3.06, 1.53) 0.433  

SEc 0.630 0.605    

95% CIc -2.40, 0.84 -1.57, 1.54    

 

  Day 15 Actual n 7 3    

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.71 0.00    

SD 1.254 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-1.11, 1.54)     

Ls Meanb -0.53 -0.73 0.20 (-1.04, 1.43) 0.752  

SEb 0.353 0.510    

95% CIb -1.23, 0.17 -1.73, 0.28    

Ls Meanc -0.49 -0.78 0.29 (-2.15, 2.72) 0.775  

SEc 0.668 0.642    

95% CIc -2.21, 1.23 -2.43, 0.87    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean -0.83 0.00    

SD 1.329 0.000    

Min -2.00 0.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.22 (-1.11, 1.55)     

Ls Meanb -0.52 -0.73 0.20 (-1.03, 1.44) 0.746  

SEb 0.358 0.510    

95% CIb -1.23, 0.18 -1.73, 0.28    

Ls Meanc -0.52 -0.94 0.41 (-2.63, 3.45) 0.725  

SEc 0.753 0.738    

95% CIc -2.61, 1.57 -2.98, 1.11    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.13)     

Ls Meanb -0.65 -0.63 -0.02 (-0.25, 0.21) 0.833  

 

  Baseline Actual n 7 2  NEd  

Mean 0.71 1.00    

SD 1.254 0.000    

Min 0.00 1.00    

Median 0.00 1.00    

Max 3.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 0.57 1.00    

SD 0.976 1.000    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.14 -0.50    

SD 1.464 0.707    

Min -3.00 -1.00    

Median 0.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.46, 0.54)     

Ls Meanb -0.18 -0.22 0.05 (-0.54, 0.63) 0.870  

SEb 0.149 0.256    

95% CIb -0.47, 0.12 -0.73, 0.28    

Ls Meanc -0.70 -0.30 -0.39 (-3.31, 2.52) 0.742  

SEc 0.847 0.751    

95% CIc -2.88, 1.48 -2.23, 1.62    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 2    

Mean -0.57 -1.00    

SD 1.397 0.000    

Min -3.00 -1.00    

Median 0.00 -1.00    

Max 1.00 -1.00    

Effect Size (95% 

CI)a 

0.10 (-0.40, 0.60)     

Ls Meanb -0.60 -0.72 0.12 (-0.46, 0.70) 0.686  

SEb 0.149 0.256    

95% CIb -0.90, -0.31 -1.23, -0.22    

Ls Meanc -0.64 -0.76 0.12 (-0.98, 1.23) 0.789  

SEc 0.321 0.285    

95% CIc -1.47, 0.19 -1.49, -0.03    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.71 -1.00    

SD 1.254 0.000    

Min -3.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.52, 0.48)     

Ls Meanb -0.75 -0.72 -0.02 (-0.61, 0.56) 0.938  

SEb 0.149 0.256    

95% CIb -1.04, -0.45 -1.23, -0.22    

Ls Meanc -0.78 -0.78 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.78, -0.78 -0.78, -0.78    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.33 -1.00    

SD 0.816 0.000    

Min -2.00 -1.00    

Median 0.00 -1.00    

Max 0.00 -1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.55, 0.47)     

Ls Meanb -0.77 -0.72 -0.04 (-0.64, 0.55) 0.883  

SEb 0.158 0.256    

95% CIb -1.08, -0.46 -1.23, -0.22    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.72 (-1.23, -0.20)     

Ls Meanb -0.88 -0.22 -0.66 (-1.29, -0.04) 0.041  

 

  Baseline Actual n 7 2  NEd  

Mean 1.00 1.00    

SD 1.000 0.000    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 0.86 0.67    

SD 0.900 0.577    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.14 0.00    

SD 0.378 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.36 (-1.36, 0.63)     

Ls Meanb -0.33 0.01 -0.34 (-1.27, 0.59) 0.476  

SEb 0.263 0.391    

95% CIb -0.85, 0.19 -0.76, 0.78    

Ls Meanc -0.14 0.00 -0.14 (-1.16, 0.88) 0.734  

SEc 0.298 0.263    

95% CIc -0.91, 0.62 -0.68, 0.68    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.71 1.00    

SD 0.951 0.000    

Min 0.00 1.00    

Median 0.00 1.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.29 0.00    

SD 0.488 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.52 (-1.51, 0.48)     

Ls Meanb -0.47 0.01 -0.48 (-1.41, 0.45) 0.311  

SEb 0.263 0.391    

95% CIb -0.99, 0.05 -0.76, 0.78    

Ls Meanc -0.29 0.00 -0.29 (-1.67, 1.09) 0.618  

SEc 0.403 0.355    

95% CIc -1.32, 0.75 -0.91, 0.91    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.33    

SD 0.000 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.00 -0.50    

SD 1.000 0.707    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.75 (-1.75, 0.25)     

Ls Meanb -1.19 -0.49 -0.69 (-1.62, 0.24) 0.143  

SEb 0.263 0.391    

95% CIb -1.70, -0.67 -1.26, 0.28    

Ls Meanc -1.50 -0.50 -1.00 (-1.00, -1.00) NE  

SEc 0.000 0.000    

95% CIc -1.50, -1.50 -0.50, -0.50    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.50    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

 

   Change n 6 2    

Mean -1.00 -0.50    

SD 1.095 0.707    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.74 (-1.74, 0.27)     

Ls Meanb -1.17 -0.49 -0.68 (-1.62, 0.25) 0.152  

SEb 0.268 0.391    

95% CIb -1.70, -0.65 -1.26, 0.28    

Ls Meanc -1.50 -0.50 -1.00 (-1.00, -1.00) NE  

SEc 0.000 0.000    

95% CIc -1.50, -1.50 -0.50, -0.50    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.11 (-0.22, 0.43)     

Ls Meanb -0.13 -0.18 0.05 (-0.14, 0.24) 0.546  

 

  Baseline Actual n 7 2  NEd  

Mean 0.29 0.00    

SD 0.488 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

  Day 3 Actual n 6 3    

Mean 0.17 0.33    

SD 0.408 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 6 2    

Mean 0.00 0.50    

SD 0.632 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.59 (-1.60, 0.42)     

Ls Meanb 0.04 0.31 -0.27 (-0.73, 0.19) 0.254  

SEb 0.123 0.198    

95% CIb -0.20, 0.28 -0.09, 0.70    

Ls Meanc 0.55 0.35 0.20 (-1.16, 1.56) 0.704  

SEc 0.366 0.322    

95% CIc -0.47, 1.57 -0.54, 1.24    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 2    

Mean -0.14 0.00    

SD 0.690 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.31 (-0.68, 1.31)     

Ls Meanb -0.05 -0.19 0.14 (-0.31, 0.60) 0.537  

SEb 0.116 0.198    

95% CIb -0.28, 0.18 -0.59, 0.20    

Ls Meanc -0.07 -0.27 0.20 (-0.93, 1.33) 0.667  

SEc 0.321 0.292    

95% CIc -0.89, 0.76 -1.02, 0.49    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.29 0.00    

SD 0.488 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-1.00, 1.00)     

Ls Meanb -0.19 -0.19 0.00 (-0.45, 0.45) 0.998  

SEb 0.116 0.198    

95% CIb -0.42, 0.03 -0.59, 0.20    

Ls Meanc -0.22 -0.22 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.22, -0.22 -0.22, -0.22    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.33 0.00    

SD 0.516 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-1.04, 0.99)     

Ls Meanb -0.21 -0.19 -0.01 (-0.47, 0.45) 0.961  

SEb 0.123 0.198    

95% CIb -0.45, 0.04 -0.59, 0.20    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.22 (-0.94, 1.38)     

Ls Meanb -0.13 -0.33 0.20 (-1.18, 1.57) 0.725  

 

  Baseline Actual n 7 2  NEd  

Mean 0.57 0.00    

SD 0.976 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean -0.14 0.00    

SD 1.215 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.43 (-1.13, 2.00)     

Ls Meanb -0.06 -0.45 0.39 (-1.03, 1.81) 0.589  

SEb 0.449 0.561    

95% CIb -0.95, 0.82 -1.56, 0.65    

Ls Meanc -0.02 -0.42 0.40 (-2.02, 2.82) 0.689  

SEc 0.691 0.629    

95% CIc -1.80, 1.75 -2.04, 1.19    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.43 1.00    

SD 0.787 1.414    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.14 1.00    

SD 1.215 1.414    

Min -2.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.67 (-2.24, 0.89)     

Ls Meanb -0.06 0.55 -0.61 (-2.03, 0.81) 0.400  

SEb 0.449 0.561    

95% CIb -0.95, 0.82 -0.56, 1.65    

Ls Meanc -1.02 0.58 -1.60 (-4.02, 0.82) 0.150  

SEc 0.691 0.629    

95% CIc -2.80, 0.75 -1.04, 2.19    

 

  Day 15 Actual n 7 3    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.14 0.00    

SD 1.215 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.43 (-1.13, 2.00)     

Ls Meanb -0.06 -0.45 0.39 (-1.03, 1.81) 0.589  

SEb 0.449 0.561    

95% CIb -0.95, 0.82 -1.56, 0.65    

Ls Meanc -0.02 -0.42 0.40 (-2.02, 2.82) 0.689  

SEc 0.691 0.629    

95% CIc -1.80, 1.75 -2.04, 1.19    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean 0.00 0.00    

SD 1.265 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.26 (-1.31, 1.83)     

Ls Meanb -0.22 -0.45 0.24 (-1.19, 1.66) 0.744  

SEb 0.451 0.561    

95% CIb -1.11, 0.67 -1.56, 0.65    

Ls Meanc 0.10 -0.30 0.40 (-2.32, 3.12) 0.704  

SEc 0.731 0.644    

95% CIc -1.93, 2.13 -2.09, 1.49    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

1.15 (-0.21, 2.50)     

Ls Meanb -0.23 -1.15 0.92 (-0.51, 2.35) 0.159  

 

  Baseline Actual n 7 2  NEd  

Mean 2.00 0.50    

SD 0.816 0.707    

Min 1.00 0.00    

Median 2.00 0.50    

Max 3.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 1.29 1.00    

SD 0.756 1.000    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.71 0.00    

SD 1.254 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

1.82 (-0.10, 3.73)     

Ls Meanb -0.08 -1.53 1.46 (-0.09, 3.00) 0.064  

SEb 0.431 0.597    

95% CIb -0.93, 0.77 -2.71, -0.35    

Ls Meanc 0.33 -1.46 1.79 (-1.21, 4.79) 0.187  

SEc 0.720 0.731    

95% CIc -1.52, 2.18 -3.34, 0.42    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 1.29 1.00    

SD 0.756 0.000    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.71 0.50    

SD 1.254 0.707    

Min -3.00 0.00    

Median -1.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

1.19 (-0.72, 3.10)     

Ls Meanb -0.08 -1.03 0.96 (-0.59, 2.50) 0.223  

SEb 0.431 0.597    

95% CIb -0.93, 0.77 -2.21, 0.15    

Ls Meanc -0.17 -0.96 0.79 (-2.21, 3.79) 0.531  

SEc 0.720 0.731    

95% CIc -2.02, 1.68 -2.84, 0.92    

 

  Day 15 Actual n 7 3    

Mean 1.00 0.67    

SD 0.816 0.577    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 21 of 1056 

Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.00 0.50    

SD 1.414 0.707    

Min -3.00 0.00    

Median -1.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.84 (-1.08, 2.75)     

Ls Meanb -0.36 -1.03 0.67 (-0.87, 2.21) 0.393  

SEb 0.431 0.597    

95% CIb -1.21, 0.49 -2.21, 0.15    

Ls Meanc -0.25 -1.25 1.00 (-1.91, 3.91) 0.418  

SEc 0.700 0.710    

95% CIc -2.05, 1.55 -3.08, 0.58    

 

  Day 29 Actual n 6 2    

Mean 1.33 1.00    

SD 0.816 0.000    

Min 0.00 1.00    

Median 1.50 1.00    

Max 2.00 1.00    

 

   Change n 6 2    

Mean -0.50 0.50    

SD 1.225 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

1.03 (-0.88, 2.95)     

Ls Meanb -0.20 -1.03 0.83 (-0.72, 2.38) 0.292  

SEb 0.435 0.597    

95% CIb -1.06, 0.65 -2.21, 0.15    

Ls Meanc 0.03 -0.74 0.76 (-3.03, 4.56) 0.606  

SEc 0.851 0.823    

95% CIc -2.33, 2.39 -3.02, 1.55    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.15 (-0.55, 0.25)     

Ls Meanb -1.42 -1.26 -0.16 (-0.72, 0.40) 0.500  

 

  Baseline Actual n 7 2  NEd  

Mean 1.71 0.50    

SD 1.113 0.707    

Min 0.00 0.00    

Median 2.00 0.50    

Max 3.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 0.86 0.33    

SD 0.900 0.577    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.86 0.00    

SD 0.900 0.000    

Min -2.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.61, 0.98)     

Ls Meanb -0.79 -0.99 0.20 (-0.66, 1.05) 0.652  

SEb 0.237 0.364    

95% CIb -1.26, -0.33 -1.71, -0.27    

Ls Meanc -0.97 -0.47 -0.50 (-2.69, 1.69) 0.583  

SEc 0.624 0.610    

95% CIc -2.58, 0.63 -2.04, 1.10    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.43 1.50    

SD 0.535 0.707    

Min 0.00 1.00    

Median 0.00 1.50    

Max 1.00 2.00    

 

   Change n 7 2    

Mean -1.29 1.00    

SD 1.254 0.000    

Min -3.00 1.00    

Median -2.00 1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.16 (-1.95, -0.36)     

Ls Meanb -1.22 0.01 -1.23 (-2.09, -0.38) 0.005  

SEb 0.237 0.364    

95% CIb -1.69, -0.76 -0.71, 0.73    

Ls Meanc -1.52 0.04 -1.56 (-3.21, 0.10) 0.060  

SEc 0.472 0.461    

95% CIc -2.73, -0.31 -1.15, 1.22    

 

  Day 15 Actual n 7 3    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.57 -0.50    

SD 1.272 0.707    

Min -3.00 -1.00    

Median -2.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.81, 0.78)     

Ls Meanb -1.51 -1.49 -0.02 (-0.87, 0.83) 0.965  

SEb 0.237 0.364    

95% CIb -1.98, -1.04 -2.21, -0.77    

Ls Meanc -1.32 -1.54 0.21 (-0.91, 1.34) 0.649  

SEc 0.320 0.313    

95% CIc -2.15, -0.50 -2.34, -0.73    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 2    

Mean -1.50 -0.50    

SD 1.378 0.707    

Min -3.00 -1.00    

Median -1.50 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.07 (-0.87, 0.73)     

Ls Meanb -1.56 -1.49 -0.07 (-0.93, 0.79) 0.869  

SEb 0.242 0.364    

95% CIb -2.04, -1.08 -2.21, -0.77    

Ls Meanc -1.23 -1.45 0.23 (-1.12, 1.58) 0.665  

SEc 0.360 0.342    

95% CIc -2.23, -0.23 -2.40, -0.51    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

0.14 (-0.94, 1.22)     

Ls Meanb -0.65 -0.78 0.13 (-1.20, 1.47) 0.810  

 

  Baseline Actual n 7 2  NEd  

Mean 1.43 0.50    

SD 0.976 0.707    

Min 0.00 0.00    

Median 2.00 0.50    

Max 2.00 1.00    

 

  Day 3 Actual n 7 3    

Mean 0.71 0.00    

SD 0.951 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean -0.71 -0.50    

SD 0.951 0.707    

Min -2.00 -1.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.66 (-0.85, 2.17)     

Ls Meanb -0.36 -0.98 0.62 (-0.81, 2.06) 0.393  

SEb 0.450 0.583    

95% CIb -1.25, 0.53 -2.13, 0.17    

Ls Meanc -0.36 -0.86 0.50 (-1.99, 2.99) 0.628  

SEc 0.726 0.688    

95% CIc -2.23, 1.50 -2.63, 0.91    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 1.00 1.00    

SD 1.000 0.000    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.43 0.50    

SD 1.134 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-1.61, 1.41)     

Ls Meanb -0.08 0.02 -0.09 (-1.53, 1.34) 0.900  

SEb 0.450 0.583    

95% CIb -0.96, 0.81 -1.13, 1.17    

Ls Meanc -0.12 0.03 -0.15 (-3.02, 2.72) 0.898  

SEc 0.835 0.792    

95% CIc -2.27, 2.03 -2.00, 2.07    

 

  Day 15 Actual n 7 3    

Mean 0.29 0.33    

SD 0.756 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -1.14 0.00    

SD 1.069 1.414    

Min -2.00 -1.00    

Median -2.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.32 (-1.84, 1.19)     

Ls Meanb -0.79 -0.48 -0.31 (-1.74, 1.13) 0.674  

SEb 0.450 0.583    

95% CIb -1.68, 0.10 -1.63, 0.67    

Ls Meanc -0.38 -0.58 0.20 (-2.03, 2.43) 0.827  

SEc 0.649 0.615    

95% CIc -2.05, 1.29 -2.16, 1.00    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean -1.00 -0.50    

SD 1.095 0.707    

Min -2.00 -1.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.17 (-1.35, 1.68)     

Ls Meanb -0.82 -0.98 0.16 (-1.28, 1.60) 0.827  

SEb 0.453 0.583    

95% CIb -1.72, 0.07 -2.13, 0.17    

Ls Meanc -0.72 -0.97 0.25 (-2.37, 2.87) 0.804  

SEc 0.716 0.656    

95% CIc -2.71, 1.27 -2.79, 0.85    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.02 (-0.18, 0.23)     

Ls Meanb -0.38 -0.39 0.02 (-0.18, 0.21) 0.842  

 

  Baseline Actual n 7 2  NEd  

Mean 0.57 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.29 0.00    

SD 0.488 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 2    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.23, 0.93)     

Ls Meanb -0.15 -0.41 0.26 (-0.17, 0.68) 0.234  

SEb 0.110 0.185    

95% CIb -0.37, 0.06 -0.78, -0.05    

Ls Meanc -0.19 -0.34 0.15 (-1.26, 1.57) 0.791  

SEc 0.399 0.369    

95% CIc -1.21, 0.84 -1.29, 0.61    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.29 0.00    

SD 0.488 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 7 2    

Mean -0.29 0.00    

SD 0.488 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.35 (-0.23, 0.93)     

Ls Meanb -0.15 -0.41 0.26 (-0.17, 0.68) 0.234  

SEb 0.110 0.185    

95% CIb -0.37, 0.06 -0.78, -0.05    

Ls Meanc -0.22 -0.22 0.00 (-0.90, 0.90) 1.000  

SEc 0.254 0.235    

95% CIc -0.88, 0.43 -0.83, 0.38    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.57 0.00    

SD 0.787 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.62, 0.54)     

Ls Meanb -0.44 -0.41 -0.03 (-0.45, 0.40) 0.896  

SEb 0.110 0.185    

95% CIb -0.66, -0.22 -0.78, -0.05    

Ls Meanc -0.44 -0.44 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.44, -0.44 -0.44, -0.44    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.67 0.00    

SD 0.816 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.65, 0.53)     

Ls Meanb -0.46 -0.41 -0.05 (-0.48, 0.39) 0.836  

SEb 0.116 0.185    

95% CIb -0.69, -0.23 -0.78, -0.05    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.49 (-1.35, 0.37)     

Ls Meanb -0.95 -0.42 -0.52 (-1.73, 0.68) 0.314  

 

  Baseline Actual n 7 2  NEd  

Mean 1.00 1.00    

SD 1.000 1.414    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

  Day 3 Actual n 7 3    

Mean 0.86 1.33    

SD 0.900 0.577    

Min 0.00 1.00    

Median 1.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.14 0.00    

SD 1.215 1.414    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.46 (-1.62, 0.70)     

Ls Meanb -0.47 0.02 -0.49 (-1.74, 0.75) 0.436  

SEb 0.416 0.478    

95% CIb -1.29, 0.35 -0.92, 0.97    

Ls Meanc -0.31 0.00 -0.31 (-3.16, 2.54) 0.791  

SEc 0.871 0.685    

95% CIc -2.55, 1.93 -1.76, 1.76    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.71 0.50    

SD 0.951 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.29 -0.50    

SD 1.496 2.121    

Min -2.00 -2.00    

Median 0.00 -0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-1.29, 1.03)     

Ls Meanb -0.61 -0.48 -0.14 (-1.39, 1.11) 0.829  

SEb 0.416 0.478    

95% CIb -1.43, 0.21 -1.42, 0.47    

Ls Meanc -0.62 -0.50 -0.12 (-3.14, 2.90) 0.923  

SEc 0.923 0.725    

95% CIc -2.99, 1.75 -2.36, 1.36    

 

  Day 15 Actual n 7 3    

Mean 0.29 0.33    

SD 0.488 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.71 -0.50    

SD 1.113 2.121    

Min -2.00 -2.00    

Median -1.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.53 (-1.69, 0.63)     

Ls Meanb -1.04 -0.48 -0.57 (-1.81, 0.68) 0.373  

SEb 0.416 0.478    

95% CIb -1.86, -0.22 -1.42, 0.47    

Ls Meanc -1.21 -0.50 -0.71 (-2.29, 0.86) 0.296  

SEc 0.481 0.378    

95% CIc -2.45, 0.02 -1.47, 0.47    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.50    

SD 0.408 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 1.00 1.00    

 

   Change n 6 2    

Mean -0.67 -0.50    

SD 1.211 2.121    

Min -2.00 -2.00    

Median -0.50 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.64 (-1.80, 0.52)     

Ls Meanb -1.16 -0.48 -0.68 (-1.94, 0.57) 0.281  

SEb 0.417 0.478    

95% CIb -1.99, -0.34 -1.42, 0.47    

Ls Meanc -1.04 -0.35 -0.69 (-2.01, 0.63) 0.220  

SEc 0.384 0.295    

95% CIc -2.11, 0.02 -1.17, 0.46    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.32 (-0.68, 1.32)     

Ls Meanb -0.20 -0.48 0.28 (-0.88, 1.44) 0.560  

 

  Baseline Actual n 7 2  NEd  

Mean 0.71 0.00    

SD 0.951 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.71 0.67    

SD 0.951 1.155    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean 0.00 0.00    

SD 1.000 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.69 (-0.68, 2.07)     

Ls Meanb 0.13 -0.48 0.61 (-0.61, 1.83) 0.324  

SEb 0.378 0.484    

95% CIb -0.62, 0.87 -1.44, 0.47    

Ls Meanc 0.09 -0.31 0.39 (-2.27, 3.06) 0.719  

SEc 0.750 0.695    

95% CIc -1.84, 2.02 -2.09, 1.48    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.71 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean 0.00 0.00    

SD 1.000 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.69 (-0.68, 2.07)     

Ls Meanb 0.13 -0.48 0.61 (-0.61, 1.83) 0.324  

SEb 0.378 0.484    

95% CIb -0.62, 0.87 -1.44, 0.47    

Ls Meanc 0.12 -0.41 0.53 (-1.71, 2.76) 0.571  

SEc 0.629 0.583    

95% CIc -1.50, 1.73 -1.91, 1.09    

 

  Day 15 Actual n 7 3    

Mean 0.43 0.00    

SD 0.535 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -1.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.37 (-1.01, 1.74)     

Ls Meanb -0.16 -0.48 0.33 (-0.89, 1.54) 0.599  

SEb 0.378 0.484    

95% CIb -0.91, 0.59 -1.44, 0.47    

Ls Meanc -0.18 -0.37 0.18 (-1.14, 1.51) 0.736  

SEc 0.374 0.347    

95% CIc -1.14, 0.78 -1.26, 0.53    

 

  Day 29 Actual n 6 2    

Mean 0.17 0.00    

SD 0.408 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 2    

Mean -0.67 0.00    

SD 1.211 0.000    

Min -2.00 0.00    

Median -0.50 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-1.39, 1.37)     

Ls Meanb -0.49 -0.48 -0.01 (-1.23, 1.21) 0.990  

SEb 0.380 0.484    

95% CIb -1.24, 0.26 -1.44, 0.47    

Ls Meanc -0.42 -0.73 0.31 (-1.01, 1.63) 0.549  

SEc 0.341 0.316    

95% CIc -1.37, 0.53 -1.61, 0.15    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.02 (-0.26, 0.23)     

Ls Meanb -0.19 -0.18 -0.01 (-0.27, 0.25) 0.904  

 

  Baseline Actual n 6 2  NEd  

Mean 0.33 0.00    

SD 0.816 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.71 0.33    

SD 0.951 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 6 2    

Mean 0.17 0.50    

SD 0.983 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.67, 0.55)     

Ls Meanb 0.24 0.29 -0.05 (-0.50, 0.41) 0.845  

SEb 0.127 0.194    

95% CIb -0.01, 0.49 -0.10, 0.67    

Ls Meanc -0.28 0.33 -0.60 (-3.32, 2.12) 0.573  

SEc 0.731 0.644    

95% CIc -2.31, 1.76 -1.46, 2.11    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 2    

Mean -0.17 0.00    

SD 0.983 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.45, 0.77)     

Ls Meanb -0.09 -0.21 0.12 (-0.34, 0.58) 0.602  

SEb 0.127 0.194    

95% CIb -0.34, 0.16 -0.60, 0.17    

Ls Meanc -0.08 -0.28 0.20 (-1.16, 1.56) 0.704  

SEc 0.366 0.322    

95% CIc -1.09, 0.94 -1.17, 0.62    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 6 2    

Mean -0.33 0.00    

SD 0.816 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.67, 0.55)     

Ls Meanb -0.26 -0.21 -0.05 (-0.50, 0.41) 0.845  

SEb 0.127 0.194    

95% CIb -0.51, -0.01 -0.60, 0.17    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.62, 0.61)     

Ls Meanb -0.22 -0.21 0.00 (-0.47, 0.46) 0.986  

SEb 0.133 0.194    

95% CIb -0.48, 0.05 -0.60, 0.17    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-1.23 (-2.00, -0.46)     

Ls Meanb -0.73 0.38 -1.11 (-2.02, -0.20) 0.026  

 

  Baseline Actual n 7 2  NEd  

Mean 0.57 0.00    

SD 0.976 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.43 0.33    

SD 0.787 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 7 2    

Mean -0.14 0.50    

SD 0.378 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.03 (-2.09, 0.03)     

Ls Meanb -0.63 0.30 -0.93 (-1.90, 0.04) 0.059  

SEb 0.301 0.384    

95% CIb -1.23, -0.04 -0.46, 1.06    

Ls Meanc -0.61 0.39 -1.00 (-1.89, -0.11) 0.034  

SEc 0.254 0.231    

95% CIc -1.26, 0.04 -0.21, 0.98    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.43 1.00    

SD 0.787 1.414    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 2.00    

 

   Change n 7 2    

Mean -0.14 1.00    

SD 0.378 1.414    

Min -1.00 0.00    

Median 0.00 1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-1.58 (-2.65, -0.52)     

Ls Meanb -0.63 0.80 -1.43 (-2.40, -0.46) 0.004  

SEb 0.301 0.384    

95% CIb -1.23, -0.04 0.04, 1.56    

Ls Meanc -1.11 0.89 -2.00 (-2.89, -1.11) 0.002  

SEc 0.254 0.231    

95% CIc -1.76, -0.46 0.29, 1.48    

 

  Day 15 Actual n 7 3    

Mean 0.43 0.33    

SD 0.787 0.577    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.14 0.50    

SD 0.378 0.707    

Min -1.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.03 (-2.09, 0.03)     

Ls Meanb -0.63 0.30 -0.93 (-1.90, 0.04) 0.059  

SEb 0.301 0.384    

95% CIb -1.23, -0.04 -0.46, 1.06    

Ls Meanc -0.61 0.39 -1.00 (-1.89, -0.11) 0.034  

SEc 0.254 0.231    

95% CIc -1.26, 0.04 -0.21, 0.98    

 

  Day 29 Actual n 6 2    

Mean 0.33 0.50    

SD 0.816 0.707    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 1.00    

 

   Change n 6 2    

Mean -0.33 0.50    

SD 0.816 0.707    

Min -2.00 0.00    

Median 0.00 0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-1.20 (-2.27, -0.14)     

Ls Meanb -0.79 0.30 -1.09 (-2.05, -0.12) 0.028  

SEb 0.303 0.384    

95% CIb -1.39, -0.19 -0.46, 1.06    

Ls Meanc -0.75 0.25 -1.00 (-3.19, 1.19) 0.275  

SEc 0.580 0.523    

95% CIc -2.36, 0.86 -1.20, 1.70    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 43 of 1056 

Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -0.33 -0.35 0.01 (-0.17, 0.20) 0.838  

 

  Baseline Actual n 6 2  NEd  

Mean 0.50 0.00    

SD 0.837 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.59 (0.05, 1.13)     

Ls Meanb 0.11 -0.35 0.45 (0.03, 0.87) 0.034  

SEb 0.112 0.179    

95% CIb -0.12, 0.33 -0.70, 0.01    

Ls Meanc 0.00 0.00 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc 0.00, 0.00 0.00, 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.50 0.00    

SD 0.837 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.61, 0.48)     

Ls Meanb -0.39 -0.35 -0.05 (-0.47, 0.37) 0.819  

SEb 0.112 0.179    

95% CIb -0.62, -0.17 -0.70, 0.01    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 45 of 1056 

Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 6 2    

Mean -0.50 0.00    

SD 0.837 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.61, 0.48)     

Ls Meanb -0.39 -0.35 -0.05 (-0.47, 0.37) 0.819  

SEb 0.112 0.179    

95% CIb -0.62, -0.17 -0.70, 0.01    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 5 2    

Mean -0.60 0.00    

SD 0.894 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.10 (-0.65, 0.45)     

Ls Meanb -0.42 -0.35 -0.08 (-0.50, 0.35) 0.723  

SEb 0.120 0.179    

95% CIb -0.66, -0.19 -0.70, 0.01    

Ls Meanc -0.43 -0.43 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.43, -0.43 -0.43, -0.43    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.02 (-0.08, 0.12)     

Ls Meanb -0.19 -0.21 0.01 (-0.08, 0.10) 0.760  

 

  Baseline Actual n 7 2  NEd  

Mean 0.29 0.00    

SD 0.756 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

  Day 3 Actual n 7 3    

Mean 0.43 0.00    

SD 0.787 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 7 2    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.60 (0.25, 0.95)     

Ls Meanb 0.21 -0.21 0.42 (0.17, 0.67) 0.001  

SEb 0.063 0.110    

95% CIb 0.09, 0.34 -0.42, 0.01    

Ls Meanc 0.15 -0.02 0.17 (-0.97, 1.30) 0.721  

SEc 0.328 0.293    

95% CIc -0.69, 0.99 -0.77, 0.73    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 7 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 7 2    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.37, 0.34)     

Ls Meanb -0.21 -0.21 -0.01 (-0.26, 0.24) 0.943  

SEb 0.063 0.110    

95% CIb -0.34, -0.09 -0.42, 0.01    

Ls Meanc -0.22 -0.22 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.22, -0.22 -0.22, -0.22    

 

  Day 15 Actual n 7 3    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.19 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 7 2    

Mean -0.29 0.00    

SD 0.756 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.37, 0.34)     

Ls Meanb -0.21 -0.21 -0.01 (-0.26, 0.24) 0.943  

SEb 0.063 0.110    

95% CIb -0.34, -0.09 -0.42, 0.01    

Ls Meanc -0.22 -0.22 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.22, -0.22 -0.22, -0.22    

 

  Day 29 Actual n 6 2    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 2    

Mean -0.33 0.00    

SD 0.816 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.39, 0.33)     

Ls Meanb -0.22 -0.21 -0.02 (-0.27, 0.24) 0.887  

SEb 0.067 0.110    

95% CIb -0.36, -0.09 -0.42, 0.01    

Ls Meanc -0.25 -0.25 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.25, -0.25 -0.25, -0.25    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Corticosteroids Body Aches Overall  Effect Size (95% 

CI)a 

-0.23 (-0.48, 0.03)     

Ls Meanb -1.54 -1.33 -0.21 (-0.47, 0.05) 0.105  

 

  Baseline Actual n 11 10  NEd  

Mean 1.64 1.70    

SD 0.924 0.949    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.77 1.00    

SD 0.927 1.128    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 3.00    

 

   Change n 10 10    

Mean -1.00 -0.50    

SD 1.247 1.179    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.56 (-1.28, 0.17)     

Ls Meanb -1.16 -0.64 -0.52 (-1.20, 0.16) 0.132  

SEb 0.279 0.266    

95% CIb -1.71, -0.61 -1.16, -0.12    

Ls Meanc -1.06 -0.53 -0.52 (-1.59, 0.55) 0.314  

SEc 0.681 0.561    

95% CIc -2.51, 0.40 -1.73, 0.66    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.33 0.69    

SD 0.778 1.182    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 9 10    

Mean -1.33 -0.80    

SD 1.118 1.317    

Min -3.00 -3.00    

Median -2.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.58 (-1.31, 0.16)     

Ls Meanb -1.48 -0.94 -0.54 (-1.23, 0.15) 0.124  

SEb 0.285 0.266    

95% CIb -2.04, -0.92 -1.46, -0.42    

Ls Meanc -1.74 -1.11 -0.63 (-1.70, 0.45) 0.230  

SEc 0.674 0.553    

95% CIc -3.18, -0.29 -2.29, 0.08    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -1.25 -1.50    

SD 0.957 1.049    

Min -2.00 -3.00    

Median -1.50 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.89, 1.00)     

Ls Meanb -1.65 -1.70 0.05 (-0.83, 0.94) 0.906  

SEb 0.367 0.314    

95% CIb -2.37, -0.93 -2.32, -1.09    

Ls Meanc -1.47 -1.37 -0.10 (-0.63, 0.43) 0.665  

SEc 0.165 0.138    

95% CIc -1.87, -1.07 -1.71, -1.03    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.11    

SD 0.000 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 6 7    

Mean -1.17 -1.57    

SD 0.983 1.134    

Min -2.00 -3.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.34 (-1.19, 0.51)     

Ls Meanb -1.76 -1.44 -0.32 (-1.11, 0.48) 0.431  

SEb 0.323 0.295    

95% CIb -2.39, -1.12 -2.02, -0.86    

Ls Meanc -1.52 -1.37 -0.16 (-0.59, 0.27) 0.427  

SEc 0.215 0.176    

95% CIc -2.02, -1.03 -1.77, -0.96    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.04)     

Ls Meanb -1.17 -1.08 -0.09 (-0.24, 0.06) 0.207  

 

  Baseline Actual n 11 10  NEd  

Mean 1.18 1.40    

SD 0.982 1.075    

Min 0.00 0.00    

Median 2.00 2.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.38 0.42    

SD 0.768 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 10    

Mean -0.80 -1.00    

SD 0.919 0.943    

Min -2.00 -2.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.43, 0.42)     

Ls Meanb -0.92 -0.91 -0.01 (-0.44, 0.43) 0.980  

SEb 0.176 0.168    

95% CIb -1.27, -0.57 -1.25, -0.58    

Ls Meanc -0.77 -0.85 0.08 (-0.54, 0.71) 0.783  

SEc 0.407 0.331    

95% CIc -1.63, 0.10 -1.56, -0.15    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.08 0.46    

SD 0.289 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 9 10    

Mean -1.11 -1.00    

SD 1.054 1.247    

Min -2.00 -3.00    

Median -2.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.36 (-0.79, 0.07)     

Ls Meanb -1.28 -0.91 -0.37 (-0.81, 0.07) 0.103  

SEb 0.181 0.168    

95% CIb -1.64, -0.93 -1.25, -0.58    

Ls Meanc -1.43 -1.03 -0.40 (-0.93, 0.13) 0.128  

SEc 0.340 0.275    

95% CIc -2.16, -0.70 -1.62, -0.44    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -1.00 -1.17    

SD 1.155 0.983    

Min -2.00 -2.00    

Median -1.00 -1.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.42, 0.73)     

Ls Meanb -1.14 -1.30 0.16 (-0.44, 0.75) 0.605  

SEb 0.245 0.206    

95% CIb -1.62, -0.66 -1.70, -0.89    

Ls Meanc -1.10 -1.10 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.10, -1.10 -1.10, -1.10    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -1.33 -1.29    

SD 1.033 0.951    

Min -2.00 -2.00    

Median -2.00 -2.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.14 (-0.65, 0.37)     

Ls Meanb -1.34 -1.20 -0.14 (-0.67, 0.38) 0.596  

SEb 0.210 0.191    

95% CIb -1.75, -0.93 -1.58, -0.83    

Ls Meanc -1.31 -1.31 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.31, -1.31 -1.31, -1.31    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.52 -0.58 0.06 (-0.04, 0.17) 0.219  

 

  Baseline Actual n 11 10  NEd  

Mean 0.73 0.80    

SD 0.905 0.919    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.92 0.25    

SD 0.862 0.452    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 1.00    

 

   Change n 10 10    

Mean 0.30 -0.60    

SD 1.160 0.699    

Min -1.00 -2.00    

Median 0.00 -0.50    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.74 (0.36, 1.12)     

Ls Meanb 0.20 -0.47 0.67 (0.33, 1.02) <.001  

SEb 0.136 0.131    

95% CIb -0.06, 0.47 -0.73, -0.21    

Ls Meanc -0.13 -0.67 0.54 (-0.15, 1.23) 0.117  

SEc 0.452 0.355    

95% CIc -1.09, 0.83 -1.43, 0.09    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.17 0.46    

SD 0.389 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 9 10    

Mean -0.33 -0.60    

SD 0.707 0.966    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.47, 0.31)     

Ls Meanb -0.54 -0.47 -0.07 (-0.43, 0.28) 0.689  

SEb 0.142 0.131    

95% CIb -0.82, -0.26 -0.73, -0.21    

Ls Meanc -0.54 -0.49 -0.05 (-0.50, 0.40) 0.815  

SEc 0.288 0.221    

95% CIc -1.16, 0.08 -0.96, -0.01    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 9 of 1056 

Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.50 -0.33    

SD 0.577 0.516    

Min -1.00 -1.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.21 (-0.74, 0.33)     

Ls Meanb -0.68 -0.49 -0.19 (-0.68, 0.30) 0.446  

SEb 0.200 0.165    

95% CIb -1.07, -0.29 -0.82, -0.17    

Ls Meanc -0.50 -0.36 -0.14 (-0.68, 0.40) 0.542  

SEc 0.169 0.143    

95% CIc -0.91, -0.09 -0.71, -0.01    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.22    

SD 0.000 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 7    

Mean -0.33 -0.43    

SD 0.516 0.535    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.37, 0.56)     

Ls Meanb -0.55 -0.64 0.09 (-0.34, 0.51) 0.683  

SEb 0.168 0.152    

95% CIb -0.88, -0.22 -0.94, -0.34    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.13 (-0.63, 0.37)     

Ls Meanb -0.43 -0.32 -0.11 (-0.55, 0.33) 0.608  

 

  Baseline Actual n 11 10  NEd  

Mean 1.45 1.30    

SD 0.820 0.823    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 1.46 1.33    

SD 1.050 0.651    

Min 0.00 1.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 10 10    

Mean -0.10 0.10    

SD 0.738 0.876    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.97, 0.84)     

Ls Meanb 0.20 0.25 -0.05 (-0.80, 0.69) 0.894  

SEb 0.355 0.324    

95% CIb -0.50, 0.90 -0.39, 0.89    

Ls Meanc -0.35 -0.08 -0.28 (-1.08, 0.53) 0.475  

SEc 0.512 0.422    

95% CIc -1.45, 0.74 -0.98, 0.82    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 1.17 1.54    

SD 1.030 0.877    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 9 10    

Mean -0.56 0.10    

SD 0.726 0.994    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.76 (-1.66, 0.15)     

Ls Meanb -0.37 0.25 -0.62 (-1.37, 0.13) 0.103  

SEb 0.356 0.324    

95% CIb -1.07, 0.33 -0.39, 0.89    

Ls Meanc -0.11 0.40 -0.51 (-1.37, 0.34) 0.221  

SEc 0.538 0.442    

95% CIc -1.27, 1.04 -0.55, 1.35    

 

  Day 15 Actual n 7 8    

Mean 0.57 0.63    

SD 0.535 0.916    

Min 0.00 0.00    

Median 1.00 0.00    

Max 1.00 2.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.75 -1.00    

SD 0.500 0.632    

Min -1.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.99, 1.06)     

Ls Meanb -0.57 -0.60 0.03 (-0.82, 0.87) 0.951  

SEb 0.390 0.346    

95% CIb -1.34, 0.19 -1.28, 0.08    

Ls Meanc -0.86 -0.92 0.06 (-0.90, 1.03) 0.878  

SEc 0.300 0.247    

95% CIc -1.59, -0.12 -1.52, -0.31    

 

  Day 29 Actual n 7 9    

Mean 0.43 0.44    

SD 0.535 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 6 7    

Mean -0.67 -1.14    

SD 0.516 0.690    

Min -1.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.20 (-0.78, 1.17)     

Ls Meanb -0.62 -0.78 0.16 (-0.64, 0.96) 0.694  

SEb 0.373 0.336    

95% CIb -1.36, 0.11 -1.44, -0.12    

Ls Meanc -0.80 -1.09 0.29 (-0.23, 0.81) 0.235  

SEc 0.265 0.211    

95% CIc -1.41, -0.19 -1.58, -0.60    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.28 (-0.42, -0.14)     

Ls Meanb -0.73 -0.45 -0.27 (-0.42, -0.13) 0.001  

 

  Baseline Actual n 11 10  NEd  

Mean 0.82 0.40    

SD 1.168 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 12    

Mean 0.23 0.58    

SD 0.832 0.669    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    

 

   Change n 10 10    

Mean -0.70 0.20    

SD 1.160 0.632    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.68 (-1.05, -0.30)     

Ls Meanb -0.75 -0.09 -0.66 (-1.03, -0.29) 0.001  

SEb 0.151 0.144    

95% CIb -1.05, -0.46 -0.38, 0.19    

Ls Meanc -0.89 -0.18 -0.72 (-1.23, -0.21) 0.009  

SEc 0.320 0.265    

95% CIc -1.58, -0.21 -0.74, 0.39    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.00 0.54    

SD 0.000 0.967    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 9 10    

Mean -0.78 0.00    

SD 1.202 0.816    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.48 (-0.86, -0.09)     

Ls Meanb -0.76 -0.29 -0.46 (-0.84, -0.09) 0.015  

SEb 0.154 0.144    

95% CIb -1.06, -0.46 -0.58, -0.01    

Ls Meanc -0.78 -0.32 -0.46 (-1.03, 0.12) 0.111  

SEc 0.353 0.292    

95% CIc -1.54, -0.02 -0.95, 0.31    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -1.25 -0.17    

SD 1.500 0.408    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-0.68, 0.32)     

Ls Meanb -0.77 -0.59 -0.18 (-0.67, 0.31) 0.471  

SEb 0.201 0.171    

95% CIb -1.17, -0.38 -0.93, -0.26    

Ls Meanc -0.60 -0.60 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.60, -0.60 -0.60, -0.60    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -1.17 0.00    

SD 1.329 0.000    

Min -3.00 0.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.28 (-0.72, 0.17)     

Ls Meanb -0.77 -0.50 -0.27 (-0.71, 0.17) 0.223  

SEb 0.176 0.161    

95% CIb -1.11, -0.42 -0.81, -0.18    

Ls Meanc -0.54 -0.54 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.54, -0.54 -0.54, -0.54    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.12 (-0.19, 0.44)     

Ls Meanb -0.16 -0.29 0.14 (-0.24, 0.51) 0.446  

 

  Baseline Actual n 11 10  NEd  

Mean 0.55 0.60    

SD 0.934 1.265    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.62 0.58    

SD 0.870 1.084    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 10    

Mean 0.00 0.10    

SD 0.471 1.595    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.65, 0.66)     

Ls Meanb 0.01 0.01 0.00 (-0.72, 0.73) 0.992  

SEb 0.327 0.302    

95% CIb -0.63, 0.65 -0.59, 0.60    

Ls Meanc -0.55 -0.23 -0.32 (-1.29, 0.66) 0.499  

SEc 0.628 0.514    

95% CIc -1.88, 0.79 -1.32, 0.87    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.67 0.69    

SD 0.888 1.109    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 9 10    

Mean 0.00 0.30    

SD 1.118 1.889    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.81, 0.51)     

Ls Meanb 0.04 0.21 -0.17 (-0.90, 0.56) 0.656  

SEb 0.329 0.302    

95% CIb -0.61, 0.69 -0.39, 0.80    

Ls Meanc -0.25 -0.04 -0.21 (-1.35, 0.92) 0.696  

SEc 0.720 0.589    

95% CIc -1.80, 1.29 -1.30, 1.22    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.50 -0.33    

SD 1.000 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.30 (-0.48, 1.08)     

Ls Meanb -0.20 -0.53 0.33 (-0.53, 1.19) 0.456  

SEb 0.378 0.333    

95% CIb -0.94, 0.54 -1.18, 0.13    

Ls Meanc -0.50 -0.32 -0.18 (-0.49, 0.13) 0.211  

SEc 0.097 0.083    

95% CIc -0.74, -0.26 -0.52, -0.12    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.33    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 7    

Mean -0.33 0.00    

SD 0.816 1.155    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.96, 0.49)     

Ls Meanb -0.38 -0.12 -0.26 (-1.06, 0.54) 0.527  

SEb 0.353 0.320    

95% CIb -1.07, 0.32 -0.75, 0.51    

Ls Meanc -0.55 -0.07 -0.49 (-1.31, 0.34) 0.212  

SEc 0.424 0.339    

95% CIc -1.53, 0.42 -0.85, 0.71    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.26 (-0.07, 0.60)     

Ls Meanb -0.89 -1.20 0.30 (-0.11, 0.72) 0.140  

 

  Baseline Actual n 11 10  NEd  

Mean 1.82 1.80    

SD 1.079 1.229    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 1.62 1.25    

SD 1.044 1.288    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

   Change n 10 10    

Mean -0.40 -0.40    

SD 1.075 1.075    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.72, 0.64)     

Ls Meanb -0.66 -0.61 -0.05 (-0.83, 0.73) 0.901  

SEb 0.356 0.329    

95% CIb -1.36, 0.04 -1.26, 0.04    

Ls Meanc -0.70 -0.76 0.06 (-0.97, 1.10) 0.898  

SEc 0.661 0.547    

95% CIc -2.11, 0.71 -1.93, 0.40    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 1.42 1.31    

SD 1.311 1.437    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 9 10    

Mean -0.67 -0.30    

SD 1.225 1.160    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.18 (-0.86, 0.50)     

Ls Meanb -0.72 -0.51 -0.21 (-1.00, 0.58) 0.603  

SEb 0.358 0.329    

95% CIb -1.42, -0.01 -1.16, 0.14    

Ls Meanc -0.95 -0.67 -0.27 (-1.55, 1.01) 0.655  

SEc 0.801 0.667    

95% CIc -2.66, 0.77 -2.10, 0.76    

 

  Day 15 Actual n 7 8    

Mean 0.71 0.75    

SD 0.488 1.165    

Min 0.00 0.00    

Median 1.00 0.00    

Max 1.00 3.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -1.00 -1.17    

SD 0.816 1.169    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.49 (-0.31, 1.29)     

Ls Meanb -0.86 -1.43 0.56 (-0.36, 1.49) 0.231  

SEb 0.408 0.361    

95% CIb -1.67, -0.06 -2.14, -0.72    

Ls Meanc -1.00 -1.19 0.19 (-0.94, 1.33) 0.692  

SEc 0.354 0.299    

95% CIc -1.87, -0.13 -1.92, -0.46    

 

  Day 29 Actual n 7 9    

Mean 0.57 0.44    

SD 0.787 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 6 7    

Mean -1.17 -1.14    

SD 0.753 1.069    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.23 (-0.97, 0.52)     

Ls Meanb -1.46 -1.20 -0.26 (-1.12, 0.60) 0.550  

SEb 0.382 0.347    

95% CIb -2.21, -0.71 -1.88, -0.51    

Ls Meanc -1.01 -1.26 0.25 (-0.47, 0.97) 0.451  

SEc 0.366 0.296    

95% CIc -1.85, -0.16 -1.94, -0.57    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.40 (-0.60, -0.19)     

Ls Meanb -1.26 -0.89 -0.37 (-0.57, -0.16) 0.002  

 

  Baseline Actual n 11 10  NEd  

Mean 1.45 1.20    

SD 1.036 0.789    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 12    

Mean 0.62 1.25    

SD 0.768 1.288    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

   Change n 10 10    

Mean -0.90 0.10    

SD 1.370 0.738    

Min -3.00 -1.00    

Median -1.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.89 (-1.49, -0.30)     

Ls Meanb -0.91 -0.08 -0.83 (-1.38, -0.28) 0.003  

SEb 0.225 0.216    

95% CIb -1.35, -0.46 -0.50, 0.35    

Ls Meanc -1.38 -0.33 -1.05 (-2.12, 0.02) 0.054  

SEc 0.678 0.575    

95% CIc -2.83, 0.06 -1.56, 0.89    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.33 0.62    

SD 0.778 1.044    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 9 10    

Mean -1.11 -0.90    

SD 1.167 0.738    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.21 (-0.82, 0.39)     

Ls Meanb -1.27 -1.08 -0.20 (-0.76, 0.37) 0.495  

SEb 0.230 0.216    

95% CIb -1.72, -0.82 -1.50, -0.65    

Ls Meanc -1.12 -0.96 -0.16 (-0.88, 0.55) 0.633  

SEc 0.450 0.378    

95% CIc -2.09, -0.15 -1.77, -0.15    

 

  Day 15 Actual n 7 8    

Mean 0.43 0.63    

SD 0.787 1.061    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -1.00 -0.83    

SD 1.414 0.408    

Min -3.00 -1.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.80, 0.79)     

Ls Meanb -1.12 -1.11 0.00 (-0.74, 0.73) 0.994  

SEb 0.304 0.259    

95% CIb -1.71, -0.52 -1.62, -0.60    

Ls Meanc -0.96 -0.90 -0.05 (-0.87, 0.76) 0.876  

SEc 0.244 0.222    

95% CIc -1.55, -0.36 -1.45, -0.36    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.33    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 7    

Mean -1.33 -0.71    

SD 1.211 0.488    

Min -3.00 -1.00    

Median -1.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.48 (-1.19, 0.22)     

Ls Meanb -1.29 -0.84 -0.45 (-1.10, 0.21) 0.182  

SEb 0.264 0.243    

95% CIb -1.81, -0.77 -1.32, -0.37    

Ls Meanc -1.14 -0.93 -0.21 (-0.62, 0.21) 0.280  

SEc 0.206 0.173    

95% CIc -1.61, -0.66 -1.33, -0.53    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.20 (-0.42, 0.02)     

Ls Meanb -1.30 -1.08 -0.22 (-0.47, 0.04) 0.091  

 

  Baseline Actual n 11 10  NEd  

Mean 1.27 1.60    

SD 1.009 1.174    

Min 0.00 0.00    

Median 1.00 1.50    

Max 3.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.54 1.17    

SD 0.776 1.115    

Min 0.00 0.00    

Median 0.00 1.50    

Max 2.00 3.00    

 

   Change n 10 10    

Mean -0.90 -0.40    

SD 1.101 1.174    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.58 (-1.10, -0.06)     

Ls Meanb -0.97 -0.33 -0.64 (-1.21, -0.06) 0.029  

SEb 0.248 0.229    

95% CIb -1.45, -0.48 -0.78, 0.12    

Ls Meanc -1.30 -0.58 -0.72 (-1.67, 0.23) 0.127  

SEc 0.627 0.499    

95% CIc -2.63, 0.04 -1.64, 0.49    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.08 0.85    

SD 0.289 1.345    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 9 10    

Mean -1.33 -0.80    

SD 1.118 1.317    

Min -3.00 -3.00    

Median -2.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.58 (-1.10, -0.05)     

Ls Meanb -1.36 -0.73 -0.63 (-1.21, -0.05) 0.032  

SEb 0.251 0.229    

95% CIb -1.85, -0.87 -1.18, -0.28    

Ls Meanc -1.42 -0.78 -0.64 (-1.62, 0.34) 0.184  

SEc 0.642 0.509    

95% CIc -2.80, -0.04 -1.87, 0.31    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.50    

SD 0.000 0.926    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.75 -1.33    

SD 0.957 1.033    

Min -2.00 -3.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.09 (-0.75, 0.56)     

Ls Meanb -1.33 -1.23 -0.10 (-0.82, 0.62) 0.785  

SEb 0.306 0.263    

95% CIb -1.93, -0.73 -1.74, -0.71    

Ls Meanc -1.16 -1.09 -0.07 (-1.20, 1.06) 0.880  

SEc 0.345 0.282    

95% CIc -2.01, -0.32 -1.78, -0.40    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -0.83 -1.43    

SD 0.983 1.272    

Min -2.00 -3.00    

Median -0.50 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.65, 0.54)     

Ls Meanb -1.28 -1.23 -0.06 (-0.71, 0.60) 0.865  

SEb 0.278 0.249    

95% CIb -1.83, -0.74 -1.72, -0.74    

Ls Meanc -1.15 -1.15 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -1.15, -1.15 -1.15, -1.15    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.22 (-0.37, -0.08)     

Ls Meanb -0.73 -0.49 -0.24 (-0.41, -0.08) 0.007  

 

  Baseline Actual n 11 10  NEd  

Mean 0.73 0.70    

SD 1.104 1.059    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.08 0.58    

SD 0.277 0.996    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 10 10    

Mean -0.70 0.00    

SD 1.059 1.247    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.54 (-0.94, -0.15)     

Ls Meanb -0.66 -0.07 -0.59 (-1.02, -0.16) 0.007  

SEb 0.177 0.168    

95% CIb -1.01, -0.31 -0.40, 0.26    

Ls Meanc -0.81 -0.24 -0.57 (-1.37, 0.22) 0.143  

SEc 0.506 0.419    

95% CIc -1.89, 0.27 -1.13, 0.65    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.17 0.46    

SD 0.577 0.967    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 9 10    

Mean -0.67 -0.40    

SD 1.118 1.265    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.46, 0.34)     

Ls Meanb -0.54 -0.47 -0.06 (-0.50, 0.37) 0.770  

SEb 0.180 0.168    

95% CIb -0.89, -0.18 -0.80, -0.14    

Ls Meanc -0.70 -0.58 -0.12 (-0.87, 0.64) 0.740  

SEc 0.474 0.392    

95% CIc -1.72, 0.31 -1.42, 0.26    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.25    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -1.00 -0.50    

SD 1.414 1.225    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.53, 0.50)     

Ls Meanb -0.76 -0.74 -0.02 (-0.58, 0.54) 0.944  

SEb 0.231 0.198    

95% CIb -1.22, -0.31 -1.13, -0.35    

Ls Meanc -0.70 -0.70 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.70, -0.70 -0.70, -0.70    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -0.67 -0.57    

SD 1.211 1.134    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.57, 0.35)     

Ls Meanb -0.72 -0.60 -0.12 (-0.62, 0.38) 0.643  

SEb 0.204 0.186    

95% CIb -1.12, -0.32 -0.97, -0.23    

Ls Meanc -0.62 -0.62 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.62, -0.62 -0.62, -0.62    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.16 (-0.05, 0.36)     

Ls Meanb -0.41 -0.57 0.16 (-0.06, 0.38) 0.146  

 

  Baseline Actual n 11 10  NEd  

Mean 0.55 0.70    

SD 0.820 1.160    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.69 0.67    

SD 0.855 0.888    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 10    

Mean 0.10 0.00    

SD 0.738 1.414    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.49, 0.44)     

Ls Meanb -0.03 0.00 -0.03 (-0.49, 0.44) 0.916  

SEb 0.205 0.189    

95% CIb -0.43, 0.38 -0.37, 0.37    

Ls Meanc -0.33 -0.24 -0.09 (-1.03, 0.85) 0.841  

SEc 0.615 0.493    

95% CIc -1.64, 0.98 -1.29, 0.81    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.58 0.38    

SD 1.084 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 9 10    

Mean -0.11 -0.40    

SD 1.054 1.265    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.30, 0.64)     

Ls Meanb -0.23 -0.40 0.17 (-0.30, 0.64) 0.466  

SEb 0.207 0.189    

95% CIb -0.64, 0.18 -0.77, -0.03    

Ls Meanc -0.46 -0.51 0.05 (-0.82, 0.91) 0.910  

SEc 0.554 0.443    

95% CIc -1.65, 0.73 -1.46, 0.44    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.50 -0.83    

SD 1.000 1.329    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.39, 0.75)     

Ls Meanb -0.54 -0.72 0.18 (-0.39, 0.75) 0.533  

SEb 0.246 0.213    

95% CIb -1.02, -0.05 -1.14, -0.30    

Ls Meanc -0.70 -0.70 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.70, -0.70 -0.70, -0.70    

 

  Day 29 Actual n 7 9    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 7    

Mean -0.50 -0.71    

SD 0.837 1.254    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.28 (-0.25, 0.80)     

Ls Meanb -0.45 -0.73 0.28 (-0.25, 0.80) 0.300  

SEb 0.226 0.203    

95% CIb -0.89, -0.01 -1.13, -0.33    

Ls Meanc -0.43 -0.62 0.19 (-0.18, 0.55) 0.269  

SEc 0.192 0.153    

95% CIc -0.88, 0.01 -0.97, -0.27    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.19 (-0.04, 0.43)     

Ls Meanb -0.38 -0.56 0.18 (-0.06, 0.42) 0.129  

 

  Baseline Actual n 11 10  NEd  

Mean 0.45 0.70    

SD 0.688 1.160    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.46 0.33    

SD 0.776 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 10 10    

Mean 0.10 -0.40    

SD 0.738 1.506    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.43 (-0.08, 0.93)     

Ls Meanb 0.03 -0.37 0.40 (-0.07, 0.88) 0.096  

SEb 0.215 0.195    

95% CIb -0.39, 0.46 -0.75, 0.01    

Ls Meanc -0.18 -0.44 0.26 (-0.62, 1.13) 0.545  

SEc 0.573 0.450    

95% CIc -1.41, 1.04 -1.40, 0.52    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.58 0.31    

SD 1.084 0.751    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 9 10    

Mean 0.00 -0.50    

SD 0.866 1.434    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.30 (-0.21, 0.81)     

Ls Meanb -0.18 -0.47 0.28 (-0.20, 0.76) 0.245  

SEb 0.217 0.195    

95% CIb -0.61, 0.24 -0.85, -0.09    

Ls Meanc -0.36 -0.52 0.15 (-0.74, 1.04) 0.716  

SEc 0.570 0.445    

95% CIc -1.59, 0.86 -1.47, 0.44    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.75 -0.83    

SD 0.957 1.329    

Min -2.00 -3.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.49, 0.72)     

Ls Meanb -0.54 -0.65 0.11 (-0.46, 0.68) 0.713  

SEb 0.251 0.217    

95% CIb -1.04, -0.05 -1.08, -0.22    

Ls Meanc -0.80 -0.80 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.80, -0.80 -0.80, -0.80    

 

  Day 29 Actual n 7 9    

Mean 0.14 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 6 7    

Mean -0.50 -0.71    

SD 0.837 1.254    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.39 (-0.17, 0.95)     

Ls Meanb -0.37 -0.74 0.37 (-0.16, 0.90) 0.168  

SEb 0.233 0.207    

95% CIb -0.82, 0.09 -1.14, -0.33    

Ls Meanc -0.45 -0.63 0.18 (-0.23, 0.59) 0.336  

SEc 0.217 0.173    

95% CIc -0.95, 0.05 -1.03, -0.23    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.35 (-0.61, -0.10)     

Ls Meanb -0.53 -0.29 -0.25 (-0.44, -0.05) 0.016  

 

  Baseline Actual n 11 10  NEd  

Mean 1.18 0.20    

SD 0.874 0.422    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 1.00    

 

  Day 3 Actual n 13 12    

Mean 0.85 0.25    

SD 0.801 0.622    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 2.00    

 

   Change n 10 10    

Mean -0.30 0.00    

SD 0.823 0.471    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.26 (-0.35, 0.88)     

Ls Meanb -0.05 -0.23 0.18 (-0.25, 0.61) 0.407  

SEb 0.176 0.171    

95% CIb -0.39, 0.30 -0.57, 0.11    

Ls Meanc -0.02 -0.14 0.12 (-0.63, 0.86) 0.745  

SEc 0.411 0.363    

95% CIc -0.90, 0.85 -0.91, 0.64    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.50 0.38    

SD 0.798 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 9 10    

Mean -0.56 0.00    

SD 0.882 0.471    

Min -2.00 -1.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.19 (-0.82, 0.43)     

Ls Meanb -0.37 -0.23 -0.14 (-0.57, 0.30) 0.540  

SEb 0.179 0.171    

95% CIb -0.72, -0.01 -0.57, 0.11    

Ls Meanc -0.28 -0.10 -0.18 (-0.98, 0.63) 0.640  

SEc 0.438 0.383    

95% CIc -1.22, 0.65 -0.93, 0.72    

 

  Day 15 Actual n 7 8    

Mean 0.14 0.13    

SD 0.378 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.75 -0.17    

SD 0.500 0.408    

Min -1.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.46 (-1.24, 0.32)     

Ls Meanb -0.57 -0.25 -0.32 (-0.86, 0.23) 0.251  

SEb 0.225 0.197    

95% CIb -1.01, -0.13 -0.64, 0.13    

Ls Meanc -0.58 -0.30 -0.28 (-0.83, 0.27) 0.266  

SEc 0.165 0.138    

95% CIc -0.98, -0.17 -0.64, 0.04    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.33    

SD 0.000 1.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

   Change n 6 7    

Mean -0.67 -0.29    

SD 0.516 0.488    

Min -1.00 -1.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.28 (-0.98, 0.43)     

Ls Meanb -0.69 -0.50 -0.19 (-0.69, 0.30) 0.441  

SEb 0.201 0.187    

95% CIb -1.08, -0.29 -0.86, -0.13    

Ls Meanc -0.46 -0.46 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.46, -0.46 -0.46, -0.46    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.11 (-0.14, 0.37)     

Ls Meanb -0.62 -0.78 0.16 (-0.22, 0.54) 0.396  

 

  Baseline Actual n 11 10  NEd  

Mean 1.09 0.80    

SD 1.446 1.317    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 13 12    

Mean 0.54 0.92    

SD 0.776 1.240    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 10 10    

Mean -0.70 0.30    

SD 1.252 1.160    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

-0.44 (-0.98, 0.09)     

Ls Meanb -0.59 0.02 -0.61 (-1.36, 0.13) 0.106  

SEb 0.332 0.310    

95% CIb -1.25, 0.06 -0.59, 0.63    

Ls Meanc -1.18 -0.23 -0.95 (-1.88, -0.02) 0.047  

SEc 0.589 0.490    

95% CIc -2.44, 0.08 -1.28, 0.81    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.50 0.62    

SD 1.000 1.044    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 9 10    

Mean -0.89 -0.20    

SD 1.453 1.751    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.65, 0.42)     

Ls Meanb -0.64 -0.48 -0.16 (-0.91, 0.59) 0.670  

SEb 0.335 0.310    

95% CIb -1.30, 0.02 -1.09, 0.13    

Ls Meanc -0.82 -0.61 -0.20 (-1.38, 0.97) 0.717  

SEc 0.730 0.608    

95% CIc -2.38, 0.75 -1.92, 0.69    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.13    

SD 0.000 0.354    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 42 of 1056 

Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.75 -0.33    

SD 0.957 0.816    

Min -2.00 -2.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.18 (-0.45, 0.82)     

Ls Meanb -0.72 -0.97 0.25 (-0.63, 1.14) 0.574  

SEb 0.386 0.342    

95% CIb -1.47, 0.04 -1.64, -0.30    

Ls Meanc -0.64 -0.41 -0.23 (-0.54, 0.08) 0.122  

SEc 0.097 0.083    

95% CIc -0.87, -0.40 -0.61, -0.20    

 

  Day 29 Actual n 7 9    

Mean 0.14 0.11    

SD 0.378 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 6 7    

Mean -1.00 -0.29    

SD 1.549 1.254    

Min -4.00 -3.00    

Median -0.50 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.63, 0.55)     

Ls Meanb -0.86 -0.80 -0.06 (-0.88, 0.77) 0.892  

SEb 0.360 0.328    

95% CIb -1.57, -0.15 -1.45, -0.16    

Ls Meanc -0.64 -0.65 0.01 (-0.59, 0.61) 0.973  

SEc 0.298 0.241    

95% CIc -1.33, 0.05 -1.20, -0.09    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.02 (-0.20, 0.24)     

Ls Meanb -0.43 -0.44 0.01 (-0.18, 0.21) 0.877  

 

  Baseline Actual n 11 10  NEd  

Mean 0.73 0.50    

SD 0.905 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 13 12    

Mean 0.54 0.25    

SD 0.776 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 10 10    

Mean -0.20 -0.20    

SD 1.135 0.632    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.54, 0.65)     

Ls Meanb -0.25 -0.30 0.04 (-0.44, 0.53) 0.856  

SEb 0.200 0.191    

95% CIb -0.65, 0.14 -0.67, 0.08    

Ls Meanc -0.46 -0.41 -0.05 (-0.67, 0.58) 0.875  

SEc 0.398 0.329    

95% CIc -1.31, 0.39 -1.12, 0.29    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.25 0.15    

SD 0.622 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 9 10    

Mean -0.56 -0.30    

SD 1.014 0.949    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.20 (-0.80, 0.40)     

Ls Meanb -0.56 -0.40 -0.16 (-0.65, 0.33) 0.516  

SEb 0.204 0.191    

95% CIb -0.96, -0.16 -0.77, -0.02    

Ls Meanc -0.58 -0.51 -0.07 (-0.47, 0.33) 0.718  

SEc 0.253 0.209    

95% CIc -1.12, -0.03 -0.96, -0.06    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.75 -0.50    

SD 0.957 0.837    

Min -2.00 -2.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.74, 0.80)     

Ls Meanb -0.57 -0.60 0.03 (-0.60, 0.65) 0.937  

SEb 0.261 0.224    

95% CIb -1.08, -0.06 -1.04, -0.16    

Ls Meanc -0.60 -0.60 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.60, -0.60 -0.60, -0.60    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.33    

SD 0.000 0.707    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 6 7    

Mean -0.50 -0.14    

SD 0.837 0.378    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.18 (-0.87, 0.51)     

Ls Meanb -0.53 -0.38 -0.15 (-0.71, 0.42) 0.606  

SEb 0.231 0.211    

95% CIb -0.99, -0.08 -0.80, 0.03    

Ls Meanc -0.45 -0.27 -0.19 (-0.60, 0.22) 0.322  

SEc 0.208 0.168    

95% CIc -0.93, 0.03 -0.65, 0.12    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.33 -0.29 -0.04 (-0.15, 0.07) 0.411  

 

  Baseline Actual n 11 10  NEd  

Mean 0.45 0.20    

SD 1.036 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 13 12    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 10 10    

Mean -0.50 -0.20    

SD 1.080 0.632    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.22, 0.25)     

Ls Meanb -0.34 -0.35 0.01 (-0.20, 0.22) 0.910  

SEb 0.093 0.086    

95% CIb -0.52, -0.15 -0.52, -0.18    

Ls Meanc -0.35 -0.35 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.35, -0.35 -0.35, -0.35    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 12 13    

Mean 0.00 0.15    

SD 0.000 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 9 10    

Mean -0.56 0.00    

SD 1.130 0.943    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.46, 0.02)     

Ls Meanb -0.34 -0.15 -0.19 (-0.40, 0.02) 0.077  

SEb 0.094 0.086    

95% CIb -0.52, -0.15 -0.32, 0.02    

Ls Meanc -0.42 -0.24 -0.18 (-0.70, 0.34) 0.473  

SEc 0.323 0.267    

95% CIc -1.11, 0.28 -0.81, 0.33    

 

  Day 15 Actual n 7 8    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.20 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 4 6    

Mean -0.75 0.00    

SD 1.500 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.08 (-0.36, 0.21)     

Ls Meanb -0.34 -0.27 -0.07 (-0.31, 0.18) 0.599  

SEb 0.107 0.095    

95% CIb -0.55, -0.13 -0.46, -0.08    

Ls Meanc -0.30 -0.30 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.30, -0.30 -0.30, -0.30    

 

  Day 29 Actual n 7 9    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 6 7    

Mean -0.50 0.00    

SD 1.225 0.000    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.25, 0.27)     

Ls Meanb -0.34 -0.35 0.01 (-0.22, 0.24) 0.942  

SEb 0.100 0.091    

95% CIb -0.54, -0.14 -0.53, -0.17    

Ls Meanc -0.23 -0.23 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.23, -0.23 -0.23, -0.23    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Adjunctive 

therapy 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.01)     

Ls Meanb -0.80 -0.76 -0.05 (-0.10, 0.01) 0.080  

 

  Baseline Actual n 153 178  NEd  

Mean 1.16 0.91    

SD 1.027 0.922    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.71 0.76    

SD 0.898 0.903    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean -0.49 -0.18    

SD 0.981 1.012    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.28, 0.01)     

Ls Meanb -0.42 -0.28 -0.13 (-0.27, 0.01) 0.068  

SEb 0.057 0.054    

95% CIb -0.53, -0.30 -0.39, -0.18    

Ls Meanc -0.48 -0.31 -0.17 (-0.36, 0.01) 0.068  

SEc 0.104 0.098    

95% CIc -0.69, -0.28 -0.50, -0.11    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 159    

Mean 0.46 0.48    

SD 0.789 0.826    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 127 139    

Mean -0.70 -0.50    

SD 0.995 1.010    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.08)     

Ls Meanb -0.66 -0.59 -0.07 (-0.22, 0.08) 0.350  

SEb 0.059 0.056    

95% CIb -0.78, -0.55 -0.70, -0.48    

Ls Meanc -0.70 -0.63 -0.07 (-0.25, 0.11) 0.448  

SEc 0.098 0.094    

95% CIc -0.89, -0.50 -0.81, -0.44    

 

  Day 15 Actual n 137 153    

Mean 0.20 0.18    

SD 0.571 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.92 -0.76    

SD 1.038 0.906    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.16)     

Ls Meanb -0.91 -0.92 0.00 (-0.15, 0.16) 0.960  

SEb 0.061 0.057    

95% CIb -1.03, -0.79 -1.03, -0.80    

Ls Meanc -0.82 -0.83 0.01 (-0.12, 0.14) 0.885  

SEc 0.069 0.064    

95% CIc -0.95, -0.68 -0.95, -0.70    

 

  Day 29 Actual n 114 119    

Mean 0.17 0.13    

SD 0.514 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 95 110    

Mean -1.01 -0.77    

SD 1.037 0.925    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.07)     

Ls Meanb -0.95 -0.86 -0.09 (-0.25, 0.07) 0.277  

SEb 0.063 0.059    

95% CIb -1.08, -0.83 -0.98, -0.75    

Ls Meanc -0.88 -0.84 -0.03 (-0.15, 0.09) 0.609  

SEc 0.067 0.063    

95% CIc -1.01, -0.74 -0.97, -0.72    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.72 -0.72 0.01 (-0.02, 0.04) 0.597  

 

  Baseline Actual n 153 178  NEd  

Mean 0.79 0.83    

SD 0.943 0.936    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 163 185    

Mean 0.44 0.41    

SD 0.794 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 135 163    

Mean -0.36 -0.45    

SD 0.903 0.931    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.18)     

Ls Meanb -0.37 -0.44 0.07 (-0.02, 0.17) 0.134  

SEb 0.038 0.035    

95% CIb -0.44, -0.29 -0.51, -0.37    

Ls Meanc -0.40 -0.47 0.07 (-0.08, 0.23) 0.365  

SEc 0.087 0.082    

95% CIc -0.57, -0.23 -0.63, -0.31    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.17 0.25    

SD 0.513 0.604    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 127 140    

Mean -0.61 -0.61    

SD 0.926 1.001    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.04)     

Ls Meanb -0.66 -0.60 -0.06 (-0.16, 0.04) 0.243  

SEb 0.039 0.037    

95% CIb -0.73, -0.58 -0.67, -0.52    

Ls Meanc -0.73 -0.68 -0.05 (-0.18, 0.08) 0.420  

SEc 0.069 0.066    

95% CIc -0.87, -0.60 -0.81, -0.55    

 

  Day 15 Actual n 137 153    

Mean 0.07 0.03    

SD 0.302 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.71 -0.74    

SD 0.965 0.912    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.77 -0.80 0.03 (-0.07, 0.14) 0.571  

SEb 0.041 0.038    

95% CIb -0.85, -0.69 -0.87, -0.72    

Ls Meanc -0.72 -0.73 0.01 (-0.06, 0.08) 0.806  

SEc 0.038 0.035    

95% CIc -0.79, -0.64 -0.80, -0.66    

 

  Day 29 Actual n 114 119    

Mean 0.03 0.01    

SD 0.209 0.092    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 95 110    

Mean -0.82 -0.79    

SD 0.978 0.959    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.80 -0.83 0.03 (-0.08, 0.14) 0.614  

SEb 0.043 0.040    

95% CIb -0.89, -0.72 -0.91, -0.75    

Ls Meanc -0.81 -0.82 0.01 (-0.03, 0.06) 0.588  

SEc 0.024 0.023    

95% CIc -0.85, -0.76 -0.86, -0.77    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.51 -0.49 -0.02 (-0.06, 0.03) 0.470  

 

  Baseline Actual n 153 178  NEd  

Mean 0.71 0.70    

SD 0.826 0.834    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.52 0.48    

SD 0.747 0.738    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean -0.18 -0.23    

SD 0.910 0.798    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.19)     

Ls Meanb -0.20 -0.25 0.05 (-0.07, 0.16) 0.409  

SEb 0.046 0.043    

95% CIb -0.29, -0.11 -0.33, -0.16    

Ls Meanc -0.21 -0.26 0.06 (-0.10, 0.21) 0.476  

SEc 0.085 0.080    

95% CIc -0.38, -0.04 -0.42, -0.11    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 8 of 1056 

Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.38 0.36    

SD 0.671 0.649    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 127 140    

Mean -0.24 -0.30    

SD 0.940 0.793    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.35 -0.34 -0.01 (-0.13, 0.11) 0.872  

SEb 0.047 0.045    

95% CIb -0.44, -0.26 -0.43, -0.25    

Ls Meanc -0.33 -0.36 0.03 (-0.12, 0.18) 0.677  

SEc 0.081 0.077    

95% CIc -0.49, -0.17 -0.52, -0.21    

 

  Day 15 Actual n 137 153    

Mean 0.10 0.14    

SD 0.349 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.59 -0.50    

SD 0.852 0.775    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.08)     

Ls Meanb -0.61 -0.55 -0.06 (-0.18, 0.06) 0.335  

SEb 0.049 0.046    

95% CIb -0.71, -0.51 -0.64, -0.46    

Ls Meanc -0.62 -0.57 -0.04 (-0.14, 0.05) 0.335  

SEc 0.049 0.046    

95% CIc -0.71, -0.52 -0.66, -0.48    

 

  Day 29 Actual n 114 119    

Mean 0.03 0.05    

SD 0.161 0.220    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 95 110    

Mean -0.59 -0.59    

SD 0.844 0.838    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.13)     

Ls Meanb -0.63 -0.61 -0.02 (-0.15, 0.11) 0.777  

SEb 0.050 0.047    

95% CIb -0.73, -0.53 -0.71, -0.52    

Ls Meanc -0.62 -0.61 -0.01 (-0.07, 0.04) 0.601  

SEc 0.030 0.028    

95% CIc -0.68, -0.56 -0.66, -0.55    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.13 (-0.21, -0.05)     

Ls Meanb -0.64 -0.54 -0.11 (-0.17, -0.04) 0.003  

 

  Baseline Actual n 153 178  NEd  

Mean 1.18 1.13    

SD 0.839 0.784    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 1.19 1.20    

SD 0.826 0.833    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 136 163    

Mean 0.00 0.08    

SD 0.750 0.816    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.25, 0.12)     

Ls Meanb 0.00 0.05 -0.05 (-0.20, 0.10) 0.498  

SEb 0.063 0.059    

95% CIb -0.12, 0.12 -0.06, 0.17    

Ls Meanc 0.00 0.06 -0.06 (-0.22, 0.10) 0.446  

SEc 0.090 0.085    

95% CIc -0.18, 0.18 -0.11, 0.23    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.95 1.09    

SD 0.878 0.903    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 127 140    

Mean -0.28 -0.02    

SD 0.923 0.885    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.30 (-0.50, -0.11)     

Ls Meanb -0.28 -0.03 -0.25 (-0.40, -0.09) 0.002  

SEb 0.063 0.060    

95% CIb -0.40, -0.15 -0.15, 0.09    

Ls Meanc -0.30 -0.09 -0.21 (-0.40, -0.01) 0.038  

SEc 0.105 0.100    

95% CIc -0.51, -0.09 -0.29, 0.10    

 

  Day 15 Actual n 137 153    

Mean 0.40 0.53    

SD 0.647 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.80 -0.65    

SD 0.950 0.817    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.37, 0.03)     

Ls Meanb -0.80 -0.66 -0.14 (-0.30, 0.02) 0.088  

SEb 0.066 0.062    

95% CIb -0.93, -0.68 -0.79, -0.54    

Ls Meanc -0.77 -0.66 -0.11 (-0.26, 0.05) 0.169  

SEc 0.084 0.079    

95% CIc -0.93, -0.60 -0.81, -0.50    

 

  Day 29 Actual n 114 119    

Mean 0.29 0.21    

SD 0.560 0.409    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 95 110    

Mean -0.97 -0.88    

SD 0.962 0.854    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.21, 0.20)     

Ls Meanb -0.95 -0.94 0.00 (-0.17, 0.16) 0.970  

SEb 0.067 0.063    

95% CIb -1.08, -0.81 -1.07, -0.82    

Ls Meanc -0.83 -0.92 0.08 (-0.05, 0.22) 0.228  

SEc 0.074 0.069    

95% CIc -0.98, -0.69 -1.05, -0.78    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.01)     

Ls Meanb -0.35 -0.32 -0.02 (-0.05, 0.01) 0.136  

 

  Baseline Actual n 153 178  NEd  

Mean 0.47 0.41    

SD 0.795 0.717    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 163 185    

Mean 0.33 0.36    

SD 0.702 0.679    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 135 163    

Mean -0.17 -0.06    

SD 0.877 0.818    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.05)     

Ls Meanb -0.13 -0.08 -0.05 (-0.14, 0.04) 0.266  

SEb 0.036 0.033    

95% CIb -0.20, -0.06 -0.14, -0.01    

Ls Meanc -0.20 -0.12 -0.08 (-0.23, 0.07) 0.281  

SEc 0.082 0.077    

95% CIc -0.36, -0.04 -0.27, 0.03    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.23 0.24    

SD 0.602 0.520    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 127 140    

Mean -0.25 -0.23    

SD 0.845 0.752    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.15)     

Ls Meanb -0.22 -0.24 0.02 (-0.08, 0.11) 0.745  

SEb 0.037 0.035    

95% CIb -0.29, -0.15 -0.30, -0.17    

Ls Meanc -0.28 -0.28 0.00 (-0.12, 0.13) 0.941  

SEc 0.067 0.064    

95% CIc -0.41, -0.15 -0.41, -0.16    

 

  Day 15 Actual n 137 153    

Mean 0.07 0.07    

SD 0.288 0.327    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.38 -0.32    

SD 0.869 0.713    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.12)     

Ls Meanb -0.38 -0.37 -0.01 (-0.11, 0.09) 0.864  

SEb 0.039 0.036    

95% CIb -0.46, -0.30 -0.44, -0.30    

Ls Meanc -0.36 -0.39 0.03 (-0.04, 0.10) 0.453  

SEc 0.039 0.037    

95% CIc -0.44, -0.29 -0.46, -0.32    

 

  Day 29 Actual n 114 119    

Mean 0.03 0.01    

SD 0.209 0.092    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 95 110    

Mean -0.42 -0.38    

SD 0.752 0.717    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.40 -0.41 0.01 (-0.09, 0.12) 0.850  

SEb 0.041 0.038    

95% CIb -0.48, -0.32 -0.49, -0.34    

Ls Meanc -0.40 -0.41 0.02 (-0.03, 0.06) 0.432  

SEc 0.026 0.024    

95% CIc -0.45, -0.34 -0.46, -0.37    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.05, 0.10)     

Ls Meanb -0.12 -0.14 0.02 (-0.03, 0.07) 0.482  

 

  Baseline Actual n 153 178  NEd  

Mean 0.29 0.33    

SD 0.697 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.40 0.31    

SD 0.715 0.751    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 136 163    

Mean 0.13 0.00    

SD 0.787 0.793    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.07, 0.27)     

Ls Meanb 0.06 0.00 0.07 (-0.05, 0.19) 0.261  

SEb 0.050 0.047    

95% CIb -0.03, 0.16 -0.10, 0.09    

Ls Meanc 0.08 -0.01 0.09 (-0.07, 0.25) 0.256  

SEc 0.087 0.082    

95% CIc -0.09, 0.25 -0.17, 0.15    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.28 0.36    

SD 0.657 0.789    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 127 140    

Mean 0.02 0.06    

SD 0.776 0.969    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.16 (-0.33, 0.02)     

Ls Meanb -0.03 0.08 -0.11 (-0.24, 0.01) 0.077  

SEb 0.051 0.048    

95% CIb -0.13, 0.07 -0.01, 0.18    

Ls Meanc -0.10 -0.03 -0.07 (-0.24, 0.11) 0.442  

SEc 0.094 0.089    

95% CIc -0.28, 0.09 -0.21, 0.15    

 

  Day 15 Actual n 137 153    

Mean 0.13 0.12    

SD 0.497 0.428    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.04 -0.17    

SD 0.732 0.495    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.08, 0.29)     

Ls Meanb -0.13 -0.20 0.07 (-0.05, 0.20) 0.259  

SEb 0.053 0.049    

95% CIb -0.23, -0.02 -0.30, -0.11    

Ls Meanc -0.08 -0.18 0.10 (-0.01, 0.20) 0.087  

SEc 0.060 0.056    

95% CIc -0.20, 0.03 -0.29, -0.07    

 

  Day 29 Actual n 114 119    

Mean 0.07 0.04    

SD 0.345 0.240    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 95 110    

Mean -0.20 -0.28    

SD 0.820 0.718    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.20, 0.18)     

Ls Meanb -0.26 -0.25 -0.01 (-0.14, 0.13) 0.918  

SEb 0.054 0.050    

95% CIb -0.36, -0.15 -0.35, -0.15    

Ls Meanc -0.24 -0.28 0.04 (-0.03, 0.12) 0.251  

SEc 0.043 0.040    

95% CIc -0.32, -0.16 -0.36, -0.21    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.01 (-0.06, 0.09)     

Ls Meanb -0.95 -0.96 0.01 (-0.06, 0.09) 0.705  

 

  Baseline Actual n 153 178  NEd  

Mean 1.51 1.44    

SD 0.994 1.025    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 164 185    

Mean 1.21 1.19    

SD 0.994 0.953    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean -0.28 -0.22    

SD 0.979 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.19, 0.15)     

Ls Meanb -0.42 -0.40 -0.02 (-0.19, 0.15) 0.822  

SEb 0.072 0.067    

95% CIb -0.56, -0.27 -0.53, -0.26    

Ls Meanc -0.46 -0.45 -0.01 (-0.20, 0.19) 0.927  

SEc 0.109 0.102    

95% CIc -0.67, -0.24 -0.65, -0.25    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 1.00 0.96    

SD 0.973 0.993    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 127 140    

Mean -0.49 -0.47    

SD 0.983 1.089    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.15, 0.20)     

Ls Meanb -0.62 -0.64 0.03 (-0.15, 0.21) 0.762  

SEb 0.073 0.069    

95% CIb -0.76, -0.47 -0.78, -0.51    

Ls Meanc -0.66 -0.71 0.05 (-0.16, 0.26) 0.657  

SEc 0.113 0.108    

95% CIc -0.89, -0.44 -0.92, -0.50    

 

  Day 15 Actual n 137 153    

Mean 0.49 0.40    

SD 0.739 0.701    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.98 -0.96    

SD 1.063 1.025    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.13, 0.24)     

Ls Meanb -1.12 -1.18 0.05 (-0.13, 0.24) 0.567  

SEb 0.076 0.071    

95% CIb -1.27, -0.97 -1.31, -1.04    

Ls Meanc -1.06 -1.13 0.07 (-0.10, 0.24) 0.413  

SEc 0.094 0.087    

95% CIc -1.25, -0.88 -1.31, -0.96    

 

  Day 29 Actual n 114 119    

Mean 0.36 0.33    

SD 0.667 0.598    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 95 110    

Mean -1.14 -1.07    

SD 1.006 1.055    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.17)     

Ls Meanb -1.24 -1.22 -0.02 (-0.21, 0.18) 0.870  

SEb 0.077 0.073    

95% CIb -1.39, -1.09 -1.36, -1.08    

Ls Meanc -1.18 -1.19 0.01 (-0.15, 0.17) 0.859  

SEc 0.089 0.083    

95% CIc -1.35, -1.00 -1.35, -1.03    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.77 -0.75 -0.02 (-0.07, 0.03) 0.508  

 

  Baseline Actual n 153 178  NEd  

Mean 1.05 1.07    

SD 0.982 0.980    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 3 Actual n 164 185    

Mean 0.62 0.69    

SD 0.860 0.853    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean -0.40 -0.40    

SD 1.006 0.985    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.44 -0.41 -0.03 (-0.17, 0.11) 0.669  

SEb 0.056 0.052    

95% CIb -0.55, -0.34 -0.52, -0.31    

Ls Meanc -0.61 -0.57 -0.04 (-0.22, 0.14) 0.650  

SEc 0.098 0.092    

95% CIc -0.80, -0.41 -0.75, -0.38    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.50 0.51    

SD 0.824 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 127 140    

Mean -0.50 -0.61    

SD 1.053 1.037    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.13)     

Ls Meanb -0.60 -0.59 -0.01 (-0.16, 0.13) 0.849  

SEb 0.057 0.054    

95% CIb -0.71, -0.49 -0.69, -0.48    

Ls Meanc -0.62 -0.65 0.03 (-0.15, 0.20) 0.760  

SEc 0.095 0.090    

95% CIc -0.81, -0.43 -0.83, -0.47    

 

  Day 15 Actual n 137 153    

Mean 0.28 0.29    

SD 0.615 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.75 -0.80    

SD 1.011 0.988    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.14)     

Ls Meanb -0.84 -0.83 -0.01 (-0.16, 0.14) 0.906  

SEb 0.060 0.056    

95% CIb -0.96, -0.73 -0.94, -0.73    

Ls Meanc -0.83 -0.79 -0.04 (-0.18, 0.09) 0.529  

SEc 0.075 0.070    

95% CIc -0.98, -0.69 -0.93, -0.65    

 

  Day 29 Actual n 114 119    

Mean 0.17 0.18    

SD 0.478 0.498    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 95 110    

Mean -0.85 -0.89    

SD 1.021 0.881    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.12)     

Ls Meanb -0.96 -0.92 -0.04 (-0.20, 0.11) 0.589  

SEb 0.062 0.058    

95% CIb -1.08, -0.84 -1.03, -0.81    

Ls Meanc -0.90 -0.85 -0.05 (-0.18, 0.07) 0.394  

SEc 0.068 0.064    

95% CIc -1.04, -0.77 -0.98, -0.72    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.02)     

Ls Meanb -0.89 -0.85 -0.03 (-0.09, 0.02) 0.228  

 

  Baseline Actual n 153 178  NEd  

Mean 1.16 1.08    

SD 1.029 0.959    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.73 0.70    

SD 0.916 0.880    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean -0.46 -0.42    

SD 1.053 0.929    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.14)     

Ls Meanb -0.46 -0.46 0.00 (-0.14, 0.14) 0.966  

SEb 0.057 0.053    

95% CIb -0.57, -0.35 -0.56, -0.35    

Ls Meanc -0.55 -0.54 -0.01 (-0.19, 0.17) 0.897  

SEc 0.101 0.095    

95% CIc -0.75, -0.36 -0.73, -0.36    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.45 0.48    

SD 0.781 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 127 140    

Mean -0.69 -0.71    

SD 0.973 1.083    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.16)     

Ls Meanb -0.71 -0.73 0.01 (-0.13, 0.16) 0.877  

SEb 0.058 0.055    

95% CIb -0.83, -0.60 -0.83, -0.62    

Ls Meanc -0.78 -0.81 0.03 (-0.15, 0.21) 0.764  

SEc 0.098 0.093    

95% CIc -0.97, -0.59 -0.99, -0.62    

 

  Day 15 Actual n 137 153    

Mean 0.19 0.24    

SD 0.550 0.593    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.96 -0.89    

SD 1.027 1.027    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.10)     

Ls Meanb -1.01 -0.97 -0.05 (-0.20, 0.10) 0.524  

SEb 0.061 0.057    

95% CIb -1.13, -0.90 -1.08, -0.85    

Ls Meanc -0.90 -0.84 -0.06 (-0.20, 0.07) 0.358  

SEc 0.074 0.069    

95% CIc -1.05, -0.76 -0.98, -0.71    

 

  Day 29 Actual n 114 119    

Mean 0.12 0.19    

SD 0.444 0.492    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 95 110    

Mean -1.05 -0.91    

SD 1.035 0.982    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.16 (-0.32, -0.01)     

Ls Meanb -1.09 -0.93 -0.16 (-0.32, -0.01) 0.043  

SEb 0.063 0.059    

95% CIb -1.22, -0.97 -1.05, -0.82    

Ls Meanc -1.03 -0.92 -0.11 (-0.23, 0.00) 0.059  

SEc 0.066 0.062    

95% CIc -1.16, -0.90 -1.04, -0.80    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.05, 0.05)     

Ls Meanb -0.37 -0.38 0.00 (-0.03, 0.04) 0.897  

 

  Baseline Actual n 153 178  NEd  

Mean 0.43 0.48    

SD 0.801 0.730    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.43 0.31    

SD 0.814 0.699    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean 0.03 -0.16    

SD 0.926 0.736    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.17 (0.05, 0.30)     

Ls Meanb -0.03 -0.16 0.13 (0.04, 0.23) 0.006  

SEb 0.039 0.036    

95% CIb -0.10, 0.05 -0.23, -0.09    

Ls Meanc -0.06 -0.19 0.14 (-0.02, 0.30) 0.095  

SEc 0.089 0.084    

95% CIc -0.23, 0.12 -0.36, -0.03    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.20 0.26    

SD 0.542 0.627    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 127 140    

Mean -0.18 -0.28    

SD 0.781 0.814    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.24 -0.23 0.00 (-0.10, 0.10) 0.958  

SEb 0.039 0.037    

95% CIb -0.31, -0.16 -0.31, -0.16    

Ls Meanc -0.29 -0.30 0.01 (-0.13, 0.15) 0.887  

SEc 0.075 0.071    

95% CIc -0.44, -0.15 -0.44, -0.16    

 

  Day 15 Actual n 137 153    

Mean 0.08 0.06    

SD 0.385 0.329    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.34 -0.43    

SD 0.784 0.710    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.19)     

Ls Meanb -0.40 -0.44 0.04 (-0.06, 0.15) 0.421  

SEb 0.041 0.038    

95% CIb -0.48, -0.32 -0.52, -0.37    

Ls Meanc -0.41 -0.44 0.04 (-0.05, 0.12) 0.406  

SEc 0.046 0.043    

95% CIc -0.50, -0.32 -0.53, -0.36    

 

  Day 29 Actual n 114 119    

Mean 0.02 0.05    

SD 0.132 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 95 110    

Mean -0.40 -0.46    

SD 0.830 0.774    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.46 -0.45 0.00 (-0.11, 0.10) 0.936  

SEb 0.042 0.040    

95% CIb -0.54, -0.37 -0.53, -0.37    

Ls Meanc -0.47 -0.44 -0.03 (-0.10, 0.04) 0.440  

SEc 0.039 0.037    

95% CIc -0.55, -0.39 -0.52, -0.37    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.05)     

Ls Meanb -0.41 -0.39 -0.02 (-0.09, 0.05) 0.521  

 

  Baseline Actual n 153 178  NEd  

Mean 0.65 0.69    

SD 1.003 0.981    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.59 0.64    

SD 0.912 0.886    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean -0.05 -0.06    

SD 1.070 1.064    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.12)     

Ls Meanb -0.08 -0.05 -0.03 (-0.17, 0.12) 0.716  

SEb 0.060 0.057    

95% CIb -0.20, 0.04 -0.16, 0.06    

Ls Meanc -0.14 -0.13 -0.01 (-0.20, 0.18) 0.921  

SEc 0.106 0.100    

95% CIc -0.35, 0.07 -0.33, 0.06    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.46 0.50    

SD 0.839 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 127 140    

Mean -0.24 -0.16    

SD 1.151 1.183    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.10)     

Ls Meanb -0.24 -0.19 -0.05 (-0.20, 0.10) 0.493  

SEb 0.061 0.058    

95% CIb -0.36, -0.12 -0.30, -0.08    

Ls Meanc -0.28 -0.24 -0.05 (-0.24, 0.15) 0.637  

SEc 0.105 0.100    

95% CIc -0.49, -0.08 -0.43, -0.04    

 

  Day 15 Actual n 137 153    

Mean 0.23 0.24    

SD 0.618 0.559    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.44 -0.42    

SD 1.092 1.130    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.12)     

Ls Meanb -0.47 -0.44 -0.03 (-0.19, 0.12) 0.676  

SEb 0.063 0.059    

95% CIb -0.59, -0.35 -0.55, -0.32    

Ls Meanc -0.47 -0.45 -0.02 (-0.16, 0.12) 0.789  

SEc 0.079 0.073    

95% CIc -0.62, -0.31 -0.59, -0.30    

 

  Day 29 Actual n 114 119    

Mean 0.13 0.08    

SD 0.451 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 95 110    

Mean -0.40 -0.56    

SD 0.927 1.045    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.03, 0.28)     

Ls Meanb -0.47 -0.59 0.13 (-0.03, 0.28) 0.110  

SEb 0.064 0.060    

95% CIb -0.59, -0.34 -0.71, -0.48    

Ls Meanc -0.45 -0.52 0.06 (-0.05, 0.18) 0.257  

SEc 0.062 0.058    

95% CIc -0.57, -0.33 -0.63, -0.40    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.05)     

Ls Meanb -0.40 -0.39 -0.01 (-0.08, 0.05) 0.677  

 

  Baseline Actual n 153 178  NEd  

Mean 0.65 0.63    

SD 0.989 0.949    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.52 0.56    

SD 0.861 0.877    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean -0.10 -0.10    

SD 0.885 1.032    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.06 -0.10 0.04 (-0.09, 0.17) 0.561  

SEb 0.056 0.053    

95% CIb -0.17, 0.05 -0.21, 0.00    

Ls Meanc -0.11 -0.13 0.02 (-0.16, 0.20) 0.841  

SEc 0.100 0.094    

95% CIc -0.31, 0.08 -0.31, 0.05    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 35 of 1056 

Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.47 0.43    

SD 0.823 0.797    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 127 140    

Mean -0.25 -0.21    

SD 1.023 1.124    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.19 -0.23 0.04 (-0.10, 0.18) 0.580  

SEb 0.057 0.054    

95% CIb -0.30, -0.08 -0.33, -0.12    

Ls Meanc -0.27 -0.31 0.04 (-0.14, 0.23) 0.627  

SEc 0.099 0.094    

95% CIc -0.46, -0.08 -0.50, -0.13    

 

  Day 15 Actual n 137 153    

Mean 0.20 0.17    

SD 0.554 0.510    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.51 -0.44    

SD 1.042 1.110    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.13)     

Ls Meanb -0.46 -0.45 -0.01 (-0.15, 0.13) 0.872  

SEb 0.059 0.055    

95% CIb -0.57, -0.34 -0.56, -0.34    

Ls Meanc -0.41 -0.44 0.03 (-0.10, 0.16) 0.677  

SEc 0.070 0.065    

95% CIc -0.55, -0.27 -0.56, -0.31    

 

  Day 29 Actual n 114 119    

Mean 0.10 0.04    

SD 0.376 0.240    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 95 110    

Mean -0.53 -0.58    

SD 0.977 1.035    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.10, 0.20)     

Ls Meanb -0.51 -0.56 0.05 (-0.10, 0.19) 0.517  

SEb 0.059 0.056    

95% CIb -0.63, -0.40 -0.67, -0.45    

Ls Meanc -0.50 -0.57 0.07 (-0.02, 0.17) 0.122  

SEc 0.051 0.048    

95% CIc -0.60, -0.39 -0.66, -0.47    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

-0.07 (-0.12, -0.02)     

Ls Meanb -0.42 -0.37 -0.05 (-0.08, -0.01) 0.011  

 

  Baseline Actual n 152 178  NEd  

Mean 0.59 0.52    

SD 0.740 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.39 0.35    

SD 0.651 0.580    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 135 163    

Mean -0.20 -0.21    

SD 0.780 0.692    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.19)     

Ls Meanb -0.18 -0.22 0.04 (-0.06, 0.13) 0.430  

SEb 0.038 0.036    

95% CIb -0.26, -0.10 -0.29, -0.15    

Ls Meanc -0.24 -0.28 0.04 (-0.09, 0.17) 0.565  

SEc 0.072 0.068    

95% CIc -0.38, -0.10 -0.41, -0.14    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.25 0.28    

SD 0.506 0.525    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 126 140    

Mean -0.34 -0.26    

SD 0.750 0.616    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.07)     

Ls Meanb -0.35 -0.30 -0.05 (-0.15, 0.05) 0.301  

SEb 0.039 0.037    

95% CIb -0.42, -0.27 -0.37, -0.22    

Ls Meanc -0.34 -0.31 -0.03 (-0.14, 0.09) 0.654  

SEc 0.061 0.059    

95% CIc -0.46, -0.22 -0.43, -0.20    

 

  Day 15 Actual n 137 153    

Mean 0.11 0.16    

SD 0.313 0.446    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 133    

Mean -0.47 -0.38    

SD 0.703 0.611    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.07)     

Ls Meanb -0.45 -0.40 -0.06 (-0.16, 0.05) 0.293  

SEb 0.041 0.038    

95% CIb -0.53, -0.37 -0.47, -0.32    

Ls Meanc -0.47 -0.42 -0.05 (-0.14, 0.05) 0.335  

SEc 0.051 0.047    

95% CIc -0.57, -0.37 -0.52, -0.33    

 

  Day 29 Actual n 114 119    

Mean 0.05 0.07    

SD 0.224 0.251    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 94 110    

Mean -0.46 -0.45    

SD 0.698 0.658    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.07)     

Ls Meanb -0.51 -0.45 -0.05 (-0.16, 0.05) 0.314  

SEb 0.042 0.040    

95% CIb -0.59, -0.42 -0.53, -0.37    

Ls Meanc -0.46 -0.44 -0.02 (-0.08, 0.04) 0.548  

SEc 0.035 0.032    

95% CIc -0.53, -0.39 -0.51, -0.38    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.03, 0.09)     

Ls Meanb -0.29 -0.31 0.02 (-0.03, 0.07) 0.339  

 

  Baseline Actual n 153 178  NEd  

Mean 0.46 0.48    

SD 0.835 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.38 0.37    

SD 0.703 0.811    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 136 163    

Mean -0.10 -0.09    

SD 0.772 0.815    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -0.15 -0.12 -0.04 (-0.15, 0.08) 0.560  

SEb 0.048 0.045    

95% CIb -0.25, -0.06 -0.21, -0.03    

Ls Meanc -0.13 -0.10 -0.03 (-0.18, 0.12) 0.736  

SEc 0.084 0.079    

95% CIc -0.29, 0.04 -0.26, 0.05    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.28 0.34    

SD 0.725 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 127 140    

Mean -0.15 -0.15    

SD 0.883 0.897    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.10)     

Ls Meanb -0.18 -0.14 -0.04 (-0.16, 0.09) 0.571  

SEb 0.049 0.047    

95% CIb -0.28, -0.08 -0.24, -0.05    

Ls Meanc -0.23 -0.24 0.01 (-0.16, 0.17) 0.937  

SEc 0.088 0.084    

95% CIc -0.40, -0.06 -0.40, -0.07    

 

  Day 15 Actual n 137 153    

Mean 0.15 0.07    

SD 0.493 0.318    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 42 of 1056 

Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.21 -0.32    

SD 0.783 0.702    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.03, 0.28)     

Ls Meanb -0.30 -0.40 0.10 (-0.02, 0.23) 0.107  

SEb 0.051 0.048    

95% CIb -0.40, -0.20 -0.50, -0.31    

Ls Meanc -0.25 -0.36 0.10 (0.00, 0.21) 0.045  

SEc 0.056 0.052    

95% CIc -0.36, -0.14 -0.46, -0.26    

 

  Day 29 Actual n 114 119    

Mean 0.08 0.08    

SD 0.330 0.334    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 95 110    

Mean -0.37 -0.38    

SD 0.839 0.835    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.23, 0.08)     

Ls Meanb -0.44 -0.38 -0.06 (-0.19, 0.07) 0.352  

SEb 0.052 0.049    

95% CIb -0.54, -0.34 -0.47, -0.28    

Ls Meanc -0.40 -0.40 0.00 (-0.09, 0.08) 0.997  

SEc 0.047 0.044    

95% CIc -0.49, -0.31 -0.49, -0.31    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.52 -0.51 -0.02 (-0.05, 0.02) 0.335  

 

  Baseline Actual n 152 178  NEd  

Mean 0.61 0.63    

SD 0.846 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 164 185    

Mean 0.41 0.34    

SD 0.700 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 135 163    

Mean -0.13 -0.33    

SD 0.809 0.853    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.03, 0.27)     

Ls Meanb -0.21 -0.33 0.13 (0.03, 0.23) 0.012  

SEb 0.040 0.037    

95% CIb -0.29, -0.13 -0.41, -0.26    

Ls Meanc -0.19 -0.34 0.14 (0.00, 0.29) 0.044  

SEc 0.078 0.073    

95% CIc -0.35, -0.04 -0.48, -0.19    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.24 0.24    

SD 0.550 0.601    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 126 140    

Mean -0.41 -0.43    

SD 0.832 0.953    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -0.47 -0.43 -0.04 (-0.14, 0.06) 0.459  

SEb 0.041 0.039    

95% CIb -0.55, -0.39 -0.51, -0.35    

Ls Meanc -0.50 -0.47 -0.03 (-0.16, 0.10) 0.624  

SEc 0.069 0.066    

95% CIc -0.64, -0.37 -0.60, -0.34    

 

  Day 15 Actual n 137 153    

Mean 0.04 0.08    

SD 0.205 0.293    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 108 133    

Mean -0.55 -0.60    

SD 0.858 0.887    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.61 -0.59 -0.02 (-0.13, 0.09) 0.724  

SEb 0.043 0.040    

95% CIb -0.69, -0.52 -0.67, -0.51    

Ls Meanc -0.59 -0.57 -0.02 (-0.08, 0.04) 0.523  

SEc 0.033 0.030    

95% CIc -0.66, -0.53 -0.63, -0.51    

 

  Day 29 Actual n 114 119    

Mean 0.05 0.10    

SD 0.322 0.329    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 94 110    

Mean -0.57 -0.47    

SD 0.945 0.775    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.28, -0.01)     

Ls Meanb -0.66 -0.53 -0.13 (-0.24, -0.01) 0.030  

SEb 0.045 0.042    

95% CIb -0.75, -0.57 -0.61, -0.45    

Ls Meanc -0.58 -0.54 -0.04 (-0.13, 0.05) 0.364  

SEc 0.048 0.045    

95% CIc -0.67, -0.49 -0.63, -0.45    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.03 (-0.06, 0.00)     

Ls Meanb -0.13 -0.11 -0.01 (-0.03, 0.00) 0.074  

 

  Baseline Actual n 153 178  NEd  

Mean 0.20 0.06    

SD 0.629 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 164 185    

Mean 0.09 0.07    

SD 0.397 0.362    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 136 163    

Mean -0.10 0.00    

SD 0.624 0.351    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.13)     

Ls Meanb -0.05 -0.06 0.02 (-0.03, 0.06) 0.474  

SEb 0.019 0.017    

95% CIb -0.08, -0.01 -0.10, -0.03    

Ls Meanc -0.09 -0.08 -0.01 (-0.09, 0.07) 0.818  

SEc 0.046 0.043    

95% CIc -0.18, 0.00 -0.17, 0.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 151 160    

Mean 0.03 0.03    

SD 0.213 0.223    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 127 140    

Mean -0.13 -0.03    

SD 0.647 0.397    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.09 -0.10 0.01 (-0.04, 0.06) 0.757  

SEb 0.019 0.018    

95% CIb -0.13, -0.05 -0.13, -0.06    

Ls Meanc -0.08 -0.10 0.01 (-0.05, 0.07) 0.681  

SEc 0.031 0.029    

95% CIc -0.15, -0.02 -0.15, -0.04    

 

  Day 15 Actual n 137 153    

Mean 0.01 0.01    

SD 0.085 0.162    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.21 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 109 133    

Mean -0.22 -0.05    

SD 0.685 0.271    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.14 -0.13 -0.01 (-0.06, 0.04) 0.778  

SEb 0.020 0.019    

95% CIb -0.18, -0.10 -0.17, -0.10    

Ls Meanc -0.12 -0.13 0.01 (-0.01, 0.02) 0.437  

SEc 0.009 0.008    

95% CIc -0.14, -0.11 -0.15, -0.11    

 

  Day 29 Actual n 114 119    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 95 110    

Mean -0.24 -0.05    

SD 0.725 0.298    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.13, 0.09)     

Ls Meanb -0.15 -0.14 -0.01 (-0.06, 0.04) 0.724  

SEb 0.021 0.020    

95% CIb -0.19, -0.11 -0.18, -0.10    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Other Body Aches Overall  Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.61 -0.62 0.01 (-0.12, 0.15) 0.861  

 

  Baseline Actual n 34 37  NEd  

Mean 0.97 0.84    

SD 1.029 0.958    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.74 0.71    

SD 0.980 0.938    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 29 32    

Mean -0.21 -0.19    

SD 1.082 1.061    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.38, 0.26)     

Ls Meanb -0.21 -0.15 -0.06 (-0.38, 0.26) 0.720  

SEb 0.147 0.143    

95% CIb -0.49, 0.08 -0.43, 0.13    

Ls Meanc -0.38 -0.29 -0.09 (-0.57, 0.38) 0.690  

SEc 0.487 0.462    

95% CIc -1.36, 0.60 -1.21, 0.64    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.35 0.48    

SD 0.745 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 27    

Mean -0.52 -0.44    

SD 1.039 1.219    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.45, 0.24)     

Ls Meanb -0.50 -0.39 -0.10 (-0.45, 0.24) 0.563  

SEb 0.153 0.149    

95% CIb -0.80, -0.20 -0.69, -0.10    

Ls Meanc -0.68 -0.54 -0.14 (-0.61, 0.32) 0.534  

SEc 0.313 0.310    

95% CIc -1.31, -0.05 -1.16, 0.09    

 

  Day 15 Actual n 27 30    

Mean 0.19 0.13    

SD 0.557 0.346    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.86 -0.81    

SD 1.037 1.021    

Min -3.00 -3.00    

Median -0.50 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.20, 0.50)     

Ls Meanb -0.71 -0.86 0.15 (-0.20, 0.50) 0.407  

SEb 0.157 0.150    

95% CIb -1.02, -0.40 -1.15, -0.56    

Ls Meanc -0.78 -0.82 0.04 (-0.17, 0.26) 0.680  

SEc 0.192 0.181    

95% CIc -1.17, -0.39 -1.19, -0.46    

 

  Day 29 Actual n 20 20    

Mean 0.20 0.10    

SD 0.616 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 15 18    

Mean -0.93 -0.72    

SD 1.100 1.018    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.34 (-0.73, 0.05)     

Ls Meanb -0.84 -0.51 -0.34 (-0.72, 0.05) 0.089  

SEb 0.168 0.161    

95% CIb -1.17, -0.51 -0.82, -0.19    

Ls Meanc -0.82 -0.79 -0.03 (-0.34, 0.29) 0.864  

SEc 0.246 0.227    

95% CIc -1.32, -0.31 -1.25, -0.33    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.04 (-0.05, 0.13)     

Ls Meanb -0.61 -0.65 0.04 (-0.05, 0.12) 0.386  

 

  Baseline Actual n 34 37  NEd  

Mean 0.74 0.78    

SD 0.931 0.917    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 34 34    

Mean 0.44 0.47    

SD 0.786 0.748    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 28 32    

Mean -0.29 -0.38    

SD 0.763 0.942    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.26, 0.25)     

Ls Meanb -0.30 -0.29 -0.01 (-0.24, 0.23) 0.963  

SEb 0.103 0.099    

95% CIb -0.50, -0.09 -0.48, -0.10    

Ls Meanc -0.40 -0.41 0.01 (-0.36, 0.39) 0.938  

SEc 0.385 0.364    

95% CIc -1.17, 0.38 -1.14, 0.32    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.15 0.32    

SD 0.613 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 27    

Mean -0.57 -0.52    

SD 0.788 0.893    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.45, 0.10)     

Ls Meanb -0.58 -0.42 -0.16 (-0.42, 0.09) 0.207  

SEb 0.108 0.104    

95% CIb -0.79, -0.37 -0.62, -0.21    

Ls Meanc -0.61 -0.46 -0.16 (-0.51, 0.20) 0.376  

SEc 0.238 0.235    

95% CIc -1.09, -0.13 -0.93, 0.02    

 

  Day 15 Actual n 27 30    

Mean 0.04 0.03    

SD 0.192 0.183    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.82 -0.69    

SD 0.958 0.884    

Min -3.00 -2.00    

Median -0.50 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.18, 0.38)     

Ls Meanb -0.64 -0.74 0.10 (-0.16, 0.35) 0.472  

SEb 0.112 0.105    

95% CIb -0.86, -0.42 -0.94, -0.53    

Ls Meanc -0.24 -0.28 0.04 (-0.06, 0.13) 0.448  

SEc 0.082 0.078    

95% CIc -0.41, -0.08 -0.44, -0.12    

 

  Day 29 Actual n 20 20    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 15 18    

Mean -0.87 -0.72    

SD 0.990 0.958    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.35, 0.29)     

Ls Meanb -0.74 -0.72 -0.02 (-0.32, 0.27) 0.870  

SEb 0.123 0.116    

95% CIb -0.98, -0.50 -0.94, -0.49    

Ls Meanc -0.79 -0.79 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.79, -0.79 -0.79, -0.79    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.07 (-0.09, 0.22)     

Ls Meanb -0.66 -0.72 0.06 (-0.08, 0.21) 0.403  

 

  Baseline Actual n 34 37  NEd  

Mean 1.03 0.84    

SD 0.904 0.958    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.83 0.59    

SD 0.857 0.743    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

   Change n 29 32    

Mean -0.14 -0.25    

SD 0.789 0.803    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.26 (-0.06, 0.59)     

Ls Meanb -0.10 -0.35 0.24 (-0.06, 0.55) 0.112  

SEb 0.144 0.142    

95% CIb -0.39, 0.18 -0.63, -0.07    

Ls Meanc -0.13 -0.24 0.11 (-0.24, 0.45) 0.529  

SEc 0.353 0.338    

95% CIc -0.84, 0.58 -0.92, 0.44    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.69 0.52    

SD 1.011 0.851    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 23 27    

Mean -0.17 -0.37    

SD 1.230 1.006    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.22 (-0.13, 0.56)     

Ls Meanb -0.31 -0.52 0.20 (-0.12, 0.52) 0.219  

SEb 0.148 0.146    

95% CIb -0.61, -0.02 -0.80, -0.23    

Ls Meanc -0.32 -0.49 0.17 (-0.36, 0.70) 0.528  

SEc 0.354 0.355    

95% CIc -1.04, 0.39 -1.21, 0.22    

 

  Day 15 Actual n 27 30    

Mean 0.19 0.10    

SD 0.483 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.82 -0.62    

SD 0.907 0.752    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.31, 0.40)     

Ls Meanb -0.75 -0.79 0.04 (-0.29, 0.37) 0.804  

SEb 0.152 0.148    

95% CIb -1.05, -0.45 -1.08, -0.50    

Ls Meanc -0.71 -0.62 -0.09 (-0.32, 0.15) 0.449  

SEc 0.207 0.197    

95% CIc -1.13, -0.30 -1.02, -0.23    

 

  Day 29 Actual n 20 20    

Mean 0.00 0.10    

SD 0.000 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 15 18    

Mean -1.07 -0.72    

SD 0.961 0.895    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.31 (-0.68, 0.07)     

Ls Meanb -1.07 -0.78 -0.29 (-0.64, 0.07) 0.112  

SEb 0.159 0.154    

95% CIb -1.38, -0.75 -1.08, -0.48    

Ls Meanc -0.88 -0.88 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.88, -0.88 -0.88, -0.88    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.50 (-0.67, -0.33)     

Ls Meanb -0.74 -0.32 -0.41 (-0.56, -0.27) <.001  

 

  Baseline Actual n 34 37  NEd  

Mean 1.15 1.27    

SD 0.784 0.871    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 1.09 1.32    

SD 0.818 0.912    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 29 32    

Mean -0.03 0.03    

SD 0.680 1.031    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.27 (-0.65, 0.12)     

Ls Meanb -0.05 0.18 -0.22 (-0.54, 0.10) 0.176  

SEb 0.148 0.144    

95% CIb -0.34, 0.24 -0.11, 0.46    

Ls Meanc 0.07 0.22 -0.15 (-0.57, 0.26) 0.461  

SEc 0.432 0.407    

95% CIc -0.80, 0.93 -0.59, 1.04    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.73 1.35    

SD 0.827 0.755    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 23 27    

Mean -0.39 0.15    

SD 0.783 0.864    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.78 (-1.19, -0.36)     

Ls Meanb -0.48 0.17 -0.65 (-0.99, -0.30) <.001  

SEb 0.154 0.150    

95% CIb -0.78, -0.17 -0.13, 0.46    

Ls Meanc -0.55 0.05 -0.60 (-1.01, -0.19) 0.005  

SEc 0.278 0.276    

95% CIc -1.11, 0.01 -0.50, 0.61    

 

  Day 15 Actual n 27 30    

Mean 0.26 0.83    

SD 0.526 0.747    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.86 -0.54    

SD 0.640 0.989    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.44 (-0.86, -0.01)     

Ls Meanb -0.87 -0.51 -0.36 (-0.71, -0.01) 0.043  

SEb 0.159 0.152    

95% CIb -1.18, -0.56 -0.81, -0.21    

Ls Meanc -0.70 -0.13 -0.58 (-0.89, -0.26) 0.001  

SEc 0.284 0.263    

95% CIc -1.27, -0.13 -0.66, 0.40    

 

  Day 29 Actual n 20 20    

Mean 0.30 0.50    

SD 0.571 0.607    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 15 18    

Mean -1.07 -0.72    

SD 0.704 0.958    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.39 (-0.85, 0.07)     

Ls Meanb -0.98 -0.66 -0.32 (-0.71, 0.06) 0.098  

SEb 0.169 0.161    

95% CIb -1.31, -0.65 -0.97, -0.34    

Ls Meanc -0.51 -0.39 -0.12 (-0.50, 0.26) 0.529  

SEc 0.299 0.280    

95% CIc -1.12, 0.10 -0.96, 0.18    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.08 (-0.17, 0.02)     

Ls Meanb -0.44 -0.38 -0.06 (-0.14, 0.02) 0.131  

 

  Baseline Actual n 34 37  NEd  

Mean 0.56 0.49    

SD 0.860 0.768    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 34 34    

Mean 0.26 0.44    

SD 0.710 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 28 32    

Mean -0.25 -0.06    

SD 0.967 0.878    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.22 (-0.51, 0.08)     

Ls Meanb -0.28 -0.10 -0.18 (-0.42, 0.06) 0.147  

SEb 0.103 0.099    

95% CIb -0.48, -0.08 -0.30, 0.09    

Ls Meanc 0.03 0.27 -0.24 (-0.56, 0.08) 0.133  

SEc 0.328 0.311    

95% CIc -0.63, 0.69 -0.35, 0.90    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.15 0.52    

SD 0.613 0.811    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 23 27    

Mean -0.48 -0.15    

SD 0.846 0.818    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.23 (-0.55, 0.09)     

Ls Meanb -0.35 -0.16 -0.19 (-0.45, 0.07) 0.159  

SEb 0.109 0.104    

95% CIb -0.56, -0.14 -0.37, 0.04    

Ls Meanc -0.49 -0.22 -0.27 (-0.64, 0.10) 0.146  

SEc 0.246 0.245    

95% CIc -0.98, 0.01 -0.71, 0.28    

 

  Day 15 Actual n 27 30    

Mean 0.11 0.10    

SD 0.320 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.41 -0.31    

SD 0.908 0.679    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.34, 0.31)     

Ls Meanb -0.45 -0.44 -0.01 (-0.28, 0.25) 0.915  

SEb 0.113 0.106    

95% CIb -0.67, -0.23 -0.64, -0.23    

Ls Meanc -0.40 -0.36 -0.04 (-0.29, 0.21) 0.733  

SEc 0.221 0.208    

95% CIc -0.84, 0.05 -0.78, 0.06    

 

  Day 29 Actual n 20 20    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 15 18    

Mean -0.60 -0.61    

SD 0.910 0.850    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.33, 0.42)     

Ls Meanb -0.54 -0.58 0.04 (-0.27, 0.34) 0.817  

SEb 0.126 0.118    

95% CIb -0.79, -0.30 -0.81, -0.35    

Ls Meanc -0.61 -0.61 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.61, -0.61 -0.61, -0.61    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.08 (-0.05, 0.21)     

Ls Meanb -0.16 -0.23 0.07 (-0.04, 0.17) 0.230  

 

  Baseline Actual n 34 37  NEd  

Mean 0.50 0.38    

SD 0.896 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.34 0.29    

SD 0.639 0.906    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 29 32    

Mean 0.14 -0.06    

SD 0.581 0.840    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.13 (-0.16, 0.43)     

Ls Meanb 0.06 -0.05 0.11 (-0.13, 0.35) 0.375  

SEb 0.111 0.109    

95% CIb -0.16, 0.28 -0.26, 0.17    

Ls Meanc 0.07 -0.10 0.18 (-0.19, 0.55) 0.343  

SEc 0.382 0.362    

95% CIc -0.69, 0.84 -0.83, 0.62    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 17 of 1056 

Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.19 0.29    

SD 0.634 0.643    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 27    

Mean -0.13 -0.04    

SD 0.548 0.940    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.45, 0.19)     

Ls Meanb -0.14 -0.03 -0.11 (-0.36, 0.15) 0.417  

SEb 0.116 0.113    

95% CIb -0.37, 0.09 -0.26, 0.19    

Ls Meanc -0.21 -0.09 -0.12 (-0.49, 0.25) 0.520  

SEc 0.246 0.245    

95% CIc -0.71, 0.29 -0.58, 0.40    

 

  Day 15 Actual n 27 30    

Mean 0.15 0.00    

SD 0.456 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.05 -0.19    

SD 0.722 0.402    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.21 (-0.11, 0.54)     

Ls Meanb -0.13 -0.30 0.17 (-0.09, 0.43) 0.201  

SEb 0.119 0.114    

95% CIb -0.36, 0.10 -0.52, -0.08    

Ls Meanc -0.02 -0.16 0.14 (-0.07, 0.36) 0.184  

SEc 0.189 0.178    

95% CIc -0.40, 0.36 -0.52, 0.20    

 

  Day 29 Actual n 20 20    

Mean 0.10 0.00    

SD 0.447 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 15 18    

Mean -0.53 -0.17    

SD 1.246 0.514    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.42, 0.29)     

Ls Meanb -0.43 -0.38 -0.05 (-0.34, 0.24) 0.736  

SEb 0.126 0.121    

95% CIb -0.67, -0.18 -0.61, -0.14    

Ls Meanc -0.23 -0.38 0.14 (-0.13, 0.42) 0.293  

SEc 0.206 0.189    

95% CIc -0.65, 0.19 -0.76, 0.01    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

0.03 (-0.13, 0.19)     

Ls Meanb -0.71 -0.74 0.03 (-0.14, 0.21) 0.696  

 

  Baseline Actual n 34 37  NEd  

Mean 1.74 1.43    

SD 0.963 1.144    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 4.00    

 

  Day 3 Actual n 35 34    

Mean 1.49 1.21    

SD 0.818 1.067    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 4.00    

 

   Change n 29 32    

Mean -0.21 -0.13    

SD 0.902 1.264    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.31, 0.43)     

Ls Meanb -0.11 -0.17 0.06 (-0.33, 0.45) 0.757  

SEb 0.181 0.179    

95% CIb -0.46, 0.25 -0.52, 0.18    

Ls Meanc 0.09 0.03 0.06 (-0.43, 0.54) 0.818  

SEc 0.494 0.476    

95% CIc -0.90, 1.08 -0.92, 0.99    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 1.04 1.10    

SD 0.916 1.012    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 23 27    

Mean -0.61 -0.30    

SD 0.988 1.103    

Min -2.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.44, 0.35)     

Ls Meanb -0.42 -0.37 -0.05 (-0.47, 0.37) 0.815  

SEb 0.189 0.186    

95% CIb -0.79, -0.05 -0.74, -0.01    

Ls Meanc -0.43 -0.32 -0.11 (-0.65, 0.44) 0.688  

SEc 0.354 0.370    

95% CIc -1.14, 0.28 -1.06, 0.43    

 

  Day 15 Actual n 27 30    

Mean 0.67 0.47    

SD 0.734 0.776    

Min 0.00 0.00    

Median 1.00 0.00    

Max 2.00 3.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -1.09 -0.85    

SD 0.971 1.287    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.33, 0.48)     

Ls Meanb -0.94 -1.02 0.08 (-0.35, 0.51) 0.720  

SEb 0.194 0.188    

95% CIb -1.32, -0.56 -1.38, -0.65    

Ls Meanc -0.97 -1.17 0.20 (-0.19, 0.60) 0.302  

SEc 0.341 0.329    

95% CIc -1.66, -0.28 -1.84, -0.51    

 

  Day 29 Actual n 20 20    

Mean 0.45 0.55    

SD 0.759 0.826    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 15 18    

Mean -1.07 -0.83    

SD 1.100 1.249    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.64, 0.25)     

Ls Meanb -1.02 -0.81 -0.21 (-0.67, 0.26) 0.391  

SEb 0.206 0.199    

95% CIb -1.42, -0.62 -1.20, -0.42    

Ls Meanc -1.04 -0.86 -0.18 (-0.72, 0.35) 0.492  

SEc 0.426 0.394    

95% CIc -1.92, -0.17 -1.67, -0.05    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -0.53 -0.50 -0.03 (-0.16, 0.10) 0.681  

 

  Baseline Actual n 34 37  NEd  

Mean 1.12 0.92    

SD 0.880 1.010    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.66 0.65    

SD 0.838 0.917    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 29 32    

Mean -0.45 -0.31    

SD 0.686 1.148    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.35, 0.29)     

Ls Meanb -0.21 -0.18 -0.03 (-0.34, 0.28) 0.846  

SEb 0.139 0.136    

95% CIb -0.48, 0.07 -0.44, 0.09    

Ls Meanc -0.24 -0.17 -0.06 (-0.47, 0.34) 0.756  

SEc 0.418 0.397    

95% CIc -1.08, 0.60 -0.97, 0.62    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.38 0.52    

SD 0.697 0.677    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 27    

Mean -0.61 -0.44    

SD 0.988 1.155    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.40, 0.30)     

Ls Meanb -0.38 -0.34 -0.05 (-0.38, 0.28) 0.781  

SEb 0.146 0.142    

95% CIb -0.67, -0.10 -0.62, -0.06    

Ls Meanc -0.31 -0.21 -0.10 (-0.50, 0.30) 0.620  

SEc 0.264 0.262    

95% CIc -0.84, 0.23 -0.74, 0.32    

 

  Day 15 Actual n 27 30    

Mean 0.37 0.47    

SD 0.688 0.860    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.86 -0.58    

SD 0.990 1.172    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.23, 0.47)     

Ls Meanb -0.45 -0.56 0.11 (-0.22, 0.45) 0.506  

SEb 0.150 0.143    

95% CIb -0.74, -0.15 -0.84, -0.28    

Ls Meanc 0.18 0.09 0.09 (-0.21, 0.40) 0.541  

SEc 0.269 0.252    

95% CIc -0.36, 0.72 -0.42, 0.60    

 

  Day 29 Actual n 20 20    

Mean 0.10 0.25    

SD 0.447 0.550    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 15 18    

Mean -1.00 -0.67    

SD 1.069 0.767    

Min -3.00 -2.00    

Median -1.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.19 (-0.58, 0.20)     

Ls Meanb -0.84 -0.66 -0.18 (-0.55, 0.19) 0.338  

SEb 0.161 0.153    

95% CIb -1.15, -0.52 -0.96, -0.36    

Ls Meanc -0.41 -0.33 -0.08 (-0.21, 0.05) 0.229  

SEc 0.102 0.093    

95% CIc -0.62, -0.20 -0.52, -0.14    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.08 (-0.23, 0.07)     

Ls Meanb -0.33 -0.24 -0.08 (-0.23, 0.07) 0.275  

 

  Baseline Actual n 34 37  NEd  

Mean 0.91 0.86    

SD 0.965 0.976    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.66 0.68    

SD 0.998 0.878    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 29 32    

Mean -0.21 -0.25    

SD 0.940 0.916    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.42, 0.27)     

Ls Meanb 0.02 0.09 -0.07 (-0.41, 0.27) 0.677  

SEb 0.156 0.152    

95% CIb -0.29, 0.33 -0.21, 0.39    

Ls Meanc 0.21 0.26 -0.05 (-0.47, 0.38) 0.820  

SEc 0.439 0.415    

95% CIc -0.67, 1.09 -0.57, 1.09    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 26 of 1056 

Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.42 0.48    

SD 0.758 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 27    

Mean -0.39 -0.44    

SD 0.722 1.155    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.45, 0.29)     

Ls Meanb -0.16 -0.08 -0.08 (-0.44, 0.29) 0.682  

SEb 0.162 0.158    

95% CIb -0.48, 0.16 -0.39, 0.23    

Ls Meanc -0.30 -0.22 -0.08 (-0.52, 0.36) 0.711  

SEc 0.295 0.291    

95% CIc -0.89, 0.30 -0.80, 0.37    

 

  Day 15 Actual n 27 30    

Mean 0.22 0.27    

SD 0.641 0.450    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.86 -0.69    

SD 0.941 1.192    

Min -3.00 -3.00    

Median -1.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.38, 0.38)     

Ls Meanb -0.44 -0.44 0.00 (-0.37, 0.37) 0.985  

SEb 0.167 0.160    

95% CIb -0.77, -0.11 -0.76, -0.13    

Ls Meanc -0.40 -0.33 -0.08 (-0.33, 0.18) 0.553  

SEc 0.227 0.214    

95% CIc -0.86, 0.06 -0.76, 0.10    

 

  Day 29 Actual n 20 20    

Mean 0.20 0.35    

SD 0.616 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 15 18    

Mean -0.73 -0.44    

SD 0.961 1.199    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.59 (-1.00, -0.17)     

Ls Meanb -0.60 -0.03 -0.57 (-0.97, -0.17) 0.006  

SEb 0.177 0.169    

95% CIb -0.95, -0.25 -0.36, 0.30    

Ls Meanc -0.29 -0.10 -0.19 (-0.56, 0.18) 0.299  

SEc 0.292 0.267    

95% CIc -0.89, 0.30 -0.65, 0.45    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

0.00 (-0.11, 0.12)     

Ls Meanb -0.42 -0.42 0.00 (-0.10, 0.10) 0.950  

 

  Baseline Actual n 34 37  NEd  

Mean 0.74 0.62    

SD 0.931 0.794    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 35 34    

Mean 0.46 0.41    

SD 0.852 0.857    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 29 32    

Mean -0.10 -0.22    

SD 0.489 0.792    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.28, 0.30)     

Ls Meanb -0.11 -0.12 0.01 (-0.24, 0.26) 0.946  

SEb 0.113 0.109    

95% CIb -0.33, 0.11 -0.34, 0.09    

Ls Meanc -0.11 -0.20 0.09 (-0.25, 0.42) 0.602  

SEc 0.346 0.328    

95% CIc -0.81, 0.58 -0.86, 0.46    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.23 0.55    

SD 0.652 0.888    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 23 27    

Mean -0.35 -0.26    

SD 0.573 0.944    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.45, 0.19)     

Ls Meanb -0.27 -0.15 -0.11 (-0.39, 0.16) 0.415  

SEb 0.118 0.115    

95% CIb -0.50, -0.03 -0.38, 0.07    

Ls Meanc -0.41 -0.26 -0.15 (-0.55, 0.24) 0.446  

SEc 0.266 0.264    

95% CIc -0.94, 0.13 -0.79, 0.28    

 

  Day 15 Actual n 27 30    

Mean 0.22 0.13    

SD 0.698 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.32 -0.50    

SD 0.780 0.707    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.13, 0.52)     

Ls Meanb -0.33 -0.50 0.17 (-0.11, 0.44) 0.246  

SEb 0.122 0.116    

95% CIb -0.57, -0.09 -0.73, -0.27    

Ls Meanc -0.26 -0.40 0.14 (-0.18, 0.46) 0.398  

SEc 0.285 0.268    

95% CIc -0.84, 0.31 -0.94, 0.14    

 

  Day 29 Actual n 20 20    

Mean 0.05 0.05    

SD 0.224 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 15 18    

Mean -0.87 -0.50    

SD 0.990 0.857    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.44, 0.28)     

Ls Meanb -0.60 -0.53 -0.07 (-0.38, 0.25) 0.668  

SEb 0.133 0.126    

95% CIb -0.86, -0.34 -0.78, -0.28    

Ls Meanc -0.66 -0.63 -0.04 (-0.22, 0.14) 0.676  

SEc 0.140 0.129    

95% CIc -0.95, -0.38 -0.89, -0.36    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.07)     

Ls Meanb -0.56 -0.47 -0.09 (-0.26, 0.08) 0.291  

 

  Baseline Actual n 34 37  NEd  

Mean 0.82 0.81    

SD 1.029 1.076    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.63 0.74    

SD 1.003 0.898    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 3.00    

 

   Change n 29 32    

Mean -0.21 -0.03    

SD 0.978 0.933    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.58, 0.06)     

Ls Meanb -0.31 -0.03 -0.28 (-0.61, 0.06) 0.110  

SEb 0.164 0.162    

95% CIb -0.63, 0.01 -0.35, 0.28    

Ls Meanc -0.37 -0.14 -0.24 (-0.66, 0.19) 0.268  

SEc 0.435 0.413    

95% CIc -1.24, 0.50 -0.97, 0.69    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.50 0.39    

SD 0.949 0.761    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 23 27    

Mean -0.48 -0.41    

SD 1.310 1.010    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.44, 0.24)     

Ls Meanb -0.49 -0.38 -0.11 (-0.47, 0.25) 0.550  

SEb 0.169 0.166    

95% CIb -0.82, -0.15 -0.70, -0.05    

Ls Meanc -0.59 -0.46 -0.13 (-0.58, 0.32) 0.566  

SEc 0.304 0.303    

95% CIc -1.21, 0.02 -1.07, 0.15    

 

  Day 15 Actual n 27 30    

Mean 0.11 0.17    

SD 0.424 0.461    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 33 of 1056 

Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.68 -0.62    

SD 1.086 1.203    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.46, 0.23)     

Ls Meanb -0.69 -0.56 -0.12 (-0.49, 0.24) 0.507  

SEb 0.173 0.168    

95% CIb -1.03, -0.35 -0.89, -0.23    

Ls Meanc -0.71 -0.63 -0.08 (-0.38, 0.21) 0.569  

SEc 0.261 0.247    

95% CIc -1.24, -0.18 -1.13, -0.13    

 

  Day 29 Actual n 20 20    

Mean 0.15 0.10    

SD 0.489 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 15 18    

Mean -0.53 -0.56    

SD 0.990 1.294    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.34, 0.40)     

Ls Meanb -0.62 -0.65 0.03 (-0.36, 0.42) 0.871  

SEb 0.179 0.174    

95% CIb -0.97, -0.27 -0.99, -0.31    

Ls Meanc -0.53 -0.49 -0.04 (-0.40, 0.32) 0.830  

SEc 0.285 0.261    

95% CIc -1.11, 0.06 -1.02, 0.05    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

-0.17 (-0.32, -0.01)     

Ls Meanb -0.56 -0.39 -0.16 (-0.32, 0.00) 0.046  

 

  Baseline Actual n 34 37  NEd  

Mean 0.74 0.76    

SD 1.024 0.955    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.29 0.65    

SD 0.710 0.917    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 29 32    

Mean -0.28 -0.03    

SD 0.841 0.967    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.39 (-0.69, -0.09)     

Ls Meanb -0.41 -0.03 -0.39 (-0.69, -0.09) 0.011  

SEb 0.148 0.145    

95% CIb -0.70, -0.12 -0.31, 0.26    

Ls Meanc -0.18 0.18 -0.36 (-0.75, 0.03) 0.068  

SEc 0.401 0.381    

95% CIc -0.99, 0.62 -0.58, 0.94    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.50 0.32    

SD 0.949 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 27    

Mean -0.30 -0.33    

SD 0.765 0.920    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.35, 0.29)     

Ls Meanb -0.36 -0.34 -0.03 (-0.34, 0.29) 0.870  

SEb 0.152 0.149    

95% CIb -0.66, -0.07 -0.63, -0.04    

Ls Meanc -0.45 -0.44 0.00 (-0.38, 0.38) 0.986  

SEc 0.252 0.250    

95% CIc -0.95, 0.06 -0.95, 0.06    

 

  Day 15 Actual n 27 30    

Mean 0.11 0.13    

SD 0.424 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.50 -0.50    

SD 0.913 1.030    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.47, 0.18)     

Ls Meanb -0.63 -0.49 -0.14 (-0.47, 0.18) 0.381  

SEb 0.155 0.151    

95% CIb -0.93, -0.33 -0.78, -0.19    

Ls Meanc -0.57 -0.51 -0.06 (-0.34, 0.22) 0.659  

SEc 0.245 0.230    

95% CIc -1.07, -0.08 -0.97, -0.05    

 

  Day 29 Actual n 20 20    

Mean 0.10 0.10    

SD 0.447 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 15 18    

Mean -0.73 -0.39    

SD 1.100 1.092    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.32 (-0.66, 0.02)     

Ls Meanb -0.74 -0.42 -0.32 (-0.66, 0.02) 0.067  

SEb 0.160 0.155    

95% CIb -1.05, -0.43 -0.73, -0.12    

Ls Meanc -0.58 -0.51 -0.08 (-0.45, 0.29) 0.677  

SEc 0.284 0.257    

95% CIc -1.16, 0.00 -1.03, 0.02    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.36 -0.38 0.02 (-0.06, 0.10) 0.583  

 

  Baseline Actual n 33 37  NEd  

Mean 0.64 0.62    

SD 0.653 0.721    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.63 0.35    

SD 0.843 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 28 32    

Mean -0.07 -0.38    

SD 0.813 0.833    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.39 (0.09, 0.69)     

Ls Meanb 0.05 -0.22 0.27 (0.06, 0.48) 0.011  

SEb 0.092 0.088    

95% CIb -0.13, 0.23 -0.39, -0.04    

Ls Meanc 0.22 -0.05 0.27 (-0.10, 0.64) 0.143  

SEc 0.378 0.359    

95% CIc -0.54, 0.98 -0.77, 0.66    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.42 0.35    

SD 0.703 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 22 27    

Mean -0.18 -0.37    

SD 0.588 0.565    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.19, 0.47)     

Ls Meanb -0.19 -0.28 0.09 (-0.13, 0.32) 0.411  

SEb 0.097 0.093    

95% CIb -0.38, 0.00 -0.46, -0.10    

Ls Meanc -0.10 -0.25 0.15 (-0.15, 0.45) 0.310  

SEc 0.199 0.197    

95% CIc -0.50, 0.30 -0.65, 0.15    

 

  Day 15 Actual n 27 30    

Mean 0.15 0.10    

SD 0.362 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 26    

Mean -0.57 -0.58    

SD 0.746 0.578    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.15 (-0.19, 0.48)     

Ls Meanb -0.39 -0.49 0.10 (-0.13, 0.33) 0.386  

SEb 0.101 0.094    

95% CIb -0.58, -0.19 -0.67, -0.30    

Ls Meanc -0.06 -0.14 0.08 (-0.10, 0.26) 0.356  

SEc 0.161 0.150    

95% CIc -0.38, 0.27 -0.45, 0.16    

 

  Day 29 Actual n 20 20    

Mean 0.10 0.20    

SD 0.308 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 14 18    

Mean -0.36 -0.67    

SD 0.497 0.767    

Min -1.00 -2.00    

Median 0.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.45, 0.31)     

Ls Meanb -0.50 -0.45 -0.05 (-0.31, 0.21) 0.704  

SEb 0.111 0.102    

95% CIb -0.72, -0.28 -0.65, -0.25    

Ls Meanc -0.52 -0.62 0.10 (-0.14, 0.33) 0.409  

SEc 0.182 0.166    

95% CIc -0.89, -0.15 -0.96, -0.28    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.07)     

Ls Meanb -0.21 -0.16 -0.05 (-0.17, 0.06) 0.351  

 

  Baseline Actual n 34 37  NEd  

Mean 0.59 0.27    

SD 0.892 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.29 0.41    

SD 0.572 0.988    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 4.00    

 

   Change n 29 32    

Mean -0.14 0.19    

SD 0.693 0.859    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.28 (-0.58, 0.01)     

Ls Meanb -0.12 0.11 -0.23 (-0.48, 0.01) 0.061  

SEb 0.113 0.111    

95% CIb -0.34, 0.10 -0.10, 0.33    

Ls Meanc -0.28 -0.07 -0.21 (-0.59, 0.17) 0.272  

SEc 0.385 0.367    

95% CIc -1.05, 0.49 -0.81, 0.66    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.19 0.23    

SD 0.634 0.497    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 23 27    

Mean -0.30 0.00    

SD 0.635 0.734    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.42, 0.20)     

Ls Meanb -0.20 -0.11 -0.09 (-0.35, 0.17) 0.495  

SEb 0.117 0.115    

95% CIb -0.43, 0.03 -0.33, 0.12    

Ls Meanc -0.23 -0.14 -0.09 (-0.38, 0.21) 0.553  

SEc 0.190 0.191    

95% CIc -0.61, 0.15 -0.53, 0.24    

 

  Day 15 Actual n 27 30    

Mean 0.15 0.00    

SD 0.456 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.18 0.00    

SD 0.907 0.000    

Min -2.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.20, 0.44)     

Ls Meanb -0.16 -0.26 0.10 (-0.17, 0.37) 0.460  

SEb 0.121 0.116    

95% CIb -0.40, 0.08 -0.49, -0.03    

Ls Meanc 0.02 -0.13 0.16 (-0.07, 0.39) 0.174  

SEc 0.192 0.180    

95% CIc -0.36, 0.41 -0.50, 0.23    

 

  Day 29 Actual n 20 20    

Mean 0.20 0.05    

SD 0.523 0.224    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 15 18    

Mean -0.40 -0.11    

SD 1.242 0.471    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.34, 0.36)     

Ls Meanb -0.29 -0.30 0.01 (-0.28, 0.30) 0.953  

SEb 0.127 0.123    

95% CIb -0.54, -0.04 -0.54, -0.06    

Ls Meanc -0.14 -0.25 0.11 (-0.23, 0.45) 0.510  

SEc 0.251 0.232    

95% CIc -0.66, 0.37 -0.73, 0.22    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.00 (-0.10, 0.11)     

Ls Meanb -0.51 -0.51 0.00 (-0.09, 0.09) 0.941  

 

  Baseline Actual n 33 37  NEd  

Mean 0.58 0.68    

SD 0.751 0.884    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 35 34    

Mean 0.46 0.35    

SD 0.817 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 28 32    

Mean 0.07 -0.38    

SD 0.940 0.833    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.30 (0.03, 0.58)     

Ls Meanb -0.06 -0.31 0.25 (0.02, 0.48) 0.030  

SEb 0.101 0.097    

95% CIb -0.26, 0.14 -0.50, -0.12    

Ls Meanc -0.09 -0.38 0.29 (-0.11, 0.69) 0.147  

SEc 0.398 0.373    

95% CIc -0.89, 0.70 -1.13, 0.36    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.35 0.26    

SD 0.745 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 22 27    

Mean -0.27 -0.48    

SD 0.631 0.935    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.30, 0.29)     

Ls Meanb -0.39 -0.38 0.00 (-0.25, 0.24) 0.970  

SEb 0.106 0.102    

95% CIb -0.60, -0.18 -0.58, -0.19    

Ls Meanc -0.41 -0.57 0.16 (-0.23, 0.54) 0.412  

SEc 0.253 0.249    

95% CIc -0.92, 0.10 -1.07, -0.07    

 

  Day 15 Actual n 27 30    

Mean 0.07 0.10    

SD 0.267 0.305    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 21 26    

Mean -0.38 -0.69    

SD 0.669 0.928    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.20, 0.41)     

Ls Meanb -0.51 -0.59 0.08 (-0.17, 0.33) 0.509  

SEb 0.110 0.103    

95% CIb -0.73, -0.29 -0.80, -0.39    

Ls Meanc -0.56 -0.57 0.00 (-0.19, 0.20) 0.959  

SEc 0.164 0.151    

95% CIc -0.89, -0.23 -0.87, -0.26    

 

  Day 29 Actual n 20 20    

Mean 0.00 0.25    

SD 0.000 0.639    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 14 18    

Mean -0.57 -0.50    

SD 0.938 0.786    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.23 (-0.57, 0.11)     

Ls Meanb -0.71 -0.52 -0.19 (-0.47, 0.09) 0.193  

SEb 0.120 0.111    

95% CIb -0.94, -0.47 -0.74, -0.30    

Ls Meanc -0.59 -0.55 -0.05 (-0.19, 0.09) 0.468  

SEc 0.107 0.097    

95% CIc -0.81, -0.37 -0.74, -0.35    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.05)     

Ls Meanb -0.14 -0.13 -0.01 (-0.06, 0.03) 0.584  

 

  Baseline Actual n 34 37  NEd  

Mean 0.26 0.14    

SD 0.710 0.481    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 35 34    

Mean 0.17 0.03    

SD 0.618 0.171    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 29 32    

Mean -0.03 -0.13    

SD 0.186 0.554    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.23 (0.01, 0.44)     

Ls Meanb 0.03 -0.10 0.14 (0.01, 0.26) 0.038  

SEb 0.056 0.054    

95% CIb -0.08, 0.14 -0.21, 0.00    

Ls Meanc 0.03 -0.07 0.10 (-0.08, 0.28) 0.267  

SEc 0.181 0.172    

95% CIc -0.33, 0.39 -0.41, 0.28    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 26 31    

Mean 0.00 0.06    

SD 0.000 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 23 27    

Mean -0.13 -0.07    

SD 0.458 0.675    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.23, 0.24)     

Ls Meanb -0.09 -0.09 0.00 (-0.14, 0.14) 0.974  

SEb 0.059 0.057    

95% CIb -0.20, 0.03 -0.20, 0.02    

Ls Meanc -0.15 -0.09 -0.06 (-0.23, 0.11) 0.479  

SEc 0.114 0.113    

95% CIc -0.38, 0.07 -0.32, 0.13    

 

  Day 15 Actual n 27 30    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.22 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 22 26    

Mean -0.27 -0.08    

SD 0.767 0.392    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.27, 0.21)     

Ls Meanb -0.17 -0.15 -0.02 (-0.16, 0.13) 0.814  

SEb 0.061 0.057    

95% CIb -0.29, -0.05 -0.26, -0.04    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    

 

  Day 29 Actual n 20 20    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 15 18    

Mean -0.40 -0.11    

SD 0.910 0.471    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.20 (-0.47, 0.07)     

Ls Meanb -0.27 -0.15 -0.12 (-0.28, 0.04) 0.148  

SEb 0.068 0.064    

95% CIb -0.40, -0.13 -0.27, -0.02    

Ls Meanc -0.24 -0.24 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.24, -0.24 -0.24, -0.24    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

None Body Aches Overall  Effect Size (95% 

CI)a 

0.02 (-0.05, 0.08)     

Ls Meanb -0.86 -0.88 0.02 (-0.05, 0.08) 0.639  

 

  Baseline Actual n 143 138  NEd  

Mean 1.04 1.17    

SD 1.047 0.973    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.57 0.57    

SD 0.885 0.831    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 131 126    

Mean -0.44 -0.55    

SD 1.060 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.11)     

Ls Meanb -0.56 -0.53 -0.03 (-0.18, 0.12) 0.658  

SEb 0.055 0.056    

95% CIb -0.67, -0.45 -0.64, -0.42    

Ls Meanc -0.57 -0.57 0.01 (-0.18, 0.20) 0.952  

SEc 0.078 0.080    

95% CIc -0.72, -0.41 -0.73, -0.41    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.41 0.37    

SD 0.763 0.766    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.60 -0.70    

SD 1.085 1.032    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.12)     

Ls Meanb -0.75 -0.72 -0.03 (-0.19, 0.12) 0.675  

SEb 0.056 0.058    

95% CIb -0.86, -0.64 -0.83, -0.60    

Ls Meanc -0.74 -0.75 0.01 (-0.17, 0.20) 0.910  

SEc 0.075 0.079    

95% CIc -0.89, -0.60 -0.91, -0.60    

 

  Day 15 Actual n 158 142    

Mean 0.20 0.16    

SD 0.558 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.85 -0.99    

SD 1.138 0.984    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.11, 0.21)     

Ls Meanb -0.92 -0.98 0.06 (-0.11, 0.22) 0.503  

SEb 0.058 0.062    

95% CIb -1.04, -0.81 -1.10, -0.86    

Ls Meanc -0.96 -1.00 0.04 (-0.11, 0.19) 0.612  

SEc 0.061 0.067    

95% CIc -1.08, -0.84 -1.13, -0.86    

 

  Day 29 Actual n 129 119    

Mean 0.09 0.13    

SD 0.384 0.461    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 98 87    

Mean -0.94 -1.13    

SD 1.111 1.054    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.11, 0.21)     

Ls Meanb -0.99 -1.04 0.05 (-0.11, 0.21) 0.555  

SEb 0.059 0.062    

95% CIb -1.11, -0.88 -1.16, -0.92    

Ls Meanc -1.07 -1.08 0.01 (-0.12, 0.13) 0.889  

SEc 0.050 0.054    

95% CIc -1.17, -0.97 -1.18, -0.97    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.67 -0.65 -0.02 (-0.05, 0.01) 0.157  

 

  Baseline Actual n 143 138  NEd  

Mean 0.78 0.68    

SD 0.972 0.846    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.26 0.26    

SD 0.605 0.572    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.47 -0.39    

SD 1.040 0.715    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.44 -0.48 0.04 (-0.05, 0.13) 0.392  

SEb 0.032 0.033    

95% CIb -0.50, -0.37 -0.54, -0.41    

Ls Meanc -0.47 -0.47 0.01 (-0.14, 0.15) 0.907  

SEc 0.060 0.062    

95% CIc -0.58, -0.35 -0.60, -0.35    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.06 0.18    

SD 0.309 0.531    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 125 111    

Mean -0.66 -0.43    

SD 0.933 0.870    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.26, -0.06)     

Ls Meanb -0.70 -0.55 -0.15 (-0.24, -0.05) 0.002  

SEb 0.033 0.035    

95% CIb -0.76, -0.63 -0.62, -0.48    

Ls Meanc -0.65 -0.50 -0.15 (-0.26, -0.04) 0.007  

SEc 0.043 0.046    

95% CIc -0.73, -0.56 -0.59, -0.41    

 

  Day 15 Actual n 158 142    

Mean 0.01 0.04    

SD 0.159 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 6 of 1056 

Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.73 -0.66    

SD 0.981 0.903    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.72 -0.69 -0.03 (-0.13, 0.07) 0.504  

SEb 0.035 0.038    

95% CIb -0.79, -0.66 -0.76, -0.62    

Ls Meanc -0.72 -0.69 -0.03 (-0.10, 0.04) 0.338  

SEc 0.028 0.031    

95% CIc -0.78, -0.66 -0.75, -0.62    

 

  Day 29 Actual n 129 119    

Mean 0.02 0.04    

SD 0.196 0.240    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 98 87    

Mean -0.80 -0.67    

SD 1.035 0.872    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.14)     

Ls Meanb -0.71 -0.73 0.02 (-0.08, 0.12) 0.672  

SEb 0.036 0.038    

95% CIb -0.78, -0.64 -0.80, -0.65    

Ls Meanc -0.76 -0.75 -0.02 (-0.09, 0.05) 0.627  

SEc 0.028 0.031    

95% CIc -0.82, -0.71 -0.81, -0.69    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.07 (0.02, 0.13)     

Ls Meanb -0.56 -0.62 0.06 (0.01, 0.11) 0.013  

 

  Baseline Actual n 143 138  NEd  

Mean 0.81 0.78    

SD 0.896 0.894    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.56 0.55    

SD 0.763 0.763    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.20 -0.29    

SD 0.749 0.799    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.11 (-0.03, 0.25)     

Ls Meanb -0.25 -0.35 0.10 (-0.03, 0.23) 0.127  

SEb 0.047 0.048    

95% CIb -0.34, -0.16 -0.44, -0.26    

Ls Meanc -0.26 -0.34 0.08 (-0.07, 0.24) 0.298  

SEc 0.064 0.066    

95% CIc -0.38, -0.13 -0.47, -0.21    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.42 0.42    

SD 0.666 0.698    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 125 111    

Mean -0.30 -0.41    

SD 0.825 0.899    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.03, 0.26)     

Ls Meanb -0.37 -0.47 0.10 (-0.03, 0.23) 0.114  

SEb 0.047 0.049    

95% CIb -0.46, -0.28 -0.57, -0.38    

Ls Meanc -0.35 -0.45 0.10 (-0.06, 0.26) 0.217  

SEc 0.065 0.069    

95% CIc -0.48, -0.22 -0.59, -0.32    

 

  Day 15 Actual n 158 142    

Mean 0.22 0.14    

SD 0.509 0.405    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.52 -0.69    

SD 0.773 0.909    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.29)     

Ls Meanb -0.60 -0.72 0.13 (-0.01, 0.26) 0.076  

SEb 0.049 0.053    

95% CIb -0.70, -0.50 -0.83, -0.62    

Ls Meanc -0.59 -0.73 0.14 (0.01, 0.26) 0.028  

SEc 0.050 0.054    

95% CIc -0.69, -0.49 -0.83, -0.62    

 

  Day 29 Actual n 129 119    

Mean 0.11 0.11    

SD 0.359 0.407    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 98 87    

Mean -0.59 -0.66    

SD 0.872 0.887    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.03, 0.28)     

Ls Meanb -0.66 -0.77 0.11 (-0.03, 0.25) 0.114  

SEb 0.050 0.053    

95% CIb -0.76, -0.56 -0.87, -0.67    

Ls Meanc -0.61 -0.63 0.02 (-0.09, 0.14) 0.694  

SEc 0.047 0.050    

95% CIc -0.70, -0.51 -0.73, -0.53    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

0.02 (-0.06, 0.10)     

Ls Meanb -0.68 -0.70 0.02 (-0.05, 0.08) 0.621  

 

  Baseline Actual n 143 138  NEd  

Mean 1.10 1.03    

SD 0.867 0.754    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.88 0.90    

SD 0.810 0.827    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.21 -0.20    

SD 0.772 0.770    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.19, 0.19)     

Ls Meanb -0.27 -0.27 0.00 (-0.15, 0.15) 0.997  

SEb 0.056 0.057    

95% CIb -0.38, -0.16 -0.39, -0.16    

Ls Meanc -0.27 -0.26 -0.01 (-0.18, 0.16) 0.933  

SEc 0.070 0.072    

95% CIc -0.41, -0.13 -0.41, -0.12    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.73 0.72    

SD 0.810 0.814    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.34 -0.36    

SD 0.842 0.872    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.21, 0.17)     

Ls Meanb -0.41 -0.40 -0.02 (-0.17, 0.14) 0.837  

SEb 0.057 0.059    

95% CIb -0.52, -0.30 -0.51, -0.28    

Ls Meanc -0.39 -0.42 0.02 (-0.16, 0.21) 0.789  

SEc 0.074 0.078    

95% CIc -0.54, -0.24 -0.57, -0.26    

 

  Day 15 Actual n 158 142    

Mean 0.38 0.26    

SD 0.683 0.528    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.65 -0.77    

SD 0.978 0.898    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.11, 0.29)     

Ls Meanb -0.76 -0.84 0.07 (-0.09, 0.24) 0.396  

SEb 0.059 0.063    

95% CIb -0.88, -0.65 -0.96, -0.71    

Ls Meanc -0.70 -0.81 0.11 (-0.06, 0.28) 0.212  

SEc 0.070 0.077    

95% CIc -0.84, -0.56 -0.96, -0.66    

 

  Day 29 Actual n 129 119    

Mean 0.16 0.15    

SD 0.464 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 98 87    

Mean -0.88 -0.92    

SD 0.922 0.810    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.14, 0.26)     

Ls Meanb -0.91 -0.96 0.05 (-0.12, 0.21) 0.566  

SEb 0.060 0.062    

95% CIb -1.03, -0.80 -1.08, -0.84    

Ls Meanc -0.96 -1.00 0.04 (-0.10, 0.17) 0.598  

SEc 0.055 0.059    

95% CIc -1.07, -0.85 -1.11, -0.88    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.03 (-0.01, 0.08)     

Ls Meanb -0.25 -0.27 0.02 (-0.01, 0.06) 0.179  

 

  Baseline Actual n 143 138  NEd  

Mean 0.40 0.35    

SD 0.761 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.27 0.21    

SD 0.582 0.517    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 131 126    

Mean -0.06 -0.15    

SD 0.688 0.694    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.19 (0.06, 0.31)     

Ls Meanb -0.04 -0.18 0.13 (0.04, 0.23) 0.004  

SEb 0.033 0.034    

95% CIb -0.11, 0.02 -0.25, -0.11    

Ls Meanc -0.07 -0.20 0.13 (0.01, 0.25) 0.038  

SEc 0.051 0.053    

95% CIc -0.17, 0.03 -0.30, -0.10    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.20 0.11    

SD 0.518 0.403    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 125 111    

Mean -0.16 -0.19    

SD 0.766 0.611    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.23)     

Ls Meanb -0.17 -0.24 0.07 (-0.02, 0.17) 0.137  

SEb 0.034 0.035    

95% CIb -0.24, -0.11 -0.31, -0.17    

Ls Meanc -0.15 -0.24 0.09 (-0.03, 0.20) 0.130  

SEc 0.046 0.049    

95% CIc -0.24, -0.06 -0.34, -0.14    

 

  Day 15 Actual n 158 142    

Mean 0.08 0.07    

SD 0.390 0.307    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.31 -0.22    

SD 0.698 0.735    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.27 -0.27 0.00 (-0.10, 0.10) 0.932  

SEb 0.036 0.038    

95% CIb -0.34, -0.20 -0.34, -0.19    

Ls Meanc -0.30 -0.30 0.00 (-0.11, 0.10) 0.929  

SEc 0.042 0.046    

95% CIc -0.39, -0.22 -0.39, -0.21    

 

  Day 29 Actual n 129 119    

Mean 0.02 0.02    

SD 0.176 0.129    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 98 87    

Mean -0.28 -0.29    

SD 0.605 0.608    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.32 -0.30 -0.02 (-0.12, 0.08) 0.710  

SEb 0.036 0.038    

95% CIb -0.39, -0.25 -0.38, -0.23    

Ls Meanc -0.27 -0.28 0.01 (-0.04, 0.05) 0.715  

SEc 0.018 0.020    

95% CIc -0.31, -0.24 -0.32, -0.24    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.03 (-0.03, 0.08)     

Ls Meanb -0.23 -0.26 0.02 (-0.02, 0.07) 0.340  

 

  Baseline Actual n 143 138  NEd  

Mean 0.38 0.36    

SD 0.787 0.753    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.25 0.30    

SD 0.616 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.11 -0.07    

SD 0.671 0.683    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.14)     

Ls Meanb -0.14 -0.13 -0.01 (-0.12, 0.10) 0.916  

SEb 0.041 0.041    

95% CIb -0.22, -0.06 -0.21, -0.05    

Ls Meanc -0.12 -0.10 -0.02 (-0.16, 0.11) 0.731  

SEc 0.055 0.057    

95% CIc -0.23, -0.01 -0.21, 0.01    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.22 0.23    

SD 0.567 0.610    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.18 -0.15    

SD 0.807 0.833    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.09)     

Ls Meanb -0.21 -0.16 -0.05 (-0.16, 0.07) 0.434  

SEb 0.041 0.043    

95% CIb -0.29, -0.13 -0.24, -0.08    

Ls Meanc -0.22 -0.19 -0.02 (-0.17, 0.12) 0.732  

SEc 0.057 0.061    

95% CIc -0.33, -0.10 -0.31, -0.07    

 

  Day 15 Actual n 158 142    

Mean 0.14 0.13    

SD 0.472 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.19 -0.29    

SD 0.694 0.939    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.24)     

Ls Meanb -0.23 -0.30 0.06 (-0.06, 0.18) 0.303  

SEb 0.043 0.046    

95% CIb -0.32, -0.15 -0.39, -0.21    

Ls Meanc -0.26 -0.30 0.05 (-0.08, 0.17) 0.461  

SEc 0.051 0.056    

95% CIc -0.36, -0.16 -0.42, -0.19    

 

  Day 29 Actual n 129 119    

Mean 0.05 0.05    

SD 0.288 0.255    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 98 87    

Mean -0.24 -0.34    

SD 0.733 0.775    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.16 (0.00, 0.31)     

Ls Meanb -0.26 -0.38 0.12 (0.00, 0.24) 0.051  

SEb 0.044 0.046    

95% CIb -0.34, -0.17 -0.47, -0.29    

Ls Meanc -0.29 -0.32 0.03 (-0.06, 0.11) 0.520  

SEc 0.035 0.037    

95% CIc -0.36, -0.22 -0.39, -0.24    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.06 (-0.13, 0.00)     

Ls Meanb -0.88 -0.81 -0.06 (-0.13, 0.01) 0.069  

 

  Baseline Actual n 143 138  NEd  

Mean 1.26 1.28    

SD 1.066 0.987    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.88 0.98    

SD 0.957 0.989    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.31 -0.20    

SD 0.960 0.877    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.23, 0.11)     

Ls Meanb -0.37 -0.31 -0.06 (-0.23, 0.11) 0.495  

SEb 0.063 0.064    

95% CIb -0.50, -0.25 -0.44, -0.19    

Ls Meanc -0.40 -0.30 -0.10 (-0.29, 0.10) 0.332  

SEc 0.081 0.083    

95% CIc -0.56, -0.24 -0.46, -0.14    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.68 0.75    

SD 0.883 0.906    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.50 -0.45    

SD 1.021 0.979    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.09)     

Ls Meanb -0.63 -0.54 -0.09 (-0.26, 0.09) 0.328  

SEb 0.064 0.067    

95% CIb -0.75, -0.50 -0.67, -0.41    

Ls Meanc -0.60 -0.57 -0.03 (-0.23, 0.17) 0.757  

SEc 0.081 0.086    

95% CIc -0.76, -0.44 -0.74, -0.40    

 

  Day 15 Actual n 158 142    

Mean 0.30 0.36    

SD 0.644 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -1.00 -0.92    

SD 1.120 0.969    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.27, 0.10)     

Ls Meanb -1.03 -0.94 -0.09 (-0.28, 0.10) 0.350  

SEb 0.067 0.071    

95% CIb -1.16, -0.90 -1.08, -0.80    

Ls Meanc -1.07 -0.98 -0.09 (-0.27, 0.09) 0.314  

SEc 0.072 0.079    

95% CIc -1.21, -0.93 -1.13, -0.82    

 

  Day 29 Actual n 129 119    

Mean 0.19 0.24    

SD 0.496 0.567    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 98 87    

Mean -1.03 -1.09    

SD 1.153 1.019    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.13, 0.24)     

Ls Meanb -1.07 -1.13 0.06 (-0.13, 0.25) 0.540  

SEb 0.068 0.071    

95% CIb -1.21, -0.94 -1.27, -0.99    

Ls Meanc -1.13 -1.12 -0.01 (-0.16, 0.15) 0.917  

SEc 0.063 0.068    

95% CIc -1.26, -1.01 -1.26, -0.99    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 22 of 1056 

Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.06 (0.01, 0.12)     

Ls Meanb -0.80 -0.86 0.06 (0.01, 0.12) 0.028  

 

  Baseline Actual n 143 138  NEd  

Mean 1.13 1.10    

SD 0.970 0.961    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.59 0.56    

SD 0.773 0.798    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.48 -0.59    

SD 0.939 1.014    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.24)     

Ls Meanb -0.52 -0.61 0.08 (-0.07, 0.23) 0.276  

SEb 0.055 0.056    

95% CIb -0.63, -0.42 -0.72, -0.50    

Ls Meanc -0.54 -0.64 0.10 (-0.07, 0.28) 0.257  

SEc 0.073 0.075    

95% CIc -0.68, -0.39 -0.79, -0.49    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.45 0.46    

SD 0.790 0.693    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.66 -0.63    

SD 1.039 1.035    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -0.69 -0.69 0.00 (-0.15, 0.15) 0.999  

SEb 0.055 0.058    

95% CIb -0.80, -0.58 -0.80, -0.58    

Ls Meanc -0.66 -0.71 0.04 (-0.13, 0.22) 0.631  

SEc 0.070 0.074    

95% CIc -0.80, -0.53 -0.85, -0.56    

 

  Day 15 Actual n 158 142    

Mean 0.19 0.17    

SD 0.566 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.94 -0.90    

SD 1.012 1.022    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.14, 0.20)     

Ls Meanb -0.93 -0.96 0.03 (-0.13, 0.20) 0.701  

SEb 0.058 0.062    

95% CIb -1.04, -0.81 -1.08, -0.84    

Ls Meanc -0.91 -0.91 0.00 (-0.13, 0.14) 0.976  

SEc 0.055 0.060    

95% CIc -1.01, -0.80 -1.03, -0.79    

 

  Day 29 Actual n 129 119    

Mean 0.06 0.13    

SD 0.242 0.402    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 98 87    

Mean -1.08 -1.05    

SD 1.002 1.011    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.12)     

Ls Meanb -1.06 -1.01 -0.05 (-0.21, 0.12) 0.585  

SEb 0.060 0.062    

95% CIb -1.17, -0.94 -1.13, -0.89    

Ls Meanc -1.13 -1.05 -0.07 (-0.17, 0.02) 0.138  

SEc 0.039 0.042    

95% CIc -1.20, -1.05 -1.14, -0.97    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, -0.01)     

Ls Meanb -0.92 -0.85 -0.07 (-0.13, 0.00) 0.035  

 

  Baseline Actual n 143 138  NEd  

Mean 1.10 1.21    

SD 0.995 1.007    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.53 0.61    

SD 0.785 0.879    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.56 -0.56    

SD 0.962 1.039    

Min -3.00 -3.00    

Median 0.00 -0.50    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.12 (-0.27, 0.02)     

Ls Meanb -0.65 -0.53 -0.12 (-0.27, 0.02) 0.101  

SEb 0.054 0.055    

95% CIb -0.75, -0.54 -0.63, -0.42    

Ls Meanc -0.65 -0.54 -0.11 (-0.30, 0.08) 0.240  

SEc 0.078 0.079    

95% CIc -0.81, -0.50 -0.70, -0.39    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.37 0.40    

SD 0.750 0.778    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.70 -0.70    

SD 0.977 1.100    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.05)     

Ls Meanb -0.81 -0.70 -0.10 (-0.25, 0.05) 0.184  

SEb 0.055 0.057    

95% CIb -0.91, -0.70 -0.82, -0.59    

Ls Meanc -0.74 -0.67 -0.06 (-0.25, 0.12) 0.502  

SEc 0.075 0.079    

95% CIc -0.89, -0.59 -0.83, -0.52    

 

  Day 15 Actual n 158 142    

Mean 0.15 0.18    

SD 0.494 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.95 -1.00    

SD 1.025 0.978    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.18, 0.14)     

Ls Meanb -0.99 -0.97 -0.02 (-0.18, 0.14) 0.828  

SEb 0.057 0.061    

95% CIb -1.10, -0.88 -1.09, -0.86    

Ls Meanc -1.00 -0.97 -0.03 (-0.16, 0.10) 0.641  

SEc 0.053 0.058    

95% CIc -1.10, -0.89 -1.08, -0.85    

 

  Day 29 Actual n 129 119    

Mean 0.09 0.15    

SD 0.307 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 98 87    

Mean -1.04 -1.03    

SD 1.054 1.136    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.24, 0.08)     

Ls Meanb -1.05 -0.97 -0.08 (-0.24, 0.08) 0.323  

SEb 0.058 0.061    

95% CIb -1.16, -0.93 -1.09, -0.85    

Ls Meanc -1.09 -1.01 -0.08 (-0.20, 0.05) 0.233  

SEc 0.051 0.055    

95% CIc -1.19, -0.99 -1.12, -0.90    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.03 (-0.07, 0.01)     

Ls Meanb -0.30 -0.28 -0.02 (-0.05, 0.01) 0.184  

 

  Baseline Actual n 143 138  NEd  

Mean 0.45 0.30    

SD 0.766 0.633    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.22 0.23    

SD 0.568 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.20 -0.06    

SD 0.717 0.548    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.17)     

Ls Meanb -0.13 -0.16 0.03 (-0.05, 0.12) 0.418  

SEb 0.030 0.031    

95% CIb -0.19, -0.07 -0.22, -0.10    

Ls Meanc -0.18 -0.16 -0.02 (-0.14, 0.10) 0.734  

SEc 0.050 0.052    

95% CIc -0.28, -0.08 -0.26, -0.06    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.16 0.20    

SD 0.492 0.531    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 125 111    

Mean -0.23 -0.08    

SD 0.794 0.620    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb -0.20 -0.16 -0.04 (-0.12, 0.05) 0.375  

SEb 0.031 0.032    

95% CIb -0.26, -0.14 -0.23, -0.10    

Ls Meanc -0.25 -0.20 -0.05 (-0.18, 0.08) 0.461  

SEc 0.051 0.055    

95% CIc -0.35, -0.15 -0.31, -0.10    

 

  Day 15 Actual n 158 142    

Mean 0.03 0.02    

SD 0.251 0.187    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.41 -0.25    

SD 0.824 0.620    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.34 -0.35 0.00 (-0.09, 0.09) 0.962  

SEb 0.032 0.035    

95% CIb -0.41, -0.28 -0.41, -0.28    

Ls Meanc -0.32 -0.35 0.03 (-0.03, 0.10) 0.352  

SEc 0.026 0.029    

95% CIc -0.37, -0.27 -0.41, -0.30    

 

  Day 29 Actual n 129 119    

Mean 0.01 0.01    

SD 0.088 0.092    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 98 87    

Mean -0.46 -0.30    

SD 0.827 0.612    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.37 -0.36 -0.01 (-0.11, 0.08) 0.775  

SEb 0.033 0.035    

95% CIb -0.44, -0.31 -0.43, -0.29    

Ls Meanc -0.39 -0.39 0.00 (-0.03, 0.03) 0.876  

SEc 0.012 0.013    

95% CIc -0.41, -0.36 -0.41, -0.36    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.16)     

Ls Meanb -0.53 -0.62 0.09 (0.02, 0.17) 0.017  

 

  Baseline Actual n 143 138  NEd  

Mean 0.77 0.73    

SD 1.033 1.036    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.56 0.66    

SD 0.849 0.996    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.22 -0.09    

SD 0.971 1.058    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.26, 0.04)     

Ls Meanb -0.28 -0.17 -0.11 (-0.27, 0.04) 0.163  

SEb 0.058 0.059    

95% CIb -0.39, -0.17 -0.28, -0.05    

Ls Meanc -0.33 -0.21 -0.13 (-0.32, 0.07) 0.197  

SEc 0.080 0.082    

95% CIc -0.49, -0.17 -0.37, -0.04    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.47 0.50    

SD 0.826 0.865    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.26 -0.28    

SD 1.184 1.138    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.33 -0.33 0.00 (-0.16, 0.16) 0.989  

SEb 0.059 0.061    

95% CIb -0.44, -0.22 -0.45, -0.21    

Ls Meanc -0.41 -0.40 0.00 (-0.21, 0.20) 0.975  

SEc 0.082 0.087    

95% CIc -0.57, -0.25 -0.57, -0.23    

 

  Day 15 Actual n 158 142    

Mean 0.20 0.13    

SD 0.584 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.50 -0.66    

SD 1.043 1.118    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.04, 0.28)     

Ls Meanb -0.61 -0.74 0.12 (-0.05, 0.29) 0.156  

SEb 0.061 0.064    

95% CIb -0.73, -0.50 -0.86, -0.61    

Ls Meanc -0.56 -0.68 0.12 (-0.03, 0.27) 0.106  

SEc 0.060 0.066    

95% CIc -0.68, -0.44 -0.81, -0.55    

 

  Day 29 Actual n 129 119    

Mean 0.17 0.04    

SD 0.601 0.201    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

   Change n 98 87    

Mean -0.64 -0.70    

SD 1.048 1.058    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.17 (0.01, 0.33)     

Ls Meanb -0.67 -0.84 0.18 (0.01, 0.34) 0.040  

SEb 0.061 0.064    

95% CIb -0.79, -0.55 -0.97, -0.72    

Ls Meanc -0.66 -0.77 0.11 (-0.01, 0.22) 0.065  

SEc 0.046 0.049    

95% CIc -0.75, -0.57 -0.87, -0.67    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.08 (0.01, 0.16)     

Ls Meanb -0.44 -0.52 0.08 (0.01, 0.15) 0.022  

 

  Baseline Actual n 143 138  NEd  

Mean 0.62 0.67    

SD 0.948 0.969    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.44 0.53    

SD 0.763 0.860    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.18 -0.14    

SD 0.893 0.892    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.24, 0.07)     

Ls Meanb -0.25 -0.17 -0.08 (-0.23, 0.06) 0.264  

SEb 0.054 0.055    

95% CIb -0.36, -0.14 -0.27, -0.06    

Ls Meanc -0.31 -0.23 -0.09 (-0.25, 0.08) 0.308  

SEc 0.069 0.071    

95% CIc -0.45, -0.18 -0.37, -0.09    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.40 0.46    

SD 0.806 0.836    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.17 -0.23    

SD 1.169 1.101    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.12)     

Ls Meanb -0.26 -0.22 -0.03 (-0.18, 0.11) 0.648  

SEb 0.055 0.057    

95% CIb -0.37, -0.15 -0.33, -0.11    

Ls Meanc -0.33 -0.29 -0.04 (-0.24, 0.17) 0.725  

SEc 0.082 0.087    

95% CIc -0.49, -0.17 -0.46, -0.12    

 

  Day 15 Actual n 158 142    

Mean 0.18 0.13    

SD 0.559 0.399    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.39 -0.57    

SD 1.020 1.026    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.31)     

Ls Meanb -0.48 -0.62 0.14 (-0.02, 0.29) 0.087  

SEb 0.057 0.060    

95% CIb -0.60, -0.37 -0.74, -0.50    

Ls Meanc -0.46 -0.55 0.09 (-0.06, 0.23) 0.233  

SEc 0.058 0.064    

95% CIc -0.58, -0.34 -0.67, -0.42    

 

  Day 29 Actual n 129 119    

Mean 0.12 0.04    

SD 0.461 0.240    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 98 87    

Mean -0.47 -0.60    

SD 0.976 0.933    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.02, 0.31)     

Ls Meanb -0.54 -0.68 0.14 (-0.02, 0.29) 0.085  

SEb 0.057 0.059    

95% CIb -0.65, -0.43 -0.79, -0.56    

Ls Meanc -0.54 -0.61 0.07 (-0.04, 0.18) 0.197  

SEc 0.044 0.047    

95% CIc -0.62, -0.45 -0.70, -0.51    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.10 (0.04, 0.15)     

Ls Meanb -0.51 -0.59 0.08 (0.03, 0.13) 0.001  

 

  Baseline Actual n 143 138  NEd  

Mean 0.65 0.75    

SD 0.824 0.853    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.46 0.41    

SD 0.705 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.13 -0.39    

SD 0.826 0.759    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.17 (0.04, 0.31)     

Ls Meanb -0.23 -0.38 0.15 (0.03, 0.26) 0.013  

SEb 0.042 0.043    

95% CIb -0.32, -0.15 -0.47, -0.30    

Ls Meanc -0.23 -0.40 0.17 (0.02, 0.32) 0.030  

SEc 0.063 0.064    

95% CIc -0.35, -0.11 -0.52, -0.27    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.34 0.30    

SD 0.604 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 125 111    

Mean -0.30 -0.43    

SD 0.825 0.880    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.41 -0.46 0.06 (-0.06, 0.18) 0.330  

SEb 0.043 0.045    

95% CIb -0.49, -0.32 -0.55, -0.38    

Ls Meanc -0.38 -0.44 0.06 (-0.09, 0.22) 0.420  

SEc 0.062 0.065    

95% CIc -0.50, -0.25 -0.57, -0.31    

 

  Day 15 Actual n 158 142    

Mean 0.20 0.11    

SD 0.489 0.308    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.45 -0.72    

SD 0.795 0.852    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.29)     

Ls Meanb -0.54 -0.66 0.12 (-0.01, 0.24) 0.066  

SEb 0.045 0.048    

95% CIb -0.63, -0.46 -0.76, -0.57    

Ls Meanc -0.56 -0.71 0.15 (0.04, 0.26) 0.009  

SEc 0.046 0.050    

95% CIc -0.65, -0.47 -0.81, -0.61    

 

  Day 29 Actual n 129 119    

Mean 0.12 0.12    

SD 0.408 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 98 87    

Mean -0.45 -0.66    

SD 0.801 0.819    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.24)     

Ls Meanb -0.58 -0.66 0.07 (-0.05, 0.20) 0.265  

SEb 0.045 0.047    

95% CIb -0.67, -0.49 -0.75, -0.56    

Ls Meanc -0.54 -0.54 0.00 (-0.11, 0.10) 0.940  

SEc 0.043 0.046    

95% CIc -0.63, -0.45 -0.63, -0.44    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 40 of 1056 

Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.02 (-0.04, 0.09)     

Ls Meanb -0.31 -0.33 0.02 (-0.03, 0.07) 0.479  

 

  Baseline Actual n 143 138  NEd  

Mean 0.50 0.42    

SD 0.821 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.37 0.29    

SD 0.767 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.11 -0.10    

SD 0.736 0.674    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.06, 0.25)     

Ls Meanb -0.10 -0.18 0.07 (-0.05, 0.20) 0.246  

SEb 0.046 0.047    

95% CIb -0.19, -0.01 -0.27, -0.08    

Ls Meanc -0.11 -0.14 0.03 (-0.11, 0.18) 0.647  

SEc 0.060 0.062    

95% CIc -0.23, 0.01 -0.26, -0.02    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 41 of 1056 

Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.22 0.26    

SD 0.557 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 125 111    

Mean -0.26 -0.20    

SD 0.805 0.840    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.25, 0.07)     

Ls Meanb -0.28 -0.21 -0.07 (-0.20, 0.05) 0.259  

SEb 0.046 0.048    

95% CIb -0.37, -0.19 -0.30, -0.11    

Ls Meanc -0.27 -0.21 -0.05 (-0.21, 0.10) 0.503  

SEc 0.062 0.066    

95% CIc -0.39, -0.14 -0.34, -0.08    

 

  Day 15 Actual n 158 142    

Mean 0.18 0.11    

SD 0.559 0.447    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.29 -0.33    

SD 0.857 0.959    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.08, 0.26)     

Ls Meanb -0.31 -0.39 0.07 (-0.06, 0.21) 0.294  

SEb 0.048 0.052    

95% CIb -0.41, -0.22 -0.49, -0.28    

Ls Meanc -0.33 -0.41 0.08 (-0.06, 0.23) 0.263  

SEc 0.060 0.066    

95% CIc -0.44, -0.21 -0.54, -0.28    

 

  Day 29 Actual n 129 119    

Mean 0.09 0.07    

SD 0.354 0.312    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 98 87    

Mean -0.33 -0.34    

SD 0.809 0.804    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (0.02, 0.36)     

Ls Meanb -0.32 -0.47 0.15 (0.01, 0.28) 0.031  

SEb 0.049 0.051    

95% CIb -0.42, -0.22 -0.57, -0.37    

Ls Meanc -0.33 -0.39 0.06 (-0.04, 0.16) 0.267  

SEc 0.041 0.044    

95% CIc -0.42, -0.25 -0.48, -0.31    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.08 (0.02, 0.14)     

Ls Meanb -0.44 -0.51 0.06 (0.02, 0.11) 0.010  

 

  Baseline Actual n 143 138  NEd  

Mean 0.58 0.63    

SD 0.745 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 3 Actual n 187 181    

Mean 0.33 0.34    

SD 0.670 0.660    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 131 126    

Mean -0.24 -0.34    

SD 0.795 0.771    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.30 -0.32 0.02 (-0.10, 0.13) 0.780  

SEb 0.042 0.043    

95% CIb -0.38, -0.22 -0.40, -0.23    

Ls Meanc -0.30 -0.32 0.02 (-0.13, 0.17) 0.806  

SEc 0.062 0.063    

95% CIc -0.43, -0.18 -0.45, -0.20    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.27 0.16    

SD 0.674 0.445    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

   Change n 125 111    

Mean -0.29 -0.47    

SD 0.801 0.840    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.15 (0.00, 0.30)     

Ls Meanb -0.37 -0.49 0.11 (0.00, 0.23) 0.057  

SEb 0.043 0.044    

95% CIb -0.46, -0.29 -0.57, -0.40    

Ls Meanc -0.33 -0.46 0.12 (-0.02, 0.27) 0.087  

SEc 0.058 0.061    

95% CIc -0.45, -0.22 -0.58, -0.34    

 

  Day 15 Actual n 158 142    

Mean 0.18 0.11    

SD 0.536 0.390    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 45 of 1056 

Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.34 -0.53    

SD 0.847 0.802    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.05, 0.27)     

Ls Meanb -0.44 -0.53 0.09 (-0.04, 0.21) 0.175  

SEb 0.045 0.047    

95% CIb -0.53, -0.36 -0.62, -0.44    

Ls Meanc -0.42 -0.50 0.08 (-0.06, 0.22) 0.270  

SEc 0.056 0.061    

95% CIc -0.53, -0.31 -0.62, -0.38    

 

  Day 29 Actual n 129 119    

Mean 0.05 0.09    

SD 0.288 0.344    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 98 87    

Mean -0.48 -0.59    

SD 0.749 0.843    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.20)     

Ls Meanb -0.54 -0.57 0.03 (-0.09, 0.16) 0.627  

SEb 0.045 0.047    

95% CIb -0.63, -0.45 -0.66, -0.48    

Ls Meanc -0.56 -0.54 -0.03 (-0.13, 0.08) 0.624  

SEc 0.041 0.044    

95% CIc -0.64, -0.48 -0.62, -0.45    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.02 (-0.01, 0.06)     

Ls Meanb -0.07 -0.08 0.01 (0.00, 0.02) 0.131  

 

  Baseline Actual n 143 138  NEd  

Mean 0.12 0.10    

SD 0.482 0.406    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 187 181    

Mean 0.03 0.01    

SD 0.192 0.074    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 131 126    

Mean -0.08 -0.06    

SD 0.404 0.352    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.12)     

Ls Meanb -0.06 -0.07 0.01 (-0.03, 0.05) 0.483  

SEb 0.015 0.015    

95% CIb -0.09, -0.03 -0.10, -0.04    

Ls Meanc -0.06 -0.08 0.02 (-0.02, 0.06) 0.333  

SEc 0.016 0.016    

95% CIc -0.09, -0.03 -0.11, -0.05    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 172 166    

Mean 0.03 0.02    

SD 0.263 0.173    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 125 111    

Mean -0.08 -0.05    

SD 0.502 0.391    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.11)     

Ls Meanb -0.05 -0.06 0.01 (-0.03, 0.05) 0.723  

SEb 0.015 0.016    

95% CIb -0.08, -0.02 -0.09, -0.03    

Ls Meanc -0.07 -0.07 0.01 (-0.06, 0.07) 0.826  

SEc 0.026 0.028    

95% CIc -0.12, -0.01 -0.13, -0.02    

 

  Day 15 Actual n 158 142    

Mean 0.02 0.00    

SD 0.177 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    
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Table 2.11.23 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 111 93    

Mean -0.09 -0.05    

SD 0.496 0.270    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.07 -0.09 0.02 (-0.02, 0.06) 0.378  

SEb 0.016 0.017    

95% CIb -0.10, -0.04 -0.12, -0.05    

Ls Meanc -0.06 -0.09 0.02 (-0.02, 0.06) 0.327  

SEc 0.017 0.019    

95% CIc -0.10, -0.03 -0.12, -0.05    

 

  Day 29 Actual n 129 119    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 98 87    

Mean -0.12 -0.06    

SD 0.523 0.279    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.09 -0.08 -0.01 (-0.05, 0.04) 0.697  

SEb 0.016 0.017    

95% CIb -0.13, -0.06 -0.12, -0.05    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Negative 

baseline serum 

for SARS-CoV-2 

serology 

Body Aches Overall  Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.01)     

Ls Meanb -0.89 -0.86 -0.03 (-0.08, 0.01) 0.176  

 

  Baseline Actual n 260 270  0.382d  

Mean 1.17 1.06    

SD 1.063 0.948    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.66 0.70    

SD 0.908 0.884    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 234 249    

Mean -0.49 -0.33    

SD 1.053 0.986    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.01)     

Ls Meanb -0.51 -0.41 -0.10 (-0.21, 0.01) 0.081  

SEb 0.043 0.043    

95% CIb -0.59, -0.42 -0.49, -0.33    

Ls Meanc -0.54 -0.43 -0.11 (-0.26, 0.03) 0.132  

SEc 0.069 0.069    

95% CIc -0.67, -0.40 -0.56, -0.29    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 274    

Mean 0.45 0.43    

SD 0.795 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 220 210    

Mean -0.69 -0.60    

SD 1.080 1.022    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.07)     

Ls Meanb -0.74 -0.69 -0.04 (-0.16, 0.07) 0.468  

SEb 0.044 0.045    

95% CIb -0.82, -0.65 -0.78, -0.61    

Ls Meanc -0.73 -0.71 -0.03 (-0.17, 0.12) 0.724  

SEc 0.065 0.066    

95% CIc -0.86, -0.60 -0.84, -0.58    

 

  Day 15 Actual n 261 246    

Mean 0.20 0.19    

SD 0.565 0.509    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.96 -0.86    

SD 1.128 0.957    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.11)     

Ls Meanb -1.00 -0.99 -0.01 (-0.13, 0.11) 0.881  

SEb 0.046 0.047    

95% CIb -1.09, -0.91 -1.08, -0.90    

Ls Meanc -0.96 -0.96 0.00 (-0.11, 0.11) 0.977  

SEc 0.052 0.053    

95% CIc -1.06, -0.86 -1.06, -0.85    

 

  Day 29 Actual n 218 201    

Mean 0.13 0.12    

SD 0.456 0.419    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 172 165    

Mean -1.06 -0.98    

SD 1.117 1.003    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.09)     

Ls Meanb -1.05 -1.02 -0.03 (-0.16, 0.09) 0.589  

SEb 0.047 0.047    

95% CIb -1.14, -0.96 -1.11, -0.92    

Ls Meanc -1.05 -1.06 0.01 (-0.08, 0.11) 0.783  

SEc 0.044 0.045    

95% CIc -1.14, -0.96 -1.15, -0.97    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

0.00 (-0.03, 0.02)     

Ls Meanb -0.73 -0.72 0.00 (-0.03, 0.02) 0.787  

 

  Baseline Actual n 260 270  0.357d  

Mean 0.85 0.77    

SD 0.983 0.899    

Min 0.00 0.00    

Median 1.00 0.50    

Max 4.00 3.00    

 

  Day 3 Actual n 307 315    

Mean 0.39 0.36    

SD 0.743 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 233 249    

Mean -0.43 -0.40    

SD 1.028 0.837    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.09 (0.01, 0.17)     

Ls Meanb -0.38 -0.47 0.08 (0.01, 0.16) 0.023  

SEb 0.028 0.027    

95% CIb -0.44, -0.33 -0.52, -0.42    

Ls Meanc -0.43 -0.48 0.05 (-0.07, 0.17) 0.435  

SEc 0.057 0.057    

95% CIc -0.54, -0.32 -0.59, -0.37    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.12 0.20    

SD 0.432 0.510    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 220 211    

Mean -0.71 -0.55    

SD 0.973 0.916    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.17, -0.01)     

Ls Meanb -0.71 -0.63 -0.09 (-0.16, -0.01) 0.026  

SEb 0.028 0.029    

95% CIb -0.77, -0.66 -0.68, -0.57    

Ls Meanc -0.70 -0.62 -0.08 (-0.17, 0.01) 0.065  

SEc 0.040 0.041    

95% CIc -0.78, -0.62 -0.70, -0.54    

 

  Day 15 Actual n 261 246    

Mean 0.05 0.04    

SD 0.259 0.289    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.78 -0.69    

SD 1.020 0.898    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.10, 0.07)     

Ls Meanb -0.79 -0.77 -0.02 (-0.10, 0.07) 0.707  

SEb 0.030 0.030    

95% CIb -0.85, -0.73 -0.83, -0.71    

Ls Meanc -0.75 -0.74 -0.01 (-0.07, 0.05) 0.669  

SEc 0.028 0.028    

95% CIc -0.81, -0.70 -0.80, -0.68    

 

  Day 29 Actual n 218 201    

Mean 0.03 0.01    

SD 0.213 0.122    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 172 165    

Mean -0.88 -0.73    

SD 1.042 0.893    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.04, 0.14)     

Ls Meanb -0.79 -0.84 0.04 (-0.04, 0.13) 0.306  

SEb 0.031 0.032    

95% CIb -0.85, -0.73 -0.90, -0.77    

Ls Meanc -0.81 -0.83 0.02 (-0.02, 0.05) 0.411  

SEc 0.018 0.019    

95% CIc -0.85, -0.78 -0.87, -0.79    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.54 -0.55 0.01 (-0.03, 0.05) 0.643  

 

  Baseline Actual n 260 270  0.115d  

Mean 0.76 0.76    

SD 0.860 0.874    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.54 0.54    

SD 0.750 0.766    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 234 249    

Mean -0.17 -0.24    

SD 0.847 0.807    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.22 -0.28 0.06 (-0.04, 0.15) 0.221  

SEb 0.036 0.035    

95% CIb -0.29, -0.15 -0.35, -0.21    

Ls Meanc -0.23 -0.28 0.05 (-0.06, 0.17) 0.366  

SEc 0.057 0.056    

95% CIc -0.34, -0.12 -0.39, -0.17    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.41 0.41    

SD 0.680 0.696    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 220 211    

Mean -0.27 -0.35    

SD 0.905 0.850    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.16)     

Ls Meanb -0.35 -0.40 0.04 (-0.05, 0.14) 0.375  

SEb 0.036 0.037    

95% CIb -0.43, -0.28 -0.47, -0.33    

Ls Meanc -0.33 -0.40 0.06 (-0.06, 0.18) 0.308  

SEc 0.056 0.057    

95% CIc -0.44, -0.22 -0.51, -0.28    

 

  Day 15 Actual n 261 246    

Mean 0.16 0.15    

SD 0.455 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.55 -0.58    

SD 0.815 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.61 -0.62 0.01 (-0.09, 0.11) 0.810  

SEb 0.038 0.039    

95% CIb -0.69, -0.54 -0.70, -0.55    

Ls Meanc -0.60 -0.63 0.03 (-0.06, 0.11) 0.503  

SEc 0.040 0.041    

95% CIc -0.68, -0.52 -0.71, -0.55    

 

  Day 29 Actual n 218 201    

Mean 0.06 0.09    

SD 0.264 0.355    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 172 165    

Mean -0.60 -0.63    

SD 0.869 0.864    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.68 -0.70 0.02 (-0.08, 0.13) 0.650  

SEb 0.039 0.039    

95% CIb -0.76, -0.60 -0.78, -0.63    

Ls Meanc -0.61 -0.61 0.00 (-0.07, 0.06) 0.955  

SEc 0.030 0.031    

95% CIc -0.67, -0.55 -0.67, -0.55    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.07 (-0.13, 0.00)     

Ls Meanb -0.66 -0.61 -0.05 (-0.11, 0.00) 0.039  

 

  Baseline Actual n 260 270  0.002d  

Mean 1.12 1.09    

SD 0.835 0.779    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 1.04 1.07    

SD 0.810 0.845    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 234 249    

Mean -0.06 0.00    

SD 0.756 0.825    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.21, 0.08)     

Ls Meanb -0.13 -0.08 -0.05 (-0.17, 0.07) 0.407  

SEb 0.045 0.045    

95% CIb -0.22, -0.04 -0.17, 0.01    

Ls Meanc -0.11 -0.06 -0.06 (-0.18, 0.07) 0.392  

SEc 0.060 0.060    

95% CIc -0.23, 0.01 -0.18, 0.06    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.86 0.96    

SD 0.858 0.877    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 220 211    

Mean -0.26 -0.12    

SD 0.892 0.916    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.22 (-0.37, -0.07)     

Ls Meanb -0.33 -0.15 -0.18 (-0.30, -0.06) 0.003  

SEb 0.046 0.046    

95% CIb -0.42, -0.24 -0.25, -0.06    

Ls Meanc -0.29 -0.17 -0.13 (-0.28, 0.02) 0.089  

SEc 0.069 0.070    

95% CIc -0.43, -0.16 -0.30, -0.03    

 

  Day 15 Actual n 261 246    

Mean 0.42 0.42    

SD 0.678 0.638    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.66 -0.70    

SD 0.936 0.884    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.12)     

Ls Meanb -0.77 -0.75 -0.03 (-0.15, 0.10) 0.663  

SEb 0.048 0.049    

95% CIb -0.87, -0.68 -0.84, -0.65    

Ls Meanc -0.71 -0.72 0.01 (-0.12, 0.14) 0.872  

SEc 0.060 0.062    

95% CIc -0.83, -0.59 -0.84, -0.60    

 

  Day 29 Actual n 218 201    

Mean 0.24 0.19    

SD 0.524 0.444    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 172 165    

Mean -0.90 -0.88    

SD 0.928 0.837    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.14, 0.17)     

Ls Meanb -0.95 -0.96 0.01 (-0.11, 0.14) 0.832  

SEb 0.048 0.049    

95% CIb -1.04, -0.85 -1.06, -0.87    

Ls Meanc -0.93 -0.99 0.07 (-0.04, 0.17) 0.194  

SEc 0.049 0.051    

95% CIc -1.02, -0.83 -1.09, -0.89    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.30 -0.29 -0.01 (-0.04, 0.01) 0.327  

 

  Baseline Actual n 260 270  0.003d  

Mean 0.44 0.38    

SD 0.776 0.688    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 307 315    

Mean 0.31 0.31    

SD 0.652 0.632    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 233 249    

Mean -0.11 -0.07    

SD 0.805 0.788    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.08 -0.10 0.02 (-0.05, 0.09) 0.548  

SEb 0.027 0.026    

95% CIb -0.13, -0.03 -0.15, -0.05    

Ls Meanc -0.12 -0.12 0.00 (-0.11, 0.11) 0.972  

SEc 0.051 0.051    

95% CIc -0.22, -0.02 -0.22, -0.02    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.23 0.21    

SD 0.579 0.533    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 220 211    

Mean -0.20 -0.18    

SD 0.829 0.719    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.19 -0.21 0.03 (-0.05, 0.10) 0.489  

SEb 0.028 0.028    

95% CIb -0.24, -0.13 -0.27, -0.16    

Ls Meanc -0.20 -0.23 0.03 (-0.07, 0.13) 0.549  

SEc 0.045 0.046    

95% CIc -0.29, -0.11 -0.32, -0.14    

 

  Day 15 Actual n 261 246    

Mean 0.07 0.07    

SD 0.326 0.298    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.36 -0.27    

SD 0.797 0.722    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.34 -0.32 -0.02 (-0.10, 0.06) 0.588  

SEb 0.029 0.030    

95% CIb -0.40, -0.29 -0.38, -0.26    

Ls Meanc -0.35 -0.36 0.00 (-0.06, 0.07) 0.887  

SEc 0.030 0.031    

95% CIc -0.41, -0.29 -0.42, -0.29    

 

  Day 29 Actual n 218 201    

Mean 0.01 0.01    

SD 0.151 0.100    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 172 165    

Mean -0.37 -0.34    

SD 0.710 0.676    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.38 -0.37 -0.01 (-0.09, 0.07) 0.825  

SEb 0.030 0.030    

95% CIb -0.44, -0.32 -0.43, -0.31    

Ls Meanc -0.36 -0.37 0.01 (-0.02, 0.04) 0.491  

SEc 0.013 0.014    

95% CIc -0.39, -0.33 -0.40, -0.34    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

0.05 (-0.01, 0.10)     

Ls Meanb -0.16 -0.20 0.04 (0.00, 0.08) 0.080  

 

  Baseline Actual n 260 270  <.001d  

Mean 0.34 0.34    

SD 0.741 0.727    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.32 0.33    

SD 0.668 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 234 249    

Mean 0.02 -0.01    

SD 0.755 0.746    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.17)     

Ls Meanb -0.02 -0.05 0.03 (-0.06, 0.12) 0.498  

SEb 0.036 0.035    

95% CIb -0.09, 0.05 -0.12, 0.02    

Ls Meanc 0.00 -0.03 0.03 (-0.09, 0.14) 0.629  

SEc 0.054 0.054    

95% CIc -0.11, 0.10 -0.14, 0.08    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.28 0.28    

SD 0.637 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 220 211    

Mean -0.08 -0.06    

SD 0.821 0.879    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb -0.10 -0.06 -0.04 (-0.14, 0.05) 0.406  

SEb 0.036 0.037    

95% CIb -0.17, -0.02 -0.13, 0.02    

Ls Meanc -0.12 -0.12 0.00 (-0.12, 0.12) 0.946  

SEc 0.056 0.057    

95% CIc -0.23, -0.01 -0.23, 0.00    

 

  Day 15 Actual n 261 246    

Mean 0.15 0.12    

SD 0.508 0.462    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.09 -0.22    

SD 0.742 0.726    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.00, 0.27)     

Ls Meanb -0.16 -0.26 0.10 (0.00, 0.20) 0.054  

SEb 0.038 0.038    

95% CIb -0.23, -0.09 -0.33, -0.18    

Ls Meanc -0.15 -0.26 0.10 (0.01, 0.20) 0.039  

SEc 0.046 0.047    

95% CIc -0.24, -0.06 -0.35, -0.16    

 

  Day 29 Actual n 218 201    

Mean 0.08 0.05    

SD 0.357 0.286    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 172 165    

Mean -0.23 -0.30    

SD 0.833 0.767    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.26 -0.32 0.06 (-0.04, 0.16) 0.261  

SEb 0.038 0.039    

95% CIb -0.33, -0.18 -0.39, -0.24    

Ls Meanc -0.26 -0.31 0.05 (-0.02, 0.12) 0.195  

SEc 0.034 0.035    

95% CIc -0.33, -0.20 -0.38, -0.24    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.04)     

Ls Meanb -0.90 -0.88 -0.02 (-0.08, 0.04) 0.505  

 

  Baseline Actual n 260 270  <.001d  

Mean 1.42 1.37    

SD 1.028 1.015    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    

 

  Day 3 Actual n 308 315    

Mean 1.09 1.12    

SD 0.993 1.001    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

   Change n 234 249    

Mean -0.26 -0.20    

SD 0.973 0.974    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.13, 0.13)     

Ls Meanb -0.36 -0.36 0.00 (-0.13, 0.14) 0.988  

SEb 0.052 0.051    

95% CIb -0.46, -0.26 -0.46, -0.26    

Ls Meanc -0.39 -0.37 -0.02 (-0.17, 0.13) 0.792  

SEc 0.071 0.071    

95% CIc -0.53, -0.25 -0.51, -0.23    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.87 0.87    

SD 0.948 0.952    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

   Change n 220 211    

Mean -0.49 -0.44    

SD 1.000 1.033    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.12)     

Ls Meanb -0.60 -0.58 -0.02 (-0.16, 0.12) 0.766  

SEb 0.053 0.053    

95% CIb -0.70, -0.50 -0.68, -0.47    

Ls Meanc -0.61 -0.62 0.01 (-0.14, 0.17) 0.863  

SEc 0.074 0.075    

95% CIc -0.75, -0.47 -0.77, -0.48    

 

  Day 15 Actual n 261 246    

Mean 0.41 0.41    

SD 0.705 0.711    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.96 -0.93    

SD 1.093 1.022    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.14)     

Ls Meanb -1.08 -1.07 0.00 (-0.15, 0.14) 0.950  

SEb 0.055 0.056    

95% CIb -1.18, -0.97 -1.18, -0.96    

Ls Meanc -1.07 -1.08 0.01 (-0.12, 0.15) 0.847  

SEc 0.065 0.067    

95% CIc -1.19, -0.94 -1.21, -0.95    

 

  Day 29 Actual n 218 201    

Mean 0.29 0.32    

SD 0.604 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 172 165    

Mean -1.10 -1.05    

SD 1.090 1.061    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.14)     

Ls Meanb -1.18 -1.17 -0.01 (-0.15, 0.14) 0.933  

SEb 0.056 0.056    

95% CIb -1.29, -1.07 -1.28, -1.06    

Ls Meanc -1.21 -1.21 0.00 (-0.12, 0.13) 0.957  

SEc 0.060 0.062    

95% CIc -1.33, -1.09 -1.33, -1.09    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.80 -0.80 0.00 (-0.04, 0.04) 0.934  

 

  Baseline Actual n 260 270  0.038d  

Mean 1.11 1.11    

SD 0.974 0.984    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 3 Actual n 308 315    

Mean 0.61 0.64    

SD 0.813 0.841    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 234 249    

Mean -0.46 -0.48    

SD 0.994 1.000    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.12)     

Ls Meanb -0.48 -0.49 0.01 (-0.10, 0.12) 0.918  

SEb 0.042 0.041    

95% CIb -0.57, -0.40 -0.57, -0.41    

Ls Meanc -0.57 -0.57 0.01 (-0.13, 0.14) 0.912  

SEc 0.064 0.064    

95% CIc -0.69, -0.44 -0.70, -0.45    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.48 0.51    

SD 0.814 0.732    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 220 211    

Mean -0.60 -0.58    

SD 1.053 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.16, 0.07)     

Ls Meanb -0.65 -0.61 -0.04 (-0.16, 0.07) 0.452  

SEb 0.043 0.043    

95% CIb -0.74, -0.57 -0.69, -0.52    

Ls Meanc -0.62 -0.62 0.00 (-0.14, 0.13) 0.994  

SEc 0.063 0.064    

95% CIc -0.75, -0.50 -0.75, -0.50    

 

  Day 15 Actual n 261 246    

Mean 0.23 0.24    

SD 0.591 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.87 -0.86    

SD 1.009 1.014    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.13)     

Ls Meanb -0.90 -0.90 0.00 (-0.12, 0.12) 0.963  

SEb 0.045 0.046    

95% CIb -0.99, -0.81 -0.99, -0.81    

Ls Meanc -0.86 -0.83 -0.02 (-0.13, 0.08) 0.670  

SEc 0.050 0.051    

95% CIc -0.95, -0.76 -0.93, -0.73    

 

  Day 29 Actual n 218 201    

Mean 0.11 0.16    

SD 0.368 0.477    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 172 165    

Mean -1.01 -0.97    

SD 1.029 0.933    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.06)     

Ls Meanb -1.03 -0.97 -0.06 (-0.18, 0.06) 0.341  

SEb 0.046 0.046    

95% CIb -1.12, -0.94 -1.06, -0.88    

Ls Meanc -1.04 -0.98 -0.07 (-0.15, 0.02) 0.126  

SEc 0.041 0.042    

95% CIc -1.12, -0.96 -1.06, -0.89    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.00)     

Ls Meanb -0.94 -0.90 -0.05 (-0.09, 0.00) 0.050  

 

  Baseline Actual n 260 270  0.784d  

Mean 1.18 1.20    

SD 1.043 0.977    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.67 0.69    

SD 0.873 0.885    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 234 249    

Mean -0.50 -0.51    

SD 1.016 1.016    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.54 -0.51 -0.03 (-0.14, 0.08) 0.591  

SEb 0.043 0.042    

95% CIb -0.63, -0.46 -0.59, -0.43    

Ls Meanc -0.57 -0.55 -0.03 (-0.17, 0.12) 0.725  

SEc 0.068 0.067    

95% CIc -0.71, -0.44 -0.68, -0.42    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.42 0.44    

SD 0.774 0.796    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 220 211    

Mean -0.70 -0.74    

SD 1.006 1.083    

Min -4.00 -3.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.09)     

Ls Meanb -0.79 -0.76 -0.03 (-0.14, 0.09) 0.629  

SEb 0.044 0.044    

95% CIb -0.87, -0.70 -0.85, -0.67    

Ls Meanc -0.74 -0.75 0.00 (-0.14, 0.14) 0.992  

SEc 0.065 0.066    

95% CIc -0.87, -0.62 -0.87, -0.62    

 

  Day 15 Actual n 261 246    

Mean 0.18 0.22    

SD 0.533 0.555    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.98 -0.98    

SD 1.075 1.005    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -1.06 -1.03 -0.03 (-0.15, 0.09) 0.668  

SEb 0.046 0.046    

95% CIb -1.15, -0.97 -1.12, -0.94    

Ls Meanc -0.99 -0.95 -0.04 (-0.14, 0.07) 0.504  

SEc 0.049 0.051    

95% CIc -1.08, -0.89 -1.05, -0.85    

 

  Day 29 Actual n 218 201    

Mean 0.11 0.17    

SD 0.392 0.470    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 172 165    

Mean -1.09 -1.01    

SD 1.094 1.053    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.25, -0.01)     

Ls Meanb -1.13 -1.00 -0.13 (-0.25, -0.01) 0.039  

SEb 0.046 0.047    

95% CIb -1.22, -1.04 -1.09, -0.91    

Ls Meanc -1.12 -1.04 -0.08 (-0.18, 0.01) 0.090  

SEc 0.045 0.046    

95% CIc -1.21, -1.03 -1.13, -0.94    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.34 -0.33 -0.02 (-0.04, 0.01) 0.252  

 

  Baseline Actual n 260 270  0.009d  

Mean 0.45 0.38    

SD 0.787 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.36 0.28    

SD 0.737 0.606    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 234 249    

Mean -0.06 -0.10    

SD 0.849 0.643    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.06, 0.26)     

Ls Meanb -0.05 -0.16 0.12 (0.05, 0.19) 0.001  

SEb 0.027 0.027    

95% CIb -0.10, 0.01 -0.22, -0.11    

Ls Meanc -0.09 -0.18 0.09 (-0.02, 0.20) 0.121  

SEc 0.053 0.052    

95% CIc -0.20, 0.01 -0.28, -0.08    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.19 0.25    

SD 0.532 0.634    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 220 211    

Mean -0.21 -0.16    

SD 0.779 0.703    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.22 -0.18 -0.04 (-0.12, 0.03) 0.251  

SEb 0.028 0.028    

95% CIb -0.28, -0.17 -0.24, -0.13    

Ls Meanc -0.27 -0.23 -0.04 (-0.14, 0.07) 0.502  

SEc 0.049 0.049    

95% CIc -0.37, -0.18 -0.33, -0.14    

 

  Day 15 Actual n 261 246    

Mean 0.05 0.05    

SD 0.335 0.309    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 30 of 1056 

Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.40 -0.34    

SD 0.823 0.648    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.39 -0.40 0.01 (-0.07, 0.09) 0.764  

SEb 0.029 0.029    

95% CIb -0.44, -0.33 -0.46, -0.34    

Ls Meanc -0.39 -0.41 0.02 (-0.04, 0.09) 0.456  

SEc 0.029 0.030    

95% CIc -0.44, -0.33 -0.47, -0.35    

 

  Day 29 Actual n 218 201    

Mean 0.01 0.03    

SD 0.117 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

   Change n 172 165    

Mean -0.47 -0.38    

SD 0.847 0.666    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.09)     

Ls Meanb -0.43 -0.41 -0.01 (-0.09, 0.07) 0.777  

SEb 0.030 0.030    

95% CIb -0.48, -0.37 -0.47, -0.36    

Ls Meanc -0.45 -0.42 -0.02 (-0.07, 0.02) 0.332  

SEc 0.021 0.022    

95% CIc -0.49, -0.41 -0.47, -0.38    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.04 (-0.02, 0.09)     

Ls Meanb -0.42 -0.46 0.04 (-0.02, 0.09) 0.213  

 

  Baseline Actual n 260 270  <.001d  

Mean 0.66 0.68    

SD 0.980 0.992    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.59 0.70    

SD 0.888 0.958    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 234 249    

Mean -0.05 -0.01    

SD 1.033 1.055    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.18, 0.05)     

Ls Meanb -0.12 -0.05 -0.06 (-0.18, 0.05) 0.289  

SEb 0.046 0.045    

95% CIb -0.21, -0.03 -0.14, 0.04    

Ls Meanc -0.18 -0.13 -0.06 (-0.20, 0.09) 0.454  

SEc 0.070 0.070    

95% CIc -0.32, -0.04 -0.26, 0.01    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.51 0.55    

SD 0.864 0.872    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 220 211    

Mean -0.16 -0.12    

SD 1.182 1.131    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.14, 0.11)     

Ls Meanb -0.22 -0.21 -0.02 (-0.13, 0.10) 0.802  

SEb 0.046 0.047    

95% CIb -0.31, -0.13 -0.30, -0.12    

Ls Meanc -0.28 -0.25 -0.03 (-0.19, 0.12) 0.668  

SEc 0.072 0.074    

95% CIc -0.43, -0.14 -0.40, -0.11    

 

  Day 15 Actual n 261 246    

Mean 0.22 0.21    

SD 0.617 0.531    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.40 -0.47    

SD 1.049 1.142    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.09, 0.17)     

Ls Meanb -0.50 -0.54 0.04 (-0.09, 0.16) 0.559  

SEb 0.048 0.049    

95% CIb -0.59, -0.41 -0.63, -0.44    

Ls Meanc -0.50 -0.53 0.03 (-0.09, 0.15) 0.609  

SEc 0.055 0.057    

95% CIc -0.60, -0.39 -0.64, -0.41    

 

  Day 29 Actual n 218 201    

Mean 0.16 0.07    

SD 0.546 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 172 165    

Mean -0.48 -0.56    

SD 0.970 1.038    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.02, 0.28)     

Ls Meanb -0.53 -0.68 0.15 (0.02, 0.27) 0.020  

SEb 0.048 0.049    

95% CIb -0.62, -0.43 -0.77, -0.58    

Ls Meanc -0.56 -0.62 0.07 (-0.02, 0.16) 0.134  

SEc 0.043 0.044    

95% CIc -0.64, -0.47 -0.71, -0.54    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.03 (-0.02, 0.09)     

Ls Meanb -0.40 -0.43 0.03 (-0.02, 0.09) 0.262  

 

  Baseline Actual n 260 270  <.001d  

Mean 0.61 0.63    

SD 0.926 0.943    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.51 0.61    

SD 0.837 0.887    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 234 249    

Mean -0.07 -0.04    

SD 0.893 0.983    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.11 -0.08 -0.03 (-0.14, 0.08) 0.647  

SEb 0.043 0.043    

95% CIb -0.19, -0.02 -0.17, 0.00    

Ls Meanc -0.18 -0.14 -0.05 (-0.18, 0.09) 0.509  

SEc 0.065 0.065    

95% CIc -0.31, -0.05 -0.26, -0.01    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.47 0.50    

SD 0.847 0.852    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 220 211    

Mean -0.15 -0.13    

SD 1.108 1.103    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.18 -0.18 0.00 (-0.11, 0.11) 0.973  

SEb 0.044 0.044    

95% CIb -0.27, -0.10 -0.27, -0.10    

Ls Meanc -0.26 -0.24 -0.02 (-0.17, 0.14) 0.844  

SEc 0.071 0.072    

95% CIc -0.40, -0.12 -0.39, -0.10    

 

  Day 15 Actual n 261 246    

Mean 0.20 0.18    

SD 0.574 0.495    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.40 -0.45    

SD 1.004 1.088    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.46 -0.51 0.05 (-0.07, 0.17) 0.436  

SEb 0.046 0.046    

95% CIb -0.55, -0.37 -0.60, -0.42    

Ls Meanc -0.44 -0.48 0.04 (-0.07, 0.15) 0.503  

SEc 0.051 0.053    

95% CIc -0.54, -0.34 -0.58, -0.37    

 

  Day 29 Actual n 218 201    

Mean 0.12 0.06    

SD 0.445 0.294    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 172 165    

Mean -0.48 -0.53    

SD 0.958 0.979    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.02, 0.23)     

Ls Meanb -0.51 -0.61 0.10 (-0.02, 0.22) 0.095  

SEb 0.046 0.046    

95% CIb -0.60, -0.42 -0.70, -0.52    

Ls Meanc -0.53 -0.59 0.06 (-0.02, 0.15) 0.141  

SEc 0.039 0.041    

95% CIc -0.60, -0.45 -0.67, -0.51    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.48 -0.50 0.02 (-0.01, 0.05) 0.278  

 

  Baseline Actual n 259 270  0.613d  

Mean 0.63 0.65    

SD 0.773 0.784    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.45 0.39    

SD 0.695 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 233 249    

Mean -0.14 -0.30    

SD 0.819 0.741    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.05, 0.25)     

Ls Meanb -0.19 -0.31 0.12 (0.04, 0.20) 0.004  

SEb 0.031 0.030    

95% CIb -0.25, -0.13 -0.37, -0.25    

Ls Meanc -0.21 -0.33 0.13 (0.02, 0.23) 0.023  

SEc 0.051 0.051    

95% CIc -0.31, -0.10 -0.43, -0.23    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.33 0.29    

SD 0.579 0.564    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 219 211    

Mean -0.31 -0.36    

SD 0.792 0.733    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.15)     

Ls Meanb -0.37 -0.40 0.03 (-0.05, 0.12) 0.436  

SEb 0.031 0.032    

95% CIb -0.43, -0.31 -0.47, -0.34    

Ls Meanc -0.33 -0.39 0.06 (-0.04, 0.16) 0.258  

SEc 0.046 0.047    

95% CIc -0.43, -0.24 -0.48, -0.30    

 

  Day 15 Actual n 261 246    

Mean 0.16 0.14    

SD 0.426 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 193 187    

Mean -0.47 -0.56    

SD 0.743 0.769    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.52 -0.54 0.02 (-0.06, 0.11) 0.611  

SEb 0.033 0.033    

95% CIb -0.58, -0.45 -0.61, -0.47    

Ls Meanc -0.54 -0.58 0.05 (-0.03, 0.13) 0.258  

SEc 0.038 0.039    

95% CIc -0.61, -0.46 -0.66, -0.51    

 

  Day 29 Actual n 218 201    

Mean 0.10 0.09    

SD 0.353 0.341    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 171 165    

Mean -0.44 -0.59    

SD 0.737 0.757    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.11, 0.12)     

Ls Meanb -0.57 -0.58 0.01 (-0.08, 0.10) 0.899  

SEb 0.034 0.034    

95% CIb -0.64, -0.51 -0.65, -0.51    

Ls Meanc -0.50 -0.52 0.02 (-0.04, 0.08) 0.531  

SEc 0.029 0.030    

95% CIc -0.56, -0.44 -0.58, -0.46    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.27 -0.31 0.04 (0.00, 0.08) 0.033  

 

  Baseline Actual n 260 270  0.009d  

Mean 0.46 0.44    

SD 0.816 0.791    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.38 0.34    

SD 0.736 0.733    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

   Change n 234 249    

Mean -0.08 -0.08    

SD 0.740 0.723    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.10 -0.13 0.04 (-0.06, 0.13) 0.437  

SEb 0.036 0.036    

95% CIb -0.17, -0.03 -0.20, -0.06    

Ls Meanc -0.08 -0.09 0.01 (-0.10, 0.12) 0.847  

SEc 0.053 0.053    

95% CIc -0.18, 0.03 -0.19, 0.01    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.25 0.29    

SD 0.650 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

   Change n 220 211    

Mean -0.20 -0.18    

SD 0.869 0.802    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.07)     

Ls Meanb -0.21 -0.17 -0.04 (-0.14, 0.06) 0.440  

SEb 0.037 0.037    

95% CIb -0.28, -0.13 -0.24, -0.10    

Ls Meanc -0.20 -0.20 -0.01 (-0.13, 0.11) 0.894  

SEc 0.056 0.056    

95% CIc -0.31, -0.10 -0.31, -0.09    

 

  Day 15 Actual n 261 246    

Mean 0.18 0.09    

SD 0.547 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.21 -0.32    

SD 0.845 0.811    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.15 (0.03, 0.28)     

Ls Meanb -0.26 -0.39 0.12 (0.02, 0.23) 0.018  

SEb 0.039 0.039    

95% CIb -0.34, -0.19 -0.47, -0.31    

Ls Meanc -0.26 -0.38 0.12 (0.02, 0.22) 0.017  

SEc 0.047 0.049    

95% CIc -0.35, -0.16 -0.47, -0.28    

 

  Day 29 Actual n 218 201    

Mean 0.11 0.09    

SD 0.392 0.349    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 172 165    

Mean -0.34 -0.32    

SD 0.873 0.796    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.35 -0.39 0.04 (-0.06, 0.15) 0.424  

SEb 0.039 0.039    

95% CIb -0.43, -0.27 -0.47, -0.31    

Ls Meanc -0.35 -0.39 0.05 (-0.03, 0.12) 0.255  

SEc 0.037 0.039    

95% CIc -0.42, -0.27 -0.47, -0.32    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.53 -0.53 0.01 (-0.02, 0.04) 0.639  

 

  Baseline Actual n 259 270  0.535d  

Mean 0.62 0.66    

SD 0.800 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 308 315    

Mean 0.37 0.36    

SD 0.680 0.678    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 233 249    

Mean -0.21 -0.34    

SD 0.831 0.842    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.17)     

Ls Meanb -0.28 -0.34 0.06 (-0.02, 0.14) 0.145  

SEb 0.031 0.031    

95% CIb -0.34, -0.22 -0.40, -0.28    

Ls Meanc -0.27 -0.34 0.07 (-0.04, 0.19) 0.194  

SEc 0.053 0.053    

95% CIc -0.37, -0.16 -0.45, -0.24    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.26 0.21    

SD 0.636 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

   Change n 219 211    

Mean -0.36 -0.48    

SD 0.842 0.922    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.45 -0.48 0.03 (-0.05, 0.11) 0.490  

SEb 0.032 0.032    

95% CIb -0.52, -0.39 -0.55, -0.42    

Ls Meanc -0.43 -0.48 0.05 (-0.06, 0.15) 0.361  

SEc 0.048 0.049    

95% CIc -0.53, -0.34 -0.58, -0.39    

 

  Day 15 Actual n 261 246    

Mean 0.11 0.10    

SD 0.432 0.359    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 193 187    

Mean -0.49 -0.61    

SD 0.867 0.869    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.57 -0.59 0.02 (-0.07, 0.11) 0.723  

SEb 0.034 0.034    

95% CIb -0.64, -0.51 -0.65, -0.52    

Ls Meanc -0.55 -0.58 0.03 (-0.05, 0.11) 0.509  

SEc 0.038 0.039    

95% CIc -0.62, -0.48 -0.65, -0.50    

 

  Day 29 Actual n 218 201    

Mean 0.06 0.10    

SD 0.314 0.366    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 171 165    

Mean -0.55 -0.56    

SD 0.848 0.829    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.18, 0.04)     

Ls Meanb -0.64 -0.58 -0.06 (-0.15, 0.03) 0.196  

SEb 0.034 0.034    

95% CIb -0.71, -0.57 -0.65, -0.51    

Ls Meanc -0.61 -0.58 -0.03 (-0.10, 0.04) 0.451  

SEc 0.034 0.035    

95% CIc -0.67, -0.54 -0.65, -0.51    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

-0.01 (-0.04, 0.02)     

Ls Meanb -0.09 -0.08 0.00 (-0.02, 0.01) 0.429  

 

  Baseline Actual n 260 270  0.026d  

Mean 0.14 0.06    

SD 0.541 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 308 315    

Mean 0.07 0.04    

SD 0.331 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 234 249    

Mean -0.07 -0.02    

SD 0.503 0.347    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.02, 0.14)     

Ls Meanb -0.03 -0.06 0.02 (-0.01, 0.06) 0.169  

SEb 0.013 0.013    

95% CIb -0.06, 0.00 -0.08, -0.03    

Ls Meanc -0.05 -0.06 0.02 (-0.04, 0.07) 0.571  

SEc 0.025 0.025    

95% CIc -0.10, 0.00 -0.11, -0.02    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 283 275    

Mean 0.04 0.03    

SD 0.250 0.247    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 220 211    

Mean -0.09 0.00    

SD 0.558 0.396    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.07)     

Ls Meanb -0.06 -0.06 -0.01 (-0.04, 0.03) 0.730  

SEb 0.014 0.014    

95% CIb -0.09, -0.04 -0.08, -0.03    

Ls Meanc -0.07 -0.06 -0.01 (-0.06, 0.05) 0.821  

SEc 0.024 0.025    

95% CIc -0.11, -0.02 -0.11, -0.01    

 

  Day 15 Actual n 261 246    

Mean 0.02 0.01    

SD 0.151 0.128    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 194 187    

Mean -0.16 -0.04    

SD 0.602 0.240    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.09)     

Ls Meanb -0.10 -0.10 0.00 (-0.04, 0.04) 0.887  

SEb 0.014 0.015    

95% CIb -0.13, -0.07 -0.13, -0.07    

Ls Meanc -0.10 -0.11 0.01 (-0.01, 0.04) 0.278  

SEc 0.012 0.012    

95% CIc -0.12, -0.07 -0.13, -0.09    

 

  Day 29 Actual n 218 201    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 172 165    

Mean -0.19 -0.04    

SD 0.631 0.255    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.12, 0.06)     

Ls Meanb -0.12 -0.11 -0.01 (-0.05, 0.03) 0.561  

SEb 0.015 0.015    

95% CIb -0.15, -0.09 -0.13, -0.08    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Positive 

baseline serum 

for SARS-CoV-2 

serology 

Body Aches Overall  Effect Size (95% 

CI)a 

0.07 (-0.03, 0.16)     

Ls Meanb -0.54 -0.60 0.07 (-0.03, 0.16) 0.162  

 

  Baseline Actual n 43 51    

Mean 0.86 0.75    

SD 1.014 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.45 0.33    

SD 0.829 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 39 45    

Mean -0.44 -0.40    

SD 0.968 0.809    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.22, 0.27)     

Ls Meanb -0.41 -0.43 0.03 (-0.21, 0.27) 0.830  

SEb 0.093 0.086    

95% CIb -0.59, -0.23 -0.60, -0.27    

Ls Meanc -0.42 -0.44 0.03 (-0.27, 0.32) 0.857  

SEc 0.140 0.122    

95% CIc -0.70, -0.14 -0.69, -0.20    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.19 0.26    

SD 0.500 0.738    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 37 42    

Mean -0.70 -0.55    

SD 1.024 0.968    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.36, 0.14)     

Ls Meanb -0.65 -0.54 -0.11 (-0.35, 0.14) 0.382  

SEb 0.094 0.087    

95% CIb -0.84, -0.47 -0.71, -0.37    

Ls Meanc -0.64 -0.56 -0.08 (-0.36, 0.20) 0.550  

SEc 0.125 0.113    

95% CIc -0.89, -0.39 -0.78, -0.33    

 

  Day 15 Actual n 37 49    

Mean 0.24 0.08    

SD 0.597 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.65 -0.69    

SD 1.082 0.863    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.19 (-0.08, 0.45)     

Ls Meanb -0.55 -0.73 0.18 (-0.08, 0.44) 0.167  

SEb 0.099 0.090    

95% CIb -0.74, -0.35 -0.90, -0.55    

Ls Meanc -0.60 -0.74 0.14 (-0.06, 0.34) 0.176  

SEc 0.091 0.077    

95% CIc -0.78, -0.42 -0.89, -0.58    

 

  Day 29 Actual n 28 40    

Mean 0.14 0.20    

SD 0.525 0.564    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 25 35    

Mean -0.52 -0.63    

SD 0.823 0.910    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.21, 0.34)     

Ls Meanb -0.56 -0.62 0.06 (-0.20, 0.33) 0.644  

SEb 0.105 0.092    

95% CIb -0.77, -0.36 -0.81, -0.44    

Ls Meanc -0.61 -0.55 -0.06 (-0.32, 0.20) 0.637  

SEc 0.127 0.100    

95% CIc -0.87, -0.36 -0.75, -0.35    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Chills Overall  Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.02)     

Ls Meanb -0.46 -0.43 -0.03 (-0.07, 0.02) 0.256  

 

  Baseline Actual n 43 51    

Mean 0.40 0.61    

SD 0.728 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.09 0.20    

SD 0.282 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 39 45    

Mean -0.28 -0.47    

SD 0.605 0.842    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.15 (-0.32, 0.02)     

Ls Meanb -0.45 -0.33 -0.12 (-0.26, 0.02) 0.085  

SEb 0.053 0.049    

95% CIb -0.55, -0.35 -0.42, -0.23    

Ls Meanc -0.45 -0.36 -0.09 (-0.26, 0.08) 0.305  

SEc 0.079 0.068    

95% CIc -0.61, -0.29 -0.50, -0.23    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.05 0.19    

SD 0.305 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 37 42    

Mean -0.24 -0.45    

SD 0.641 1.087    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.36, -0.01)     

Ls Meanb -0.44 -0.29 -0.15 (-0.29, -0.01) 0.041  

SEb 0.053 0.050    

95% CIb -0.54, -0.33 -0.39, -0.19    

Ls Meanc -0.45 -0.31 -0.14 (-0.40, 0.12) 0.289  

SEc 0.114 0.101    

95% CIc -0.67, -0.22 -0.51, -0.11    

 

  Day 15 Actual n 37 49    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.32 -0.64    

SD 0.599 0.903    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.09, 0.28)     

Ls Meanb -0.45 -0.53 0.08 (-0.07, 0.22) 0.306  

SEb 0.057 0.051    

95% CIb -0.56, -0.34 -0.63, -0.43    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    

 

  Day 29 Actual n 28 40    

Mean 0.00 0.08    

SD 0.000 0.350    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

   Change n 25 35    

Mean -0.32 -0.66    

SD 0.627 0.998    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.27, 0.13)     

Ls Meanb -0.49 -0.43 -0.06 (-0.21, 0.10) 0.482  

SEb 0.062 0.053    

95% CIb -0.61, -0.37 -0.54, -0.33    

Ls Meanc -0.57 -0.48 -0.09 (-0.25, 0.07) 0.276  

SEc 0.076 0.060    

95% CIc -0.72, -0.42 -0.61, -0.36    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Congestion Overall  Effect Size (95% 

CI)a 

0.09 (0.00, 0.18)     

Ls Meanb -0.41 -0.48 0.07 (0.00, 0.15) 0.060  

 

  Baseline Actual n 43 51    

Mean 0.74 0.51    

SD 0.928 0.703    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 47 54    

Mean 0.47 0.26    

SD 0.747 0.483    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 45    

Mean -0.31 -0.29    

SD 0.731 0.661    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.18 (-0.04, 0.40)     

Ls Meanb -0.23 -0.37 0.15 (-0.03, 0.32) 0.108  

SEb 0.069 0.064    

95% CIb -0.36, -0.09 -0.50, -0.25    

Ls Meanc -0.25 -0.36 0.11 (-0.11, 0.33) 0.305  

SEc 0.103 0.090    

95% CIc -0.45, -0.04 -0.54, -0.18    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.28 0.26    

SD 0.549 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 37 42    

Mean -0.38 -0.31    

SD 0.758 0.715    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.16, 0.28)     

Ls Meanb -0.31 -0.36 0.05 (-0.13, 0.23) 0.582  

SEb 0.070 0.065    

95% CIb -0.45, -0.17 -0.49, -0.23    

Ls Meanc -0.31 -0.33 0.03 (-0.19, 0.24) 0.797  

SEc 0.096 0.087    

95% CIc -0.50, -0.11 -0.51, -0.16    

 

  Day 15 Actual n 37 49    

Mean 0.14 0.06    

SD 0.347 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.58 -0.46    

SD 0.807 0.682    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.13, 0.33)     

Ls Meanb -0.45 -0.54 0.08 (-0.10, 0.27) 0.381  

SEb 0.073 0.066    

95% CIb -0.60, -0.31 -0.67, -0.41    

Ls Meanc -0.48 -0.56 0.08 (-0.05, 0.21) 0.234  

SEc 0.059 0.051    

95% CIc -0.60, -0.36 -0.66, -0.46    

 

  Day 29 Actual n 28 40    

Mean 0.11 0.05    

SD 0.416 0.316    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 25 35    

Mean -0.48 -0.43    

SD 0.770 0.739    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.13 (-0.11, 0.37)     

Ls Meanb -0.38 -0.49 0.10 (-0.09, 0.30) 0.289  

SEb 0.076 0.068    

95% CIb -0.53, -0.23 -0.62, -0.35    

Ls Meanc -0.33 -0.42 0.09 (-0.11, 0.28) 0.389  

SEc 0.096 0.076    

95% CIc -0.52, -0.14 -0.57, -0.27    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Cough Overall  Effect Size (95% 

CI)a 

-0.04 (-0.19, 0.11)     

Ls Meanb -0.73 -0.70 -0.04 (-0.17, 0.10) 0.593  

 

  Baseline Actual n 43 51    

Mean 1.33 1.10    

SD 0.944 0.781    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.94 0.89    

SD 0.895 0.793    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 2.00    

 

   Change n 39 45    

Mean -0.33 -0.24    

SD 0.662 0.830    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.31, 0.31)     

Ls Meanb -0.27 -0.28 0.00 (-0.26, 0.27) 0.983  

SEb 0.105 0.098    

95% CIb -0.48, -0.07 -0.47, -0.08    

Ls Meanc -0.36 -0.35 -0.01 (-0.31, 0.28) 0.935  

SEc 0.140 0.123    

95% CIc -0.64, -0.08 -0.59, -0.10    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.60 0.58    

SD 0.760 0.770    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 37 42    

Mean -0.62 -0.48    

SD 0.758 0.804    

Min -2.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.35, 0.28)     

Ls Meanb -0.54 -0.52 -0.03 (-0.30, 0.24) 0.839  

SEb 0.106 0.099    

95% CIb -0.75, -0.34 -0.71, -0.32    

Ls Meanc -0.60 -0.56 -0.04 (-0.34, 0.26) 0.788  

SEc 0.132 0.121    

95% CIc -0.87, -0.34 -0.80, -0.32    

 

  Day 15 Actual n 37 49    

Mean 0.27 0.33    

SD 0.560 0.591    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.94 -0.67    

SD 1.031 0.701    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.13 (-0.45, 0.20)     

Ls Meanb -0.87 -0.76 -0.11 (-0.39, 0.17) 0.440  

SEb 0.110 0.101    

95% CIb -1.09, -0.65 -0.96, -0.56    

Ls Meanc -0.87 -0.77 -0.10 (-0.39, 0.18) 0.471  

SEc 0.129 0.112    

95% CIc -1.13, -0.61 -0.99, -0.54    

 

  Day 29 Actual n 28 40    

Mean 0.21 0.18    

SD 0.568 0.385    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 25 35    

Mean -1.04 -0.97    

SD 0.978 0.891    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.11 (-0.23, 0.44)     

Ls Meanb -0.90 -0.99 0.09 (-0.19, 0.38) 0.528  

SEb 0.114 0.102    

95% CIb -1.12, -0.68 -1.19, -0.79    

Ls Meanc -0.95 -1.00 0.05 (-0.21, 0.31) 0.696  

SEc 0.125 0.100    

95% CIc -1.20, -0.70 -1.20, -0.79    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Diarrhea Overall  Effect Size (95% 

CI)a 

0.11 (0.05, 0.17)     

Ls Meanb -0.20 -0.28 0.08 (0.04, 0.13) 0.001  

 

  Baseline Actual n 43 51    

Mean 0.37 0.35    

SD 0.787 0.716    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.13 0.13    

SD 0.397 0.436    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 45    

Mean -0.15 -0.22    

SD 0.630 0.735    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.09 (-0.09, 0.27)     

Ls Meanb -0.14 -0.21 0.07 (-0.07, 0.20) 0.333  

SEb 0.052 0.048    

95% CIb -0.24, -0.04 -0.30, -0.11    

Ls Meanc -0.18 -0.24 0.06 (-0.11, 0.23) 0.512  

SEc 0.081 0.070    

95% CIc -0.34, -0.02 -0.37, -0.10    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.07 0.04    

SD 0.258 0.192    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 37 42    

Mean -0.24 -0.33    

SD 0.597 0.687    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.11 (-0.07, 0.30)     

Ls Meanb -0.22 -0.30 0.08 (-0.05, 0.22) 0.236  

SEb 0.053 0.049    

95% CIb -0.32, -0.11 -0.40, -0.20    

Ls Meanc -0.27 -0.33 0.06 (-0.04, 0.15) 0.218  

SEc 0.042 0.038    

95% CIc -0.36, -0.19 -0.40, -0.26    

 

  Day 15 Actual n 37 49    

Mean 0.14 0.08    

SD 0.481 0.400    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.16 -0.26    

SD 0.688 0.715    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.06, 0.33)     

Ls Meanb -0.17 -0.27 0.10 (-0.05, 0.25) 0.185  

SEb 0.057 0.051    

95% CIb -0.28, -0.06 -0.37, -0.17    

Ls Meanc -0.17 -0.28 0.11 (-0.09, 0.31) 0.291  

SEc 0.091 0.078    

95% CIc -0.35, 0.01 -0.44, -0.12    

 

  Day 29 Actual n 28 40    

Mean 0.07 0.03    

SD 0.378 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

   Change n 25 35    

Mean -0.12 -0.29    

SD 0.332 0.622    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.13 (-0.07, 0.34)     

Ls Meanb -0.19 -0.29 0.10 (-0.06, 0.25) 0.211  

SEb 0.061 0.053    

95% CIb -0.31, -0.07 -0.39, -0.19    

Ls Meanc -0.15 -0.23 0.08 (-0.05, 0.21) 0.205  

SEc 0.061 0.048    

95% CIc -0.28, -0.03 -0.33, -0.14    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Difficulty 

Breathing 

Overall  Effect Size (95% 

CI)a 

-0.10 (-0.18, -0.03)     

Ls Meanb -0.27 -0.19 -0.08 (-0.14, -0.02) 0.008  

 

  Baseline Actual n 43 51    

Mean 0.40 0.33    

SD 0.821 0.739    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.26 0.13    

SD 0.642 0.391    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 39 45    

Mean -0.10 -0.16    

SD 0.718 0.706    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.13, 0.27)     

Ls Meanb -0.14 -0.19 0.06 (-0.10, 0.21) 0.476  

SEb 0.060 0.056    

95% CIb -0.25, -0.02 -0.30, -0.08    

Ls Meanc -0.18 -0.22 0.04 (-0.16, 0.23) 0.697  

SEc 0.092 0.080    

95% CIc -0.36, 0.00 -0.38, -0.06    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.05 0.23    

SD 0.305 0.609    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 37 42    

Mean -0.27 0.00    

SD 0.732 0.911    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.28 (-0.49, -0.08)     

Ls Meanb -0.27 -0.05 -0.22 (-0.38, -0.06) 0.006  

SEb 0.061 0.057    

95% CIb -0.39, -0.15 -0.16, 0.06    

Ls Meanc -0.30 -0.07 -0.24 (-0.48, 0.01) 0.057  

SEc 0.109 0.098    

95% CIc -0.52, -0.09 -0.27, 0.13    

 

  Day 15 Actual n 37 49    

Mean 0.05 0.12    

SD 0.329 0.331    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.29 -0.21    

SD 0.693 0.656    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.32, 0.10)     

Ls Meanb -0.31 -0.22 -0.09 (-0.25, 0.08) 0.305  

SEb 0.064 0.058    

95% CIb -0.44, -0.18 -0.34, -0.11    

Ls Meanc -0.31 -0.21 -0.10 (-0.21, 0.01) 0.066  

SEc 0.048 0.041    

95% CIc -0.40, -0.21 -0.29, -0.12    

 

  Day 29 Actual n 28 40    

Mean 0.00 0.05    

SD 0.000 0.221    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 25 35    

Mean -0.20 -0.29    

SD 0.577 0.710    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.20)     

Ls Meanb -0.30 -0.28 -0.02 (-0.19, 0.15) 0.827  

SEb 0.068 0.060    

95% CIb -0.43, -0.16 -0.40, -0.16    

Ls Meanc -0.28 -0.24 -0.05 (-0.14, 0.05) 0.319  

SEc 0.046 0.036    

95% CIc -0.38, -0.19 -0.31, -0.16    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Fatigue Overall  Effect Size (95% 

CI)a 

-0.09 (-0.21, 0.02)     

Ls Meanb -0.91 -0.81 -0.10 (-0.22, 0.02) 0.112  

 

  Baseline Actual n 43 51    

Mean 1.16 1.27    

SD 1.090 1.041    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.60 0.87    

SD 0.825 0.825    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

   Change n 39 45    

Mean -0.59 -0.27    

SD 0.966 0.986    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.35 (-0.61, -0.09)     

Ls Meanb -0.67 -0.30 -0.37 (-0.65, -0.09) 0.009  

SEb 0.109 0.101    

95% CIb -0.88, -0.46 -0.50, -0.10    

Ls Meanc -0.61 -0.27 -0.34 (-0.66, -0.01) 0.043  

SEc 0.154 0.134    

95% CIc -0.92, -0.30 -0.54, -0.01    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 68 of 1056 

Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.44 0.66    

SD 0.765 0.854    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 37 42    

Mean -0.70 -0.57    

SD 1.051 0.991    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.21 (-0.48, 0.05)     

Ls Meanb -0.82 -0.59 -0.23 (-0.51, 0.06) 0.116  

SEb 0.110 0.102    

95% CIb -1.04, -0.60 -0.79, -0.39    

Ls Meanc -0.75 -0.57 -0.18 (-0.50, 0.14) 0.271  

SEc 0.144 0.129    

95% CIc -1.04, -0.46 -0.83, -0.31    

 

  Day 15 Actual n 37 49    

Mean 0.30 0.31    

SD 0.661 0.585    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -1.00 -0.85    

SD 1.095 1.014    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.32, 0.24)     

Ls Meanb -0.94 -0.90 -0.04 (-0.34, 0.25) 0.777  

SEb 0.115 0.105    

95% CIb -1.17, -0.72 -1.11, -0.70    

Ls Meanc -1.03 -0.93 -0.10 (-0.39, 0.19) 0.486  

SEc 0.131 0.112    

95% CIc -1.29, -0.76 -1.15, -0.70    

 

  Day 29 Actual n 28 40    

Mean 0.18 0.25    

SD 0.548 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 25 35    

Mean -0.88 -1.11    

SD 0.927 1.051    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.21, 0.36)     

Ls Meanb -1.00 -1.08 0.08 (-0.22, 0.39) 0.587  

SEb 0.120 0.107    

95% CIb -1.23, -0.76 -1.29, -0.87    

Ls Meanc -1.09 -1.01 -0.07 (-0.31, 0.17) 0.545  

SEc 0.116 0.092    

95% CIc -1.32, -0.85 -1.20, -0.83    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Headache Overall  Effect Size (95% 

CI)a 

0.06 (-0.02, 0.15)     

Ls Meanb -0.71 -0.77 0.06 (-0.02, 0.14) 0.132  

 

  Baseline Actual n 43 51    

Mean 0.95 0.94    

SD 1.045 0.858    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.51 0.43    

SD 0.748 0.633    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 45    

Mean -0.41 -0.60    

SD 0.993 1.009    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.11, 0.35)     

Ls Meanb -0.48 -0.60 0.11 (-0.11, 0.34) 0.315  

SEb 0.086 0.079    

95% CIb -0.65, -0.32 -0.75, -0.44    

Ls Meanc -0.44 -0.59 0.15 (-0.15, 0.44) 0.325  

SEc 0.140 0.122    

95% CIc -0.72, -0.17 -0.83, -0.35    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.28 0.32    

SD 0.549 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 37 42    

Mean -0.68 -0.76    

SD 1.056 0.932    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.22, 0.25)     

Ls Meanb -0.71 -0.73 0.01 (-0.21, 0.24) 0.898  

SEb 0.087 0.081    

95% CIb -0.88, -0.54 -0.88, -0.57    

Ls Meanc -0.69 -0.73 0.04 (-0.20, 0.27) 0.756  

SEc 0.105 0.094    

95% CIc -0.90, -0.48 -0.92, -0.54    

 

  Day 15 Actual n 37 49    

Mean 0.24 0.18    

SD 0.597 0.441    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.84 -0.77    

SD 1.128 0.842    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.16, 0.34)     

Ls Meanb -0.73 -0.82 0.09 (-0.15, 0.33) 0.460  

SEb 0.092 0.083    

95% CIb -0.91, -0.55 -0.98, -0.66    

Ls Meanc -0.91 -0.90 -0.01 (-0.24, 0.23) 0.956  

SEc 0.105 0.089    

95% CIc -1.12, -0.70 -1.08, -0.72    

 

  Day 29 Actual n 28 40    

Mean 0.14 0.13    

SD 0.448 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 25 35    

Mean -0.76 -0.89    

SD 0.970 0.932    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.19, 0.34)     

Ls Meanb -0.81 -0.88 0.07 (-0.18, 0.32) 0.566  

SEb 0.098 0.086    

95% CIb -1.00, -0.62 -1.05, -0.71    

Ls Meanc -0.91 -0.86 -0.05 (-0.25, 0.14) 0.596  

SEc 0.095 0.075    

95% CIc -1.10, -0.72 -1.01, -0.70    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Muscle Aches Overall  Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.66 -0.63 -0.03 (-0.14, 0.07) 0.517  

 

  Baseline Actual n 43 51    

Mean 0.98 0.78    

SD 0.913 0.966    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.36 0.39    

SD 0.764 0.738    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 39 45    

Mean -0.64 -0.40    

SD 0.959 0.751    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.36, 0.15)     

Ls Meanb -0.55 -0.45 -0.10 (-0.33, 0.14) 0.425  

SEb 0.093 0.086    

95% CIb -0.73, -0.37 -0.62, -0.28    

Ls Meanc -0.59 -0.47 -0.13 (-0.43, 0.17) 0.398  

SEc 0.142 0.123    

95% CIc -0.88, -0.31 -0.71, -0.22    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.21 0.28    

SD 0.600 0.690    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 37 42    

Mean -0.81 -0.57    

SD 0.938 0.991    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.37, 0.14)     

Ls Meanb -0.69 -0.58 -0.11 (-0.35, 0.14) 0.389  

SEb 0.094 0.087    

95% CIb -0.87, -0.51 -0.75, -0.41    

Ls Meanc -0.67 -0.57 -0.10 (-0.38, 0.19) 0.505  

SEc 0.128 0.115    

95% CIc -0.93, -0.42 -0.80, -0.34    

 

  Day 15 Actual n 37 49    

Mean 0.19 0.18    

SD 0.518 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.90 -0.62    

SD 0.944 0.963    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.33, 0.21)     

Ls Meanb -0.70 -0.64 -0.06 (-0.31, 0.19) 0.653  

SEb 0.098 0.089    

95% CIb -0.89, -0.51 -0.82, -0.47    

Ls Meanc -0.80 -0.71 -0.10 (-0.34, 0.14) 0.423  

SEc 0.109 0.092    

95% CIc -1.02, -0.59 -0.89, -0.52    

 

  Day 29 Actual n 28 40    

Mean 0.11 0.20    

SD 0.416 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 25 35    

Mean -0.80 -0.69    

SD 0.816 1.051    

Min -2.00 -3.00    

Median -1.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.28, 0.27)     

Ls Meanb -0.71 -0.70 0.00 (-0.26, 0.26) 0.992  

SEb 0.102 0.091    

95% CIb -0.91, -0.51 -0.88, -0.53    

Ls Meanc -0.74 -0.62 -0.13 (-0.35, 0.10) 0.264  

SEc 0.110 0.087    

95% CIc -0.97, -0.52 -0.79, -0.44    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Nausea Overall  Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.00)     

Ls Meanb -0.34 -0.31 -0.03 (-0.06, 0.00) 0.078  

 

  Baseline Actual n 43 51    

Mean 0.37 0.41    

SD 0.757 0.726    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.06 0.09    

SD 0.247 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 39 45    

Mean -0.23 -0.31    

SD 0.627 0.596    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.11)     

Ls Meanb -0.29 -0.26 -0.03 (-0.13, 0.08) 0.617  

SEb 0.041 0.038    

95% CIb -0.37, -0.21 -0.34, -0.19    

Ls Meanc -0.29 -0.29 -0.01 (-0.13, 0.12) 0.910  

SEc 0.060 0.052    

95% CIc -0.41, -0.17 -0.39, -0.18    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.02 0.11    

SD 0.152 0.375    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 37 42    

Mean -0.30 -0.33    

SD 0.740 0.816    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.22, 0.07)     

Ls Meanb -0.34 -0.29 -0.05 (-0.16, 0.05) 0.330  

SEb 0.042 0.039    

95% CIb -0.42, -0.26 -0.36, -0.21    

Ls Meanc -0.37 -0.30 -0.07 (-0.20, 0.07) 0.333  

SEc 0.060 0.054    

95% CIc -0.49, -0.25 -0.41, -0.20    

 

  Day 15 Actual n 37 49    

Mean 0.00 0.02    

SD 0.000 0.143    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.23 -0.36    

SD 0.617 0.743    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.14)     

Ls Meanb -0.36 -0.35 -0.01 (-0.13, 0.10) 0.848  

SEb 0.045 0.040    

95% CIb -0.45, -0.27 -0.43, -0.27    

Ls Meanc -0.32 -0.30 -0.03 (-0.09, 0.03) 0.372  

SEc 0.027 0.023    

95% CIc -0.38, -0.27 -0.34, -0.25    

 

  Day 29 Actual n 28 40    

Mean 0.00 0.03    

SD 0.000 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 25 35    

Mean -0.28 -0.37    

SD 0.678 0.770    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.19, 0.14)     

Ls Meanb -0.37 -0.35 -0.02 (-0.14, 0.10) 0.767  

SEb 0.048 0.042    

95% CIb -0.46, -0.27 -0.43, -0.27    

Ls Meanc -0.37 -0.34 -0.03 (-0.10, 0.04) 0.351  

SEc 0.034 0.027    

95% CIc -0.44, -0.30 -0.39, -0.28    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Smell Overall  Effect Size (95% 

CI)a 

0.10 (0.01, 0.18)     

Ls Meanb -0.60 -0.70 0.11 (0.01, 0.21) 0.035  

 

  Baseline Actual n 43 51    

Mean 0.91 0.82    

SD 1.151 1.072    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.51 0.24    

SD 0.930 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 39 45    

Mean -0.46 -0.53    

SD 0.854 0.944    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.03, 0.34)     

Ls Meanb -0.35 -0.52 0.17 (-0.04, 0.38) 0.109  

SEb 0.082 0.075    

95% CIb -0.51, -0.19 -0.67, -0.37    

Ls Meanc -0.39 -0.54 0.15 (-0.13, 0.43) 0.280  

SEc 0.133 0.115    

95% CIc -0.66, -0.13 -0.77, -0.32    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.21 0.19    

SD 0.559 0.590    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 37 42    

Mean -0.70 -0.69    

SD 1.024 1.137    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.16, 0.22)     

Ls Meanb -0.57 -0.60 0.03 (-0.18, 0.24) 0.773  

SEb 0.082 0.076    

95% CIb -0.73, -0.41 -0.75, -0.45    

Ls Meanc -0.61 -0.66 0.05 (-0.21, 0.31) 0.727  

SEc 0.117 0.105    

95% CIc -0.84, -0.38 -0.87, -0.45    

 

  Day 15 Actual n 37 49    

Mean 0.22 0.02    

SD 0.584 0.143    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.74 -0.74    

SD 1.064 1.044    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.09, 0.30)     

Ls Meanb -0.65 -0.76 0.11 (-0.11, 0.33) 0.312  

SEb 0.086 0.078    

95% CIb -0.81, -0.48 -0.91, -0.60    

Ls Meanc -0.55 -0.74 0.20 (0.01, 0.38) 0.043  

SEc 0.086 0.072    

95% CIc -0.72, -0.37 -0.89, -0.60    

 

  Day 29 Actual n 28 40    

Mean 0.18 0.00    

SD 0.548 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 25 35    

Mean -0.60 -0.77    

SD 1.000 1.140    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.04, 0.36)     

Ls Meanb -0.63 -0.80 0.17 (-0.05, 0.40) 0.126  

SEb 0.089 0.079    

95% CIb -0.80, -0.45 -0.96, -0.65    

Ls Meanc -0.57 -0.74 0.16 (-0.02, 0.34) 0.073  

SEc 0.087 0.069    

95% CIc -0.75, -0.40 -0.87, -0.60    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 New Loss of Taste Overall  Effect Size (95% 

CI)a 

0.09 (0.02, 0.16)     

Ls Meanb -0.45 -0.55 0.10 (0.02, 0.17) 0.011  

 

  Baseline Actual n 43 51    

Mean 0.67 0.75    

SD 1.107 1.036    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.32 0.13    

SD 0.726 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

   Change n 39 45    

Mean -0.31 -0.60    

SD 0.694 0.889    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.17 (0.01, 0.32)     

Ls Meanb -0.28 -0.46 0.18 (0.01, 0.35) 0.035  

SEb 0.065 0.060    

95% CIb -0.41, -0.16 -0.58, -0.35    

Ls Meanc -0.29 -0.52 0.23 (0.01, 0.44) 0.040  

SEc 0.102 0.089    

95% CIc -0.50, -0.09 -0.70, -0.34    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.14 0.11    

SD 0.467 0.375    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 37 42    

Mean -0.49 -0.69    

SD 0.961 0.924    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.23)     

Ls Meanb -0.44 -0.51 0.07 (-0.10, 0.24) 0.392  

SEb 0.066 0.061    

95% CIb -0.56, -0.31 -0.63, -0.39    

Ls Meanc -0.46 -0.56 0.10 (-0.08, 0.27) 0.265  

SEc 0.077 0.069    

95% CIc -0.61, -0.31 -0.69, -0.42    

 

  Day 15 Actual n 37 49    

Mean 0.14 0.02    

SD 0.481 0.143    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.52 -0.64    

SD 0.996 0.986    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.12 (-0.05, 0.28)     

Ls Meanb -0.46 -0.59 0.13 (-0.05, 0.30) 0.156  

SEb 0.069 0.063    

95% CIb -0.59, -0.32 -0.71, -0.46    

Ls Meanc -0.38 -0.55 0.17 (0.01, 0.32) 0.037  

SEc 0.070 0.060    

95% CIc -0.52, -0.24 -0.67, -0.43    

 

  Day 29 Actual n 28 40    

Mean 0.07 0.00    

SD 0.378 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

   Change n 25 35    

Mean -0.44 -0.74    

SD 0.917 1.067    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.08 (-0.09, 0.25)     

Ls Meanb -0.50 -0.59 0.08 (-0.10, 0.27) 0.363  

SEb 0.072 0.064    

95% CIb -0.65, -0.36 -0.71, -0.46    

Ls Meanc -0.50 -0.60 0.11 (-0.02, 0.23) 0.099  

SEc 0.062 0.049    

95% CIc -0.62, -0.37 -0.70, -0.50    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Runny Nose Overall  Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.37 -0.37 0.00 (-0.08, 0.08) 0.982  

 

  Baseline Actual n 43 51    

Mean 0.56 0.43    

SD 0.854 0.575    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 3 Actual n 47 54    

Mean 0.28 0.22    

SD 0.540 0.502    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 39 45    

Mean -0.26 -0.27    

SD 0.677 0.688    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.20, 0.28)     

Ls Meanb -0.26 -0.28 0.03 (-0.14, 0.20) 0.759  

SEb 0.067 0.062    

95% CIb -0.39, -0.12 -0.40, -0.16    

Ls Meanc -0.31 -0.33 0.02 (-0.19, 0.23) 0.854  

SEc 0.099 0.085    

95% CIc -0.51, -0.12 -0.50, -0.16    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.14 0.25    

SD 0.467 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 37 42    

Mean -0.38 -0.21    

SD 0.828 0.813    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.38, 0.10)     

Ls Meanb -0.36 -0.25 -0.10 (-0.28, 0.07) 0.250  

SEb 0.068 0.063    

95% CIb -0.49, -0.22 -0.38, -0.13    

Ls Meanc -0.33 -0.25 -0.09 (-0.34, 0.17) 0.493  

SEc 0.114 0.102    

95% CIc -0.56, -0.11 -0.45, -0.04    

 

  Day 15 Actual n 37 49    

Mean 0.14 0.06    

SD 0.347 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.45 -0.36    

SD 0.810 0.584    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.18, 0.33)     

Ls Meanb -0.39 -0.44 0.05 (-0.13, 0.23) 0.568  

SEb 0.071 0.065    

95% CIb -0.53, -0.25 -0.57, -0.31    

Ls Meanc -0.38 -0.44 0.06 (-0.09, 0.21) 0.418  

SEc 0.070 0.058    

95% CIc -0.52, -0.24 -0.56, -0.33    

 

  Day 29 Actual n 28 40    

Mean 0.04 0.15    

SD 0.189 0.427    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

   Change n 25 35    

Mean -0.40 -0.26    

SD 0.764 0.611    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.29, 0.23)     

Ls Meanb -0.40 -0.38 -0.02 (-0.21, 0.17) 0.829  

SEb 0.074 0.065    

95% CIb -0.55, -0.26 -0.51, -0.25    

Ls Meanc -0.36 -0.24 -0.12 (-0.32, 0.08) 0.230  

SEc 0.097 0.077    

95% CIc -0.55, -0.16 -0.39, -0.08    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 88 of 1056 

Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Shortness of 

Breath 

Overall  Effect Size (95% 

CI)a 

-0.09 (-0.18, -0.01)     

Ls Meanb -0.36 -0.28 -0.08 (-0.15, 0.00) 0.041  

 

  Baseline Actual n 43 51    

Mean 0.49 0.45    

SD 0.856 0.832    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 3 Actual n 47 54    

Mean 0.26 0.24    

SD 0.642 0.547    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 39 45    

Mean -0.21 -0.16    

SD 0.801 0.824    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.34, 0.11)     

Ls Meanb -0.25 -0.16 -0.10 (-0.28, 0.09) 0.316  

SEb 0.073 0.067    

95% CIb -0.40, -0.11 -0.29, -0.03    

Ls Meanc -0.28 -0.21 -0.07 (-0.30, 0.17) 0.572  

SEc 0.112 0.097    

95% CIc -0.50, -0.06 -0.41, -0.02    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.12 0.21    

SD 0.448 0.532    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

   Change n 37 42    

Mean -0.30 -0.17    

SD 0.702 1.034    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.36, 0.09)     

Ls Meanb -0.33 -0.21 -0.11 (-0.30, 0.07) 0.235  

SEb 0.074 0.068    

95% CIb -0.47, -0.18 -0.35, -0.08    

Ls Meanc -0.34 -0.23 -0.11 (-0.35, 0.13) 0.380  

SEc 0.108 0.097    

95% CIc -0.55, -0.12 -0.42, -0.04    

 

  Day 15 Actual n 37 49    

Mean 0.11 0.06    

SD 0.458 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.29 -0.33    

SD 0.643 0.806    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.27, 0.20)     

Ls Meanb -0.38 -0.34 -0.03 (-0.23, 0.17) 0.747  

SEb 0.077 0.070    

95% CIb -0.53, -0.23 -0.48, -0.21    

Ls Meanc -0.32 -0.32 0.00 (-0.15, 0.15) 0.968  

SEc 0.068 0.058    

95% CIc -0.46, -0.19 -0.43, -0.20    

 

  Day 29 Actual n 28 40    

Mean 0.00 0.03    

SD 0.000 0.158    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

   Change n 25 35    

Mean -0.28 -0.46    

SD 0.542 0.886    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.23, 0.26)     

Ls Meanb -0.41 -0.43 0.01 (-0.19, 0.22) 0.894  

SEb 0.081 0.072    

95% CIb -0.57, -0.26 -0.57, -0.29    

Ls Meanc -0.42 -0.38 -0.04 (-0.11, 0.03) 0.284  

SEc 0.034 0.027    

95% CIc -0.49, -0.35 -0.44, -0.33    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Sore Throat Overall  Effect Size (95% 

CI)a 

0.06 (-0.03, 0.16)     

Ls Meanb -0.30 -0.35 0.05 (-0.02, 0.12) 0.170  

 

  Baseline Actual n 43 51    

Mean 0.49 0.43    

SD 0.798 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 47 54    

Mean 0.38 0.15    

SD 0.739 0.408    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

   Change n 39 45    

Mean -0.03 -0.31    

SD 0.668 0.633    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.32 (0.07, 0.56)     

Ls Meanb -0.08 -0.31 0.23 (0.05, 0.41) 0.011  

SEb 0.069 0.064    

95% CIb -0.22, 0.06 -0.44, -0.19    

Ls Meanc -0.11 -0.34 0.23 (0.00, 0.45) 0.050  

SEc 0.108 0.093    

95% CIc -0.33, 0.10 -0.52, -0.15    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 92 of 1056 

Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.21 0.17    

SD 0.514 0.545    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

   Change n 37 42    

Mean -0.24 -0.29    

SD 0.723 0.774    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.21, 0.29)     

Ls Meanb -0.25 -0.28 0.03 (-0.15, 0.21) 0.733  

SEb 0.070 0.065    

95% CIb -0.38, -0.11 -0.41, -0.15    

Ls Meanc -0.27 -0.30 0.03 (-0.21, 0.27) 0.798  

SEc 0.110 0.098    

95% CIc -0.49, -0.05 -0.50, -0.11    

 

  Day 15 Actual n 37 49    

Mean 0.05 0.06    

SD 0.229 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.26 -0.38    

SD 0.729 0.747    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.21, 0.31)     

Ls Meanb -0.37 -0.40 0.03 (-0.16, 0.23) 0.725  

SEb 0.074 0.067    

95% CIb -0.51, -0.22 -0.53, -0.27    

Ls Meanc -0.33 -0.32 -0.01 (-0.14, 0.12) 0.861  

SEc 0.060 0.050    

95% CIc -0.45, -0.21 -0.42, -0.22    

 

  Day 29 Actual n 28 40    

Mean 0.04 0.10    

SD 0.189 0.304    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

   Change n 25 35    

Mean -0.40 -0.40    

SD 0.866 0.695    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.27, 0.28)     

Ls Meanb -0.37 -0.37 0.01 (-0.19, 0.20) 0.959  

SEb 0.079 0.069    

95% CIb -0.52, -0.21 -0.51, -0.24    

Ls Meanc -0.38 -0.34 -0.05 (-0.19, 0.10) 0.537  

SEc 0.073 0.057    

95% CIc -0.53, -0.24 -0.45, -0.22    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 Vomiting Overall  Effect Size (95% 

CI)a 

0.00 (-0.02, 0.01)     

Ls Meanb -0.16 -0.16 0.00 (-0.01, 0.01) 0.581  

 

  Baseline Actual n 43 51    

Mean 0.26 0.16    

SD 0.658 0.505    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 3 Actual n 47 54    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 39 45    

Mean -0.21 -0.13    

SD 0.615 0.457    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.07, 0.08)     

Ls Meanb -0.16 -0.17 0.00 (-0.04, 0.04) 0.964  

SEb 0.016 0.015    

95% CIb -0.20, -0.13 -0.19, -0.14    

Ls Meanc -0.17 -0.17 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.17, -0.17 -0.17, -0.17    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Actual n 43 53    

Mean 0.02 0.00    

SD 0.152 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    

 

   Change n 37 42    

Mean -0.19 -0.14    

SD 0.660 0.472    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.03, 0.12)     

Ls Meanb -0.14 -0.17 0.03 (-0.02, 0.07) 0.222  

SEb 0.017 0.016    

95% CIb -0.17, -0.10 -0.20, -0.13    

Ls Meanc -0.16 -0.18 0.03 (-0.03, 0.08) 0.327  

SEc 0.023 0.021    

95% CIc -0.20, -0.11 -0.23, -0.14    

 

  Day 15 Actual n 37 49    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.24 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the two stratification factors (i.e., time from symptom onset (≤ 5 

vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low)), treatment, visit, and treatment by visit interaction in the model. An 

unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the 2 stratification factors in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Change n 31 39    

Mean -0.13 -0.10    

SD 0.562 0.384    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.08, 0.08)     

Ls Meanb -0.16 -0.17 0.00 (-0.05, 0.05) 0.974  

SEb 0.018 0.016    

95% CIb -0.20, -0.13 -0.20, -0.13    

Ls Meanc -0.11 -0.11 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.11, -0.11 -0.11, -0.11    

 

  Day 29 Actual n 28 40    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

   Change n 25 35    

Mean -0.16 -0.11    

SD 0.624 0.404    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.09)     

Ls Meanb -0.16 -0.16 0.00 (-0.05, 0.05) 0.958  

SEb 0.020 0.017    

95% CIb -0.20, -0.12 -0.20, -0.13    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

< 2 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.06, 0.05)     

Ls Meanb -0.80 -0.79 -0.01 (-0.06, 0.05) 0.742  

 

  Baseline Actual n 167 174  0.340d  

Mean 1.08 1.07    

SD 1.041 0.953    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Change n 146 161    

Mean -0.50 -0.35    

SD 1.078 0.990    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.31, -0.03)     

Ls Meanb -0.51 -0.34 -0.17 (-0.31, -0.03) 0.016  

SEb 0.051 0.049    

95% CIb -0.61, -0.41 -0.44, -0.25    

Ls Meanc -0.52 -0.34 -0.17 (-0.36, 0.01) 0.062  

SEc 0.068 0.064    

95% CIc -0.65, -0.39 -0.47, -0.22    

 

   Actual n 182 196    

Mean 0.59 0.70    

SD 0.892 0.875    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 138 138    

Mean -0.64 -0.67    

SD 1.002 0.977    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.21, 0.07)     

Ls Meanb -0.72 -0.65 -0.07 (-0.21, 0.07) 0.349  

SEb 0.052 0.051    

95% CIb -0.82, -0.61 -0.75, -0.55    

Ls Meanc -0.67 -0.65 -0.02 (-0.19, 0.15) 0.804  

SEc 0.060 0.060    

95% CIc -0.79, -0.55 -0.77, -0.53    

 

   Actual n 167 172    

Mean 0.40 0.42    

SD 0.777 0.756    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.90 -0.89    

SD 1.074 0.982    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.89 -0.90 0.01 (-0.14, 0.16) 0.925  

SEb 0.055 0.053    

95% CIb -1.00, -0.78 -1.00, -0.79    

Ls Meanc -0.91 -0.88 -0.02 (-0.15, 0.11) 0.734  

SEc 0.049 0.046    

95% CIc -1.00, -0.81 -0.97, -0.79    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 146 159    

Mean 0.18 0.18    

SD 0.547 0.497    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 29 Change n 113 112    

Mean -1.02 -0.97    

SD 1.085 0.963    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.20, 0.10)     

Ls Meanb -0.96 -0.91 -0.05 (-0.20, 0.10) 0.513  

SEb 0.055 0.054    

95% CIb -1.07, -0.85 -1.01, -0.80    

Ls Meanc -1.03 -0.97 -0.07 (-0.17, 0.04) 0.212  

SEc 0.038 0.038    

95% CIc -1.11, -0.96 -1.04, -0.89    

 

   Actual n 136 132    

Mean 0.10 0.14    

SD 0.409 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.01)     

Ls Meanb -0.65 -0.63 -0.02 (-0.04, 0.01) 0.244  

 

  Baseline Actual n 167 174  0.001d  

Mean 0.78 0.68    

SD 1.002 0.817    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 146 161    

Mean -0.54 -0.30    

SD 1.031 0.820    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.20, -0.02)     

Ls Meanb -0.44 -0.34 -0.10 (-0.18, -0.02) 0.020  

SEb 0.031 0.029    

95% CIb -0.50, -0.38 -0.40, -0.28    

Ls Meanc -0.49 -0.35 -0.14 (-0.28, 0.00) 0.046  

SEc 0.051 0.048    

95% CIc -0.59, -0.39 -0.44, -0.25    

 

   Actual n 182 196    

Mean 0.26 0.37    

SD 0.589 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 138 138    

Mean -0.65 -0.46    

SD 0.994 0.855    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.20, -0.01)     

Ls Meanb -0.63 -0.54 -0.09 (-0.18, -0.01) 0.037  

SEb 0.031 0.031    

95% CIb -0.70, -0.57 -0.60, -0.48    

Ls Meanc -0.60 -0.51 -0.10 (-0.20, 0.01) 0.071  

SEc 0.038 0.038    

95% CIc -0.68, -0.53 -0.58, -0.43    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.10 0.19    

SD 0.390 0.544    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.76 -0.62    

SD 1.010 0.871    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.13, 0.07)     

Ls Meanb -0.70 -0.67 -0.03 (-0.12, 0.07) 0.594  

SEb 0.034 0.033    

95% CIb -0.77, -0.63 -0.74, -0.61    

Ls Meanc -0.71 -0.66 -0.04 (-0.10, 0.01) 0.084  

SEc 0.019 0.018    

95% CIc -0.74, -0.67 -0.70, -0.63    

 

   Actual n 146 159    

Mean 0.01 0.04    

SD 0.117 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.81 -0.66    

SD 1.048 0.833    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.71 -0.74 0.03 (-0.07, 0.12) 0.554  

SEb 0.034 0.034    

95% CIb -0.77, -0.64 -0.80, -0.67    

Ls Meanc -0.74 -0.73 -0.01 (-0.03, 0.01) 0.371  

SEc 0.006 0.006    

95% CIc -0.75, -0.73 -0.75, -0.72    

 

   Actual n 136 132    

Mean 0.01 0.02    

SD 0.086 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.01 (-0.04, 0.06)     

Ls Meanb -0.56 -0.57 0.01 (-0.04, 0.05) 0.758  

 

  Baseline Actual n 167 174  <.001d  

Mean 0.81 0.76    

SD 0.869 0.858    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.29 -0.32    

SD 0.822 0.841    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.05, 0.20)     

Ls Meanb -0.27 -0.33 0.06 (-0.05, 0.17) 0.250  

SEb 0.040 0.039    

95% CIb -0.35, -0.19 -0.41, -0.26    

Ls Meanc -0.29 -0.33 0.04 (-0.10, 0.18) 0.597  

SEc 0.053 0.050    

95% CIc -0.39, -0.18 -0.43, -0.23    

 

   Actual n 182 196    

Mean 0.50 0.48    

SD 0.711 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.34 -0.41    

SD 0.841 0.894    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.07, 0.19)     

Ls Meanb -0.38 -0.43 0.05 (-0.06, 0.17) 0.365  

SEb 0.041 0.041    

95% CIb -0.46, -0.30 -0.51, -0.35    

Ls Meanc -0.35 -0.42 0.07 (-0.08, 0.21) 0.380  

SEc 0.053 0.052    

95% CIc -0.45, -0.25 -0.52, -0.31    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.38 0.35    

SD 0.646 0.663    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.66 -0.63    

SD 0.757 0.887    

Min -3.00 -3.00    

Median -1.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.64 -0.63 -0.01 (-0.13, 0.11) 0.921  

SEb 0.044 0.042    

95% CIb -0.73, -0.55 -0.72, -0.55    

Ls Meanc -0.65 -0.65 -0.01 (-0.10, 0.09) 0.897  

SEc 0.035 0.033    

95% CIc -0.72, -0.58 -0.71, -0.58    

 

   Actual n 146 159    

Mean 0.12 0.13    

SD 0.381 0.386    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.65 -0.65    

SD 0.855 0.846    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.16)     

Ls Meanb -0.67 -0.69 0.02 (-0.10, 0.14) 0.750  

SEb 0.044 0.043    

95% CIb -0.76, -0.59 -0.78, -0.61    

Ls Meanc -0.64 -0.66 0.02 (-0.05, 0.10) 0.510  

SEc 0.027 0.027    

95% CIc -0.69, -0.58 -0.71, -0.61    

 

   Actual n 136 132    

Mean 0.07 0.06    

SD 0.289 0.296    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.10, 0.05)     

Ls Meanb -0.56 -0.54 -0.02 (-0.08, 0.04) 0.472  

 

  Baseline Actual n 167 174  0.144d  

Mean 1.11 0.99    

SD 0.850 0.764    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.14 -0.05    

SD 0.752 0.812    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.13)     

Ls Meanb -0.11 -0.07 -0.04 (-0.18, 0.10) 0.608  

SEb 0.051 0.050    

95% CIb -0.21, -0.01 -0.17, 0.03    

Ls Meanc -0.13 -0.06 -0.07 (-0.23, 0.09) 0.377  

SEc 0.059 0.056    

95% CIc -0.25, -0.02 -0.17, 0.05    

 

   Actual n 182 196    

Mean 0.96 0.93    

SD 0.833 0.829    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.30 -0.17    

SD 0.823 0.884    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.33, 0.03)     

Ls Meanb -0.29 -0.17 -0.12 (-0.26, 0.02) 0.095  

SEb 0.052 0.051    

95% CIb -0.39, -0.19 -0.27, -0.07    

Ls Meanc -0.27 -0.19 -0.08 (-0.26, 0.10) 0.381  

SEc 0.064 0.064    

95% CIc -0.40, -0.15 -0.32, -0.07    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.81 0.84    

SD 0.833 0.883    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.72 -0.58    

SD 0.902 0.829    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.29, 0.09)     

Ls Meanb -0.69 -0.61 -0.08 (-0.23, 0.07) 0.290  

SEb 0.055 0.053    

95% CIb -0.80, -0.58 -0.71, -0.50    

Ls Meanc -0.67 -0.61 -0.06 (-0.21, 0.09) 0.445  

SEc 0.055 0.052    

95% CIc -0.78, -0.56 -0.71, -0.51    

 

   Actual n 146 159    

Mean 0.40 0.40    

SD 0.648 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.86 -0.83    

SD 0.875 0.781    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.07, 0.30)     

Ls Meanb -0.77 -0.86 0.09 (-0.06, 0.24) 0.221  

SEb 0.055 0.054    

95% CIb -0.88, -0.66 -0.97, -0.76    

Ls Meanc -0.78 -0.90 0.12 (0.00, 0.24) 0.057  

SEc 0.044 0.044    

95% CIc -0.87, -0.70 -0.99, -0.82    

 

   Actual n 136 132    

Mean 0.26 0.14    

SD 0.561 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.24 -0.25 0.01 (-0.01, 0.04) 0.345  

 

  Baseline Actual n 167 174  0.226d  

Mean 0.34 0.33    

SD 0.666 0.657    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.07 -0.13    

SD 0.758 0.734    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (0.00, 0.25)     

Ls Meanb -0.04 -0.12 0.08 (0.00, 0.17) 0.045  

SEb 0.030 0.029    

95% CIb -0.10, 0.02 -0.18, -0.06    

Ls Meanc -0.08 -0.13 0.06 (-0.07, 0.18) 0.366  

SEc 0.045 0.042    

95% CIc -0.17, 0.01 -0.22, -0.05    

 

   Actual n 182 196    

Mean 0.26 0.21    

SD 0.589 0.511    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.11 -0.21    

SD 0.751 0.644    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.13 (0.01, 0.26)     

Ls Meanb -0.09 -0.18 0.09 (0.00, 0.17) 0.042  

SEb 0.031 0.031    

95% CIb -0.15, -0.03 -0.24, -0.12    

Ls Meanc -0.11 -0.21 0.10 (-0.01, 0.21) 0.082  

SEc 0.041 0.041    

95% CIc -0.19, -0.03 -0.29, -0.13    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.23 0.15    

SD 0.591 0.428    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 116 128    

Mean -0.25 -0.25    

SD 0.696 0.753    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.15, 0.13)     

Ls Meanb -0.27 -0.26 -0.01 (-0.10, 0.08) 0.872  

SEb 0.033 0.032    

95% CIb -0.34, -0.20 -0.33, -0.20    

Ls Meanc -0.25 -0.25 0.00 (-0.08, 0.08) 0.920  

SEc 0.029 0.028    

95% CIc -0.31, -0.20 -0.31, -0.20    

 

   Actual n 146 159    

Mean 0.07 0.07    

SD 0.303 0.300    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.30 -0.30    

SD 0.653 0.655    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.29 -0.31 0.02 (-0.07, 0.12) 0.614  

SEb 0.033 0.033    

95% CIb -0.35, -0.22 -0.38, -0.25    

Ls Meanc -0.30 -0.30 0.00 (-0.02, 0.02) 0.992  

SEc 0.009 0.009    

95% CIc -0.32, -0.28 -0.32, -0.28    

 

   Actual n 136 132    

Mean 0.01 0.02    

SD 0.086 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.08 (0.03, 0.13)     

Ls Meanb -0.16 -0.21 0.05 (0.02, 0.09) 0.003  

 

  Baseline Actual n 167 174  <.001d  

Mean 0.38 0.29    

SD 0.765 0.643    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean 0.01 -0.11    

SD 0.695 0.592    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.26 (0.13, 0.40)     

Ls Meanb 0.03 -0.15 0.19 (0.09, 0.28) <.001  

SEb 0.035 0.034    

95% CIb -0.04, 0.10 -0.22, -0.09    

Ls Meanc 0.04 -0.13 0.17 (0.05, 0.29) 0.004  

SEc 0.043 0.041    

95% CIc -0.05, 0.12 -0.21, -0.05    

 

   Actual n 182 196    

Mean 0.34 0.20    

SD 0.685 0.523    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 138 138    

Mean -0.14 -0.09    

SD 0.727 0.763    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.18)     

Ls Meanb -0.09 -0.11 0.03 (-0.07, 0.13) 0.595  

SEb 0.036 0.035    

95% CIb -0.16, -0.02 -0.18, -0.05    

Ls Meanc -0.11 -0.13 0.02 (-0.11, 0.15) 0.729  

SEc 0.047 0.047    

95% CIc -0.20, -0.02 -0.22, -0.04    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.23 0.23    

SD 0.580 0.615    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.14 -0.19    

SD 0.645 0.684    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.20)     

Ls Meanb -0.18 -0.22 0.04 (-0.07, 0.14) 0.482  

SEb 0.038 0.037    

95% CIb -0.26, -0.11 -0.29, -0.15    

Ls Meanc -0.14 -0.19 0.04 (-0.06, 0.15) 0.413  

SEc 0.038 0.036    

95% CIc -0.22, -0.07 -0.26, -0.11    

 

   Actual n 146 159    

Mean 0.11 0.11    

SD 0.425 0.415    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 18 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.35 -0.28    

SD 0.765 0.674    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.12, 0.18)     

Ls Meanb -0.27 -0.29 0.02 (-0.08, 0.13) 0.702  

SEb 0.038 0.038    

95% CIb -0.35, -0.20 -0.37, -0.22    

Ls Meanc -0.31 -0.32 0.01 (-0.04, 0.06) 0.609  

SEc 0.017 0.017    

95% CIc -0.34, -0.27 -0.35, -0.28    

 

   Actual n 136 132    

Mean 0.04 0.02    

SD 0.225 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

0.00 (-0.06, 0.07)     

Ls Meanb -0.89 -0.89 0.00 (-0.06, 0.07) 0.981  

 

  Baseline Actual n 167 174  <.001d  

Mean 1.41 1.41    

SD 1.019 0.974    

Min 0.00 0.00    

Median 2.00 2.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 19 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.38 -0.27    

SD 0.949 0.920    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.26, 0.06)     

Ls Meanb -0.39 -0.29 -0.10 (-0.25, 0.06) 0.235  

SEb 0.058 0.056    

95% CIb -0.50, -0.27 -0.40, -0.18    

Ls Meanc -0.40 -0.27 -0.12 (-0.30, 0.06) 0.176  

SEc 0.067 0.063    

95% CIc -0.53, -0.26 -0.40, -0.15    

 

   Actual n 182 196    

Mean 0.97 1.11    

SD 0.957 0.938    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.54 -0.63    

SD 0.960 1.019    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.13, 0.20)     

Ls Meanb -0.59 -0.62 0.03 (-0.13, 0.20) 0.693  

SEb 0.059 0.058    

95% CIb -0.71, -0.47 -0.74, -0.51    

Ls Meanc -0.55 -0.63 0.08 (-0.11, 0.27) 0.431  

SEc 0.069 0.068    

95% CIc -0.69, -0.42 -0.77, -0.50    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.78 0.77    

SD 0.927 0.881    

Min 0.00 0.00    

Median 0.00 1.00    

Max 4.00 3.00    

 

  Day 15 Change n 116 128    

Mean -1.11 -1.07    

SD 0.994 1.005    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.19, 0.16)     

Ls Meanb -1.05 -1.04 -0.01 (-0.18, 0.16) 0.891  

SEb 0.063 0.061    

95% CIb -1.18, -0.93 -1.16, -0.92    

Ls Meanc -1.12 -1.08 -0.04 (-0.19, 0.11) 0.590  

SEc 0.056 0.053    

95% CIc -1.23, -1.01 -1.18, -0.97    

 

   Actual n 146 159    

Mean 0.29 0.35    

SD 0.589 0.636    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -1.24 -1.18    

SD 1.011 0.997    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.17)     

Ls Meanb -1.18 -1.17 -0.01 (-0.18, 0.17) 0.940  

SEb 0.063 0.062    

95% CIb -1.30, -1.06 -1.29, -1.05    

Ls Meanc -1.26 -1.17 -0.10 (-0.22, 0.03) 0.147  

SEc 0.046 0.046    

95% CIc -1.35, -1.17 -1.26, -1.07    

 

   Actual n 136 132    

Mean 0.17 0.24    

SD 0.480 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

0.07 (0.02, 0.12)     

Ls Meanb -0.73 -0.80 0.07 (0.02, 0.12) 0.006  

 

  Baseline Actual n 167 174  0.020d  

Mean 1.06 1.14    

SD 0.980 1.013    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.39 -0.55    

SD 1.006 1.054    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.09, 0.18)     

Ls Meanb -0.44 -0.49 0.04 (-0.09, 0.18) 0.521  

SEb 0.051 0.049    

95% CIb -0.54, -0.34 -0.58, -0.39    

Ls Meanc -0.45 -0.50 0.05 (-0.12, 0.22) 0.536  

SEc 0.063 0.059    

95% CIc -0.57, -0.32 -0.62, -0.38    

 

   Actual n 182 196    

Mean 0.61 0.62    

SD 0.812 0.791    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.54 -0.69    

SD 1.019 1.079    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.16)     

Ls Meanb -0.61 -0.62 0.02 (-0.12, 0.16) 0.811  

SEb 0.052 0.051    

95% CIb -0.71, -0.50 -0.72, -0.52    

Ls Meanc -0.59 -0.64 0.05 (-0.11, 0.22) 0.519  

SEc 0.060 0.060    

95% CIc -0.71, -0.47 -0.76, -0.53    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.48 0.47    

SD 0.820 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.79 -0.91    

SD 1.043 1.053    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.26)     

Ls Meanb -0.79 -0.90 0.11 (-0.04, 0.26) 0.165  

SEb 0.055 0.053    

95% CIb -0.90, -0.68 -1.00, -0.79    

Ls Meanc -0.82 -0.87 0.05 (-0.09, 0.19) 0.459  

SEc 0.051 0.049    

95% CIc -0.92, -0.72 -0.97, -0.78    

 

   Actual n 146 159    

Mean 0.27 0.22    

SD 0.649 0.535    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 24 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.92 -0.97    

SD 1.045 0.991    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.16)     

Ls Meanb -0.95 -0.95 0.00 (-0.15, 0.16) 0.963  

SEb 0.055 0.054    

95% CIb -1.06, -0.84 -1.06, -0.85    

Ls Meanc -0.97 -0.92 -0.05 (-0.16, 0.05) 0.315  

SEc 0.039 0.039    

95% CIc -1.05, -0.90 -0.99, -0.84    

 

   Actual n 136 132    

Mean 0.12 0.14    

SD 0.386 0.442    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.07 (-0.12, -0.01)     

Ls Meanb -0.90 -0.84 -0.07 (-0.12, -0.01) 0.016  

 

  Baseline Actual n 167 174  0.064d  

Mean 1.14 1.19    

SD 1.052 0.999    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.60 -0.51    

SD 0.979 0.994    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.16 (-0.29, -0.02)     

Ls Meanb -0.62 -0.46 -0.16 (-0.30, -0.02) 0.021  

SEb 0.050 0.048    

95% CIb -0.72, -0.53 -0.56, -0.37    

Ls Meanc -0.64 -0.48 -0.16 (-0.34, 0.01) 0.065  

SEc 0.064 0.061    

95% CIc -0.77, -0.52 -0.60, -0.36    

 

   Actual n 182 196    

Mean 0.52 0.66    

SD 0.799 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.70 -0.76    

SD 0.970 1.064    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.08)     

Ls Meanb -0.78 -0.71 -0.06 (-0.20, 0.08) 0.383  

SEb 0.051 0.050    

95% CIb -0.88, -0.68 -0.81, -0.62    

Ls Meanc -0.74 -0.73 -0.02 (-0.18, 0.15) 0.855  

SEc 0.061 0.061    

95% CIc -0.86, -0.62 -0.85, -0.61    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.38 0.46    

SD 0.766 0.797    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.97 -0.95    

SD 1.029 1.089    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.19, 0.09)     

Ls Meanb -0.98 -0.93 -0.05 (-0.20, 0.10) 0.498  

SEb 0.054 0.052    

95% CIb -1.09, -0.88 -1.04, -0.83    

Ls Meanc -1.00 -0.90 -0.10 (-0.23, 0.03) 0.130  

SEc 0.048 0.045    

95% CIc -1.10, -0.91 -0.99, -0.81    

 

   Actual n 146 159    

Mean 0.13 0.21    

SD 0.474 0.529    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -1.07 -0.99    

SD 1.050 1.044    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.28, 0.01)     

Ls Meanb -1.07 -0.93 -0.14 (-0.29, 0.01) 0.065  

SEb 0.053 0.053    

95% CIb -1.17, -0.96 -1.03, -0.83    

Ls Meanc -1.10 -0.96 -0.14 (-0.25, -0.03) 0.013  

SEc 0.040 0.040    

95% CIc -1.18, -1.02 -1.04, -0.88    

 

   Actual n 136 132    

Mean 0.09 0.18    

SD 0.375 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

0.00 (-0.04, 0.04)     

Ls Meanb -0.30 -0.30 0.00 (-0.03, 0.03) 0.974  

 

  Baseline Actual n 167 174  0.069d  

Mean 0.46 0.32    

SD 0.805 0.608    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.10 -0.06    

SD 0.816 0.605    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.21)     

Ls Meanb -0.05 -0.12 0.07 (-0.01, 0.15) 0.070  

SEb 0.029 0.028    

95% CIb -0.10, 0.01 -0.17, -0.06    

Ls Meanc -0.06 -0.09 0.03 (-0.11, 0.17) 0.674  

SEc 0.050 0.048    

95% CIc -0.16, 0.04 -0.18, 0.01    

 

   Actual n 182 196    

Mean 0.31 0.27    

SD 0.694 0.633    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.20 -0.16    

SD 0.775 0.664    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.18 -0.19 0.01 (-0.07, 0.09) 0.824  

SEb 0.030 0.029    

95% CIb -0.23, -0.12 -0.24, -0.13    

Ls Meanc -0.19 -0.18 -0.01 (-0.13, 0.12) 0.907  

SEc 0.044 0.044    

95% CIc -0.28, -0.10 -0.27, -0.09    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.19 0.20    

SD 0.533 0.551    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.37 -0.30    

SD 0.764 0.622    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.10, 0.14)     

Ls Meanb -0.33 -0.35 0.01 (-0.07, 0.10) 0.741  

SEb 0.032 0.031    

95% CIb -0.40, -0.27 -0.41, -0.29    

Ls Meanc -0.32 -0.35 0.03 (-0.04, 0.09) 0.438  

SEc 0.025 0.023    

95% CIc -0.37, -0.28 -0.40, -0.30    

 

   Actual n 146 159    

Mean 0.05 0.02    

SD 0.318 0.136    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.47 -0.32    

SD 0.846 0.647    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.14, 0.11)     

Ls Meanb -0.37 -0.36 -0.01 (-0.10, 0.08) 0.829  

SEb 0.032 0.032    

95% CIb -0.43, -0.31 -0.42, -0.30    

Ls Meanc -0.40 -0.39 0.00 (-0.04, 0.03) 0.882  

SEc 0.013 0.013    

95% CIc -0.42, -0.37 -0.42, -0.37    

 

   Actual n 136 132    

Mean 0.01 0.02    

SD 0.121 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

0.05 (-0.01, 0.11)     

Ls Meanb -0.43 -0.48 0.05 (-0.01, 0.11) 0.132  

 

  Baseline Actual n 167 174  0.486d  

Mean 0.73 0.71    

SD 1.044 0.974    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.17 -0.08    

SD 1.046 0.987    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.22, 0.05)     

Ls Meanb -0.17 -0.08 -0.09 (-0.23, 0.05) 0.208  

SEb 0.051 0.049    

95% CIb -0.27, -0.07 -0.18, 0.01    

Ls Meanc -0.18 -0.09 -0.10 (-0.28, 0.08) 0.288  

SEc 0.067 0.063    

95% CIc -0.32, -0.05 -0.21, 0.04    

 

   Actual n 182 196    

Mean 0.57 0.66    

SD 0.924 0.933    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.26 -0.27    

SD 1.161 1.057    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.13, 0.15)     

Ls Meanb -0.27 -0.28 0.01 (-0.13, 0.15) 0.875  

SEb 0.051 0.050    

95% CIb -0.37, -0.17 -0.38, -0.18    

Ls Meanc -0.27 -0.29 0.02 (-0.15, 0.20) 0.785  

SEc 0.064 0.064    

95% CIc -0.39, -0.14 -0.42, -0.16    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.48 0.47    

SD 0.842 0.819    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.50 -0.53    

SD 1.153 1.079    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.21)     

Ls Meanb -0.50 -0.56 0.06 (-0.08, 0.21) 0.392  

SEb 0.054 0.052    

95% CIb -0.60, -0.39 -0.66, -0.46    

Ls Meanc -0.49 -0.55 0.06 (-0.09, 0.20) 0.423  

SEc 0.053 0.050    

95% CIc -0.60, -0.39 -0.65, -0.45    

 

   Actual n 146 159    

Mean 0.26 0.18    

SD 0.665 0.489    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.56 -0.66    

SD 1.008 1.009    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.01, 0.28)     

Ls Meanb -0.53 -0.67 0.14 (-0.01, 0.28) 0.066  

SEb 0.053 0.053    

95% CIb -0.63, -0.42 -0.77, -0.56    

Ls Meanc -0.57 -0.65 0.09 (-0.01, 0.18) 0.073  

SEc 0.034 0.034    

95% CIc -0.63, -0.50 -0.72, -0.59    

 

   Actual n 136 132    

Mean 0.15 0.05    

SD 0.510 0.243    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

0.04 (-0.02, 0.11)     

Ls Meanb -0.41 -0.45 0.04 (-0.02, 0.10) 0.202  

 

  Baseline Actual n 167 174  0.478d  

Mean 0.68 0.63    

SD 1.002 0.927    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.20 -0.11    

SD 0.891 0.887    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.19, 0.08)     

Ls Meanb -0.18 -0.12 -0.06 (-0.19, 0.07) 0.403  

SEb 0.048 0.046    

95% CIb -0.27, -0.08 -0.21, -0.03    

Ls Meanc -0.21 -0.12 -0.09 (-0.25, 0.07) 0.259  

SEc 0.058 0.055    

95% CIc -0.33, -0.10 -0.23, -0.01    

 

   Actual n 182 196    

Mean 0.46 0.55    

SD 0.811 0.843    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.23 -0.25    

SD 1.135 0.997    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.06, 0.22)     

Ls Meanb -0.20 -0.28 0.08 (-0.05, 0.21) 0.248  

SEb 0.049 0.048    

95% CIb -0.30, -0.11 -0.37, -0.19    

Ls Meanc -0.22 -0.30 0.08 (-0.10, 0.26) 0.396  

SEc 0.064 0.064    

95% CIc -0.35, -0.09 -0.42, -0.17    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.48 0.40    

SD 0.884 0.800    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.47 -0.45    

SD 1.130 0.987    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.07, 0.22)     

Ls Meanb -0.43 -0.51 0.07 (-0.07, 0.21) 0.310  

SEb 0.051 0.050    

95% CIb -0.54, -0.33 -0.60, -0.41    

Ls Meanc -0.43 -0.51 0.07 (-0.06, 0.21) 0.283  

SEc 0.050 0.047    

95% CIc -0.53, -0.33 -0.60, -0.41    

 

   Actual n 146 159    

Mean 0.25 0.16    

SD 0.649 0.457    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.56 -0.59    

SD 1.008 0.964    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.10, 0.19)     

Ls Meanb -0.54 -0.58 0.04 (-0.10, 0.18) 0.557  

SEb 0.051 0.050    

95% CIb -0.64, -0.44 -0.68, -0.48    

Ls Meanc -0.54 -0.60 0.06 (-0.03, 0.15) 0.190  

SEc 0.032 0.032    

95% CIc -0.61, -0.48 -0.67, -0.54    

 

   Actual n 136 132    

Mean 0.12 0.05    

SD 0.423 0.272    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.00)     

Ls Meanb -0.53 -0.50 -0.03 (-0.07, 0.00) 0.067  

 

  Baseline Actual n 167 174  <.001d  

Mean 0.65 0.67    

SD 0.760 0.784    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.28 -0.30    

SD 0.777 0.716    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.31 -0.28 -0.02 (-0.12, 0.07) 0.634  

SEb 0.035 0.033    

95% CIb -0.37, -0.24 -0.35, -0.22    

Ls Meanc -0.30 -0.28 -0.02 (-0.14, 0.11) 0.817  

SEc 0.047 0.045    

95% CIc -0.39, -0.21 -0.37, -0.20    

 

   Actual n 182 196    

Mean 0.38 0.43    

SD 0.626 0.641    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.41 -0.33    

SD 0.780 0.777    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.25, 0.00)     

Ls Meanb -0.46 -0.36 -0.10 (-0.19, 0.00) 0.050  

SEb 0.035 0.035    

95% CIb -0.53, -0.39 -0.43, -0.30    

Ls Meanc -0.41 -0.33 -0.08 (-0.21, 0.04) 0.180  

SEc 0.044 0.044    

95% CIc -0.50, -0.33 -0.42, -0.24    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.26 0.33    

SD 0.529 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 116 128    

Mean -0.63 -0.60    

SD 0.797 0.807    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.11)     

Ls Meanb -0.58 -0.57 -0.02 (-0.12, 0.08) 0.716  

SEb 0.038 0.036    

95% CIb -0.66, -0.51 -0.64, -0.49    

Ls Meanc -0.62 -0.62 0.00 (-0.08, 0.08) 0.962  

SEc 0.031 0.029    

95% CIc -0.68, -0.56 -0.67, -0.56    

 

   Actual n 146 159    

Mean 0.12 0.11    

SD 0.343 0.348    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.53 -0.60    

SD 0.721 0.753    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -0.61 -0.58 -0.03 (-0.13, 0.07) 0.563  

SEb 0.038 0.037    

95% CIb -0.68, -0.54 -0.65, -0.51    

Ls Meanc -0.57 -0.56 -0.02 (-0.08, 0.05) 0.594  

SEc 0.022 0.022    

95% CIc -0.62, -0.53 -0.60, -0.51    

 

   Actual n 136 132    

Mean 0.08 0.08    

SD 0.345 0.277    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.07 (0.02, 0.12)     

Ls Meanb -0.29 -0.35 0.06 (0.02, 0.10) 0.004  

 

  Baseline Actual n 167 174  <.001d  

Mean 0.52 0.40    

SD 0.877 0.744    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.07 -0.16    

SD 0.785 0.676    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.22 (0.09, 0.35)     

Ls Meanb -0.04 -0.22 0.18 (0.08, 0.28) 0.001  

SEb 0.038 0.037    

95% CIb -0.11, 0.04 -0.29, -0.14    

Ls Meanc -0.04 -0.19 0.15 (0.03, 0.28) 0.019  

SEc 0.047 0.044    

95% CIc -0.13, 0.05 -0.28, -0.10    

 

   Actual n 182 196    

Mean 0.43 0.25    

SD 0.761 0.549    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 138 138    

Mean -0.25 -0.20    

SD 0.903 0.818    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.12, 0.15)     

Ls Meanb -0.21 -0.22 0.01 (-0.10, 0.12) 0.834  

SEb 0.039 0.038    

95% CIb -0.28, -0.13 -0.29, -0.14    

Ls Meanc -0.22 -0.23 0.01 (-0.13, 0.15) 0.874  

SEc 0.051 0.051    

95% CIc -0.32, -0.12 -0.33, -0.13    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.25 0.27    

SD 0.628 0.629    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.30 -0.35    

SD 0.815 0.838    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.07, 0.21)     

Ls Meanb -0.33 -0.39 0.06 (-0.05, 0.17) 0.303  

SEb 0.042 0.040    

95% CIb -0.41, -0.25 -0.47, -0.31    

Ls Meanc -0.29 -0.37 0.08 (-0.02, 0.18) 0.124  

SEc 0.038 0.036    

95% CIc -0.36, -0.21 -0.44, -0.30    

 

   Actual n 146 159    

Mean 0.12 0.06    

SD 0.422 0.350    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.44 -0.40    

SD 0.906 0.765    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.08, 0.20)     

Ls Meanb -0.40 -0.45 0.05 (-0.07, 0.16) 0.403  

SEb 0.041 0.041    

95% CIb -0.48, -0.32 -0.53, -0.37    

Ls Meanc -0.39 -0.46 0.06 (-0.01, 0.13) 0.074  

SEc 0.024 0.024    

95% CIc -0.44, -0.35 -0.50, -0.41    

 

   Actual n 136 132    

Mean 0.09 0.02    

SD 0.333 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.04 (0.00, 0.08)     

Ls Meanb -0.51 -0.55 0.03 (0.00, 0.07) 0.066  

 

  Baseline Actual n 167 174  0.087d  

Mean 0.65 0.69    

SD 0.792 0.851    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.22 -0.37    

SD 0.783 0.886    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.02, 0.22)     

Ls Meanb -0.25 -0.34 0.08 (-0.02, 0.18) 0.105  

SEb 0.037 0.035    

95% CIb -0.33, -0.18 -0.41, -0.27    

Ls Meanc -0.26 -0.34 0.07 (-0.07, 0.21) 0.302  

SEc 0.051 0.048    

95% CIc -0.36, -0.16 -0.43, -0.24    

 

   Actual n 182 196    

Mean 0.41 0.37    

SD 0.697 0.671    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 138 138    

Mean -0.41 -0.48    

SD 0.780 1.027    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.13, 0.12)     

Ls Meanb -0.45 -0.45 0.00 (-0.11, 0.10) 0.934  

SEb 0.037 0.037    

95% CIb -0.53, -0.38 -0.52, -0.38    

Ls Meanc -0.43 -0.45 0.02 (-0.12, 0.16) 0.800  

SEc 0.050 0.050    

95% CIc -0.53, -0.33 -0.55, -0.35    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.26 0.23    

SD 0.593 0.583    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 116 128    

Mean -0.53 -0.65    

SD 0.785 0.893    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.57 -0.61 0.04 (-0.07, 0.15) 0.453  

SEb 0.040 0.039    

95% CIb -0.65, -0.49 -0.69, -0.54    

Ls Meanc -0.58 -0.60 0.02 (-0.05, 0.10) 0.592  

SEc 0.028 0.026    

95% CIc -0.64, -0.53 -0.66, -0.55    

 

   Actual n 146 159    

Mean 0.08 0.08    

SD 0.300 0.309    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.60 -0.62    

SD 0.808 0.852    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.11)     

Ls Meanb -0.64 -0.62 -0.02 (-0.13, 0.09) 0.685  

SEb 0.040 0.040    

95% CIb -0.72, -0.56 -0.69, -0.54    

Ls Meanc -0.61 -0.60 -0.01 (-0.07, 0.06) 0.828  

SEc 0.024 0.024    

95% CIc -0.66, -0.57 -0.65, -0.56    

 

   Actual n 136 132    

Mean 0.05 0.05    

SD 0.253 0.225    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.07 -0.07 0.00 (-0.01, 0.01) 0.803  

 

  Baseline Actual n 167 174  0.490d  

Mean 0.14 0.04    

SD 0.518 0.271    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 146 161    

Mean -0.08 0.00    

SD 0.456 0.316    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.09, 0.10)     

Ls Meanb -0.04 -0.04 0.00 (-0.04, 0.04) 0.949  

SEb 0.015 0.014    

95% CIb -0.06, -0.01 -0.06, -0.01    

Ls Meanc -0.04 -0.03 -0.01 (-0.08, 0.05) 0.640  

SEc 0.022 0.021    

95% CIc -0.09, 0.00 -0.07, 0.01    

 

   Actual n 182 196    

Mean 0.05 0.04    

SD 0.311 0.235    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 138 138    

Mean -0.05 0.00    

SD 0.517 0.362    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.17)     

Ls Meanb -0.03 -0.05 0.03 (-0.01, 0.07) 0.186  

SEb 0.015 0.015    

95% CIb -0.05, 0.00 -0.08, -0.02    

Ls Meanc -0.02 -0.03 0.02 (-0.04, 0.08) 0.585  

SEc 0.022 0.022    

95% CIc -0.06, 0.03 -0.07, 0.01    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 167 172    

Mean 0.04 0.03    

SD 0.229 0.228    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 116 128    

Mean -0.14 -0.02    

SD 0.542 0.197    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.10)     

Ls Meanb -0.09 -0.08 0.00 (-0.05, 0.04) 0.938  

SEb 0.016 0.015    

95% CIb -0.12, -0.05 -0.11, -0.05    

Ls Meanc -0.08 -0.08 0.01 (-0.01, 0.02) 0.491  

SEc 0.006 0.006    

95% CIc -0.09, -0.06 -0.09, -0.07    

 

   Actual n 146 159    

Mean 0.01 0.00    

SD 0.083 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 113 112    

Mean -0.15 -0.03    

SD 0.555 0.211    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.09 -0.09 0.00 (-0.04, 0.05) 0.905  

SEb 0.016 0.016    

95% CIb -0.12, -0.06 -0.12, -0.06    

Ls Meanc -0.09 -0.09 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.09, -0.09 -0.09, -0.09    

 

   Actual n 136 132    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

≥ 2 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.04 (-0.10, 0.03)     

Ls Meanb -0.80 -0.76 -0.04 (-0.10, 0.03) 0.258  

 

  Baseline Actual n 142 151    

Mean 1.19 0.96    

SD 1.078 0.944    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 3 Change n 133 137    

Mean -0.47 -0.33    

SD 1.004 0.932    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.14, 0.16)     

Ls Meanb -0.39 -0.41 0.01 (-0.14, 0.16) 0.889  

SEb 0.055 0.054    

95% CIb -0.50, -0.29 -0.51, -0.30    

Ls Meanc -0.41 -0.39 -0.02 (-0.21, 0.17) 0.828  

SEc 0.068 0.068    

95% CIc -0.55, -0.28 -0.52, -0.26    

 

   Actual n 181 179    

Mean 0.69 0.61    

SD 0.903 0.863    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 124 118    

Mean -0.73 -0.49    

SD 1.143 1.060    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.21, 0.10)     

Ls Meanb -0.63 -0.58 -0.05 (-0.21, 0.10) 0.507  

SEb 0.056 0.056    

95% CIb -0.74, -0.53 -0.69, -0.47    

Ls Meanc -0.64 -0.58 -0.06 (-0.26, 0.13) 0.523  

SEc 0.071 0.073    

95% CIc -0.78, -0.50 -0.72, -0.44    

 

   Actual n 166 160    

Mean 0.44 0.43    

SD 0.758 0.836    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 114 102    

Mean -0.93 -0.78    

SD 1.180 0.886    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.11, 0.21)     

Ls Meanb -0.89 -0.94 0.05 (-0.12, 0.21) 0.570  

SEb 0.057 0.060    

95% CIb -1.00, -0.78 -1.05, -0.82    

Ls Meanc -0.84 -0.92 0.09 (-0.05, 0.23) 0.225  

SEc 0.050 0.053    

95% CIc -0.94, -0.74 -1.03, -0.82    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 159 141    

Mean 0.23 0.16    

SD 0.584 0.452    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 29 Change n 87 91    

Mean -0.97 -0.87    

SD 1.115 1.024    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.16)     

Ls Meanb -0.92 -0.91 -0.01 (-0.18, 0.16) 0.908  

SEb 0.061 0.061    

95% CIb -1.04, -0.80 -1.03, -0.79    

Ls Meanc -0.88 -0.94 0.06 (-0.08, 0.20) 0.422  

SEc 0.052 0.052    

95% CIc -0.98, -0.78 -1.04, -0.84    

 

   Actual n 114 113    

Mean 0.17 0.12    

SD 0.514 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

0.01 (-0.03, 0.04)     

Ls Meanb -0.69 -0.70 0.01 (-0.02, 0.04) 0.680  

 

  Baseline Actual n 142 151    

Mean 0.82 0.83    

SD 0.932 0.976    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 132 137    

Mean -0.30 -0.55    

SD 0.916 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.24 (0.13, 0.34)     

Ls Meanb -0.31 -0.54 0.22 (0.12, 0.33) <.001  

SEb 0.037 0.036    

95% CIb -0.38, -0.24 -0.61, -0.47    

Ls Meanc -0.32 -0.54 0.22 (0.07, 0.38) 0.005  

SEc 0.057 0.057    

95% CIc -0.43, -0.20 -0.65, -0.43    

 

   Actual n 180 179    

Mean 0.43 0.29    

SD 0.792 0.613    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.65 -0.62    

SD 0.894 1.033    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.23, -0.01)     

Ls Meanb -0.68 -0.57 -0.12 (-0.22, -0.01) 0.031  

SEb 0.038 0.038    

95% CIb -0.76, -0.61 -0.64, -0.49    

Ls Meanc -0.69 -0.59 -0.10 (-0.23, 0.03) 0.120  

SEc 0.046 0.047    

95% CIc -0.78, -0.60 -0.68, -0.50    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.12 0.23    

SD 0.438 0.584    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 114 102    

Mean -0.70 -0.78    

SD 0.977 0.940    

Min -4.00 -3.00    

Median 0.00 -0.50    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.15)     

Ls Meanb -0.75 -0.78 0.03 (-0.08, 0.14) 0.595  

SEb 0.039 0.041    

95% CIb -0.83, -0.67 -0.86, -0.70    

Ls Meanc -0.73 -0.76 0.03 (-0.05, 0.12) 0.438  

SEc 0.030 0.032    

95% CIc -0.79, -0.67 -0.82, -0.70    

 

   Actual n 159 141    

Mean 0.06 0.03    

SD 0.312 0.266    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.84 -0.81    

SD 0.999 1.010    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.11, 0.14)     

Ls Meanb -0.77 -0.78 0.02 (-0.10, 0.14) 0.786  

SEb 0.043 0.043    

95% CIb -0.85, -0.68 -0.87, -0.70    

Ls Meanc -0.83 -0.84 0.02 (-0.07, 0.10) 0.707  

SEc 0.031 0.031    

95% CIc -0.89, -0.77 -0.91, -0.78    

 

   Actual n 114 113    

Mean 0.04 0.04    

SD 0.279 0.229    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.04 (-0.02, 0.10)     

Ls Meanb -0.42 -0.45 0.03 (-0.02, 0.08) 0.179  

 

  Baseline Actual n 142 151    

Mean 0.71 0.69    

SD 0.872 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.10 -0.18    

SD 0.843 0.720    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.04, 0.25)     

Ls Meanb -0.10 -0.19 0.09 (-0.03, 0.22) 0.145  

SEb 0.046 0.045    

95% CIb -0.19, -0.01 -0.28, -0.11    

Ls Meanc -0.11 -0.22 0.10 (-0.05, 0.26) 0.187  

SEc 0.057 0.057    

95% CIc -0.22, 0.00 -0.33, -0.10    

 

   Actual n 181 179    

Mean 0.58 0.53    

SD 0.789 0.774    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.23 -0.29    

SD 0.936 0.761    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.09, 0.21)     

Ls Meanb -0.25 -0.30 0.05 (-0.08, 0.18) 0.436  

SEb 0.046 0.047    

95% CIb -0.34, -0.16 -0.40, -0.21    

Ls Meanc -0.23 -0.30 0.07 (-0.09, 0.23) 0.387  

SEc 0.057 0.058    

95% CIc -0.34, -0.12 -0.41, -0.18    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.42 0.43    

SD 0.690 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 114 102    

Mean -0.45 -0.51    

SD 0.863 0.754    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.08, 0.24)     

Ls Meanb -0.48 -0.54 0.07 (-0.07, 0.20) 0.328  

SEb 0.048 0.050    

95% CIb -0.57, -0.38 -0.64, -0.44    

Ls Meanc -0.43 -0.52 0.09 (-0.03, 0.20) 0.138  

SEc 0.041 0.043    

95% CIc -0.51, -0.35 -0.60, -0.43    

 

   Actual n 159 141    

Mean 0.21 0.15    

SD 0.491 0.430    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.54 -0.56    

SD 0.873 0.859    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.11, 0.22)     

Ls Meanb -0.55 -0.60 0.05 (-0.09, 0.19) 0.509  

SEb 0.051 0.051    

95% CIb -0.65, -0.45 -0.70, -0.50    

Ls Meanc -0.56 -0.54 -0.02 (-0.12, 0.09) 0.758  

SEc 0.037 0.037    

95% CIc -0.63, -0.49 -0.62, -0.47    

 

   Actual n 114 113    

Mean 0.06 0.12    

SD 0.275 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

-0.11 (-0.20, -0.02)     

Ls Meanb -0.69 -0.61 -0.09 (-0.16, -0.01) 0.018  

 

  Baseline Actual n 142 151    

Mean 1.20 1.19    

SD 0.853 0.781    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.07 -0.04    

SD 0.761 0.848    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.25, 0.14)     

Ls Meanb -0.09 -0.05 -0.04 (-0.21, 0.12) 0.589  

SEb 0.059 0.058    

95% CIb -0.21, 0.02 -0.16, 0.07    

Ls Meanc -0.07 -0.04 -0.03 (-0.20, 0.14) 0.701  

SEc 0.062 0.062    

95% CIc -0.19, 0.05 -0.16, 0.09    

 

   Actual n 181 179    

Mean 1.09 1.16    

SD 0.812 0.836    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 124 119    

Mean -0.33 -0.20    

SD 0.935 0.926    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.23 (-0.43, -0.02)     

Ls Meanb -0.34 -0.15 -0.19 (-0.35, -0.02) 0.028  

SEb 0.060 0.060    

95% CIb -0.45, -0.22 -0.27, -0.03    

Ls Meanc -0.33 -0.19 -0.14 (-0.34, 0.06) 0.173  

SEc 0.072 0.074    

95% CIc -0.47, -0.19 -0.34, -0.05    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.84 0.97    

SD 0.860 0.862    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 15 Change n 114 102    

Mean -0.72 -0.84    

SD 1.009 0.853    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.21, 0.21)     

Ls Meanb -0.80 -0.80 0.00 (-0.17, 0.17) 0.999  

SEb 0.061 0.064    

95% CIb -0.92, -0.68 -0.93, -0.68    

Ls Meanc -0.74 -0.78 0.04 (-0.14, 0.21) 0.679  

SEc 0.062 0.066    

95% CIc -0.86, -0.62 -0.91, -0.65    

 

   Actual n 159 141    

Mean 0.40 0.40    

SD 0.675 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -1.00 -0.98    

SD 1.000 0.906    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.08 (-0.30, 0.14)     

Ls Meanb -1.03 -0.96 -0.07 (-0.24, 0.11) 0.468  

SEb 0.064 0.064    

95% CIb -1.15, -0.90 -1.09, -0.84    

Ls Meanc -1.01 -0.98 -0.02 (-0.17, 0.12) 0.767  

SEc 0.053 0.053    

95% CIc -1.11, -0.90 -1.09, -0.88    

 

   Actual n 114 113    

Mean 0.19 0.24    

SD 0.477 0.468    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.03)     

Ls Meanb -0.34 -0.33 -0.01 (-0.05, 0.02) 0.468  

 

  Baseline Actual n 142 151    

Mean 0.54 0.44    

SD 0.872 0.736    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 132 137    

Mean -0.15 -0.06    

SD 0.805 0.829    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.08)     

Ls Meanb -0.12 -0.09 -0.03 (-0.13, 0.06) 0.498  

SEb 0.036 0.035    

95% CIb -0.19, -0.05 -0.16, -0.02    

Ls Meanc -0.13 -0.08 -0.05 (-0.20, 0.11) 0.555  

SEc 0.055 0.055    

95% CIc -0.24, -0.02 -0.19, 0.02    

 

   Actual n 180 179    

Mean 0.34 0.37    

SD 0.678 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.31 -0.20    

SD 0.838 0.787    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -0.29 -0.25 -0.04 (-0.14, 0.06) 0.469  

SEb 0.037 0.037    

95% CIb -0.36, -0.22 -0.33, -0.18    

Ls Meanc -0.27 -0.24 -0.04 (-0.16, 0.09) 0.546  

SEc 0.045 0.046    

95% CIc -0.36, -0.19 -0.33, -0.15    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.19 0.24    

SD 0.515 0.565    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 114 102    

Mean -0.41 -0.33    

SD 0.850 0.694    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.13)     

Ls Meanb -0.37 -0.37 0.00 (-0.11, 0.11) 0.963  

SEb 0.038 0.040    

95% CIb -0.44, -0.30 -0.45, -0.29    

Ls Meanc -0.36 -0.39 0.03 (-0.06, 0.12) 0.487  

SEc 0.033 0.035    

95% CIc -0.43, -0.30 -0.46, -0.33    

 

   Actual n 159 141    

Mean 0.09 0.07    

SD 0.380 0.330    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.39 -0.40    

SD 0.705 0.697    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -0.43 -0.40 -0.03 (-0.14, 0.09) 0.668  

SEb 0.042 0.041    

95% CIb -0.51, -0.35 -0.48, -0.32    

Ls Meanc -0.38 -0.41 0.03 (-0.03, 0.09) 0.313  

SEc 0.023 0.023    

95% CIc -0.42, -0.33 -0.45, -0.36    

 

   Actual n 114 113    

Mean 0.04 0.01    

SD 0.264 0.094    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.11, 0.06)     

Ls Meanb -0.12 -0.10 -0.02 (-0.09, 0.04) 0.528  

 

  Baseline Actual n 142 151    

Mean 0.31 0.38    

SD 0.726 0.807    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean 0.00 0.07    

SD 0.807 0.868    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.33, 0.02)     

Ls Meanb -0.02 0.10 -0.12 (-0.26, 0.02) 0.082  

SEb 0.050 0.049    

95% CIb -0.11, 0.08 0.01, 0.20    

Ls Meanc -0.02 0.10 -0.12 (-0.29, 0.05) 0.176  

SEc 0.062 0.062    

95% CIc -0.14, 0.11 -0.02, 0.22    

 

   Actual n 181 179    

Mean 0.30 0.41    

SD 0.658 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 124 119    

Mean -0.06 0.04    

SD 0.881 1.045    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.28 (-0.46, -0.10)     

Ls Meanb -0.07 0.14 -0.22 (-0.36, -0.08) 0.003  

SEb 0.050 0.051    

95% CIb -0.17, 0.03 0.04, 0.24    

Ls Meanc -0.08 0.09 -0.16 (-0.34, 0.02) 0.080  

SEc 0.065 0.067    

95% CIc -0.20, 0.05 -0.05, 0.22    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.25 0.35    

SD 0.629 0.777    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 15 Change n 114 102    

Mean -0.11 -0.25    

SD 0.824 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.04, 0.34)     

Ls Meanb -0.09 -0.21 0.11 (-0.03, 0.26) 0.125  

SEb 0.052 0.054    

95% CIb -0.20, 0.01 -0.32, -0.10    

Ls Meanc -0.12 -0.21 0.09 (-0.04, 0.23) 0.157  

SEc 0.047 0.050    

95% CIc -0.21, -0.03 -0.31, -0.12    

 

   Actual n 159 141    

Mean 0.16 0.13    

SD 0.538 0.466    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.08 -0.31    

SD 0.824 0.839    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (-0.08, 0.31)     

Ls Meanb -0.15 -0.24 0.09 (-0.06, 0.24) 0.237  

SEb 0.054 0.054    

95% CIb -0.26, -0.04 -0.35, -0.13    

Ls Meanc -0.16 -0.21 0.05 (-0.07, 0.18) 0.395  

SEc 0.046 0.046    

95% CIc -0.25, -0.06 -0.30, -0.12    

 

   Actual n 114 113    

Mean 0.11 0.10    

SD 0.428 0.377    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

-0.07 (-0.15, 0.00)     

Ls Meanb -0.70 -0.62 -0.08 (-0.16, 0.00) 0.063  

 

  Baseline Actual n 142 151    

Mean 1.38 1.30    

SD 1.057 1.063    

Min 0.00 0.00    

Median 2.00 1.00    

Max 4.00 4.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.23 -0.12    

SD 0.992 1.044    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.20, 0.15)     

Ls Meanb -0.20 -0.17 -0.02 (-0.21, 0.16) 0.802  

SEb 0.068 0.067    

95% CIb -0.33, -0.06 -0.30, -0.04    

Ls Meanc -0.21 -0.17 -0.04 (-0.25, 0.17) 0.738  

SEc 0.076 0.076    

95% CIc -0.36, -0.06 -0.32, -0.02    

 

   Actual n 181 179    

Mean 1.08 1.06    

SD 1.010 1.029    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 124 119    

Mean -0.48 -0.25    

SD 1.055 1.027    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.31, 0.05)     

Ls Meanb -0.42 -0.28 -0.14 (-0.33, 0.05) 0.155  

SEb 0.069 0.069    

95% CIb -0.56, -0.29 -0.42, -0.15    

Ls Meanc -0.44 -0.32 -0.11 (-0.33, 0.10) 0.308  

SEc 0.078 0.080    

95% CIc -0.59, -0.28 -0.48, -0.17    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.87 0.94    

SD 0.944 1.017    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 15 Change n 114 102    

Mean -0.86 -0.74    

SD 1.174 1.004    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.21, 0.17)     

Ls Meanb -0.85 -0.83 -0.02 (-0.22, 0.18) 0.825  

SEb 0.071 0.074    

95% CIb -0.99, -0.71 -0.97, -0.68    

Ls Meanc -0.81 -0.82 0.01 (-0.18, 0.21) 0.902  

SEc 0.070 0.074    

95% CIc -0.95, -0.67 -0.97, -0.68    

 

   Actual n 159 141    

Mean 0.48 0.44    

SD 0.770 0.740    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.87 -0.91    

SD 1.119 1.122    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.20, 0.19)     

Ls Meanb -0.89 -0.89 0.00 (-0.21, 0.20) 0.970  

SEb 0.074 0.074    

95% CIb -1.04, -0.74 -1.03, -0.74    

Ls Meanc -0.85 -0.94 0.09 (-0.10, 0.28) 0.369  

SEc 0.070 0.069    

95% CIc -0.99, -0.71 -1.07, -0.80    

 

   Actual n 114 113    

Mean 0.40 0.38    

SD 0.688 0.659    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.11, 0.01)     

Ls Meanb -0.79 -0.75 -0.05 (-0.10, 0.01) 0.080  

 

  Baseline Actual n 142 151    

Mean 1.14 1.03    

SD 0.994 0.916    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.53 -0.44    

SD 0.966 0.946    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.16, 0.14)     

Ls Meanb -0.48 -0.47 -0.01 (-0.15, 0.14) 0.932  

SEb 0.052 0.051    

95% CIb -0.58, -0.38 -0.57, -0.37    

Ls Meanc -0.49 -0.47 -0.03 (-0.21, 0.15) 0.764  

SEc 0.066 0.065    

95% CIc -0.62, -0.36 -0.59, -0.34    

 

   Actual n 181 179    

Mean 0.60 0.61    

SD 0.808 0.856    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.67 -0.55    

SD 1.080 0.963    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.20, 0.11)     

Ls Meanb -0.65 -0.60 -0.04 (-0.19, 0.11) 0.580  

SEb 0.053 0.054    

95% CIb -0.75, -0.54 -0.71, -0.50    

Ls Meanc -0.61 -0.61 0.00 (-0.17, 0.17) 1.000  

SEc 0.063 0.064    

95% CIc -0.73, -0.48 -0.73, -0.48    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.45 0.50    

SD 0.775 0.743    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 114 102    

Mean -0.94 -0.75    

SD 0.998 0.917    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.27, 0.05)     

Ls Meanb -0.93 -0.83 -0.10 (-0.26, 0.05) 0.187  

SEb 0.055 0.057    

95% CIb -1.04, -0.82 -0.94, -0.71    

Ls Meanc -0.88 -0.76 -0.11 (-0.24, 0.01) 0.079  

SEc 0.045 0.048    

95% CIc -0.96, -0.79 -0.86, -0.67    

 

   Actual n 159 141    

Mean 0.19 0.26    

SD 0.521 0.578    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -1.07 -0.95    

SD 1.009 0.874    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.12 (-0.29, 0.06)     

Ls Meanb -1.02 -0.91 -0.11 (-0.27, 0.05) 0.185  

SEb 0.059 0.059    

95% CIb -1.13, -0.90 -1.02, -0.79    

Ls Meanc -1.05 -0.98 -0.08 (-0.19, 0.04) 0.183  

SEc 0.041 0.040    

95% CIc -1.13, -0.97 -1.06, -0.90    

 

   Actual n 114 113    

Mean 0.11 0.18    

SD 0.361 0.486    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.09, 0.04)     

Ls Meanb -0.83 -0.81 -0.03 (-0.09, 0.04) 0.399  

 

  Baseline Actual n 142 151    

Mean 1.17 1.07    

SD 0.996 0.964    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.44 -0.46    

SD 1.069 0.963    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.22)     

Ls Meanb -0.40 -0.47 0.07 (-0.08, 0.22) 0.393  

SEb 0.054 0.054    

95% CIb -0.51, -0.30 -0.57, -0.36    

Ls Meanc -0.42 -0.49 0.07 (-0.13, 0.26) 0.493  

SEc 0.070 0.070    

95% CIc -0.56, -0.28 -0.63, -0.35    

 

   Actual n 181 179    

Mean 0.73 0.64    

SD 0.918 0.859    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.73 -0.63    

SD 1.031 1.104    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.19, 0.13)     

Ls Meanb -0.69 -0.66 -0.03 (-0.18, 0.12) 0.700  

SEb 0.055 0.056    

95% CIb -0.80, -0.58 -0.77, -0.55    

Ls Meanc -0.70 -0.66 -0.04 (-0.23, 0.16) 0.711  

SEc 0.069 0.070    

95% CIc -0.83, -0.56 -0.80, -0.52    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.42 0.41    

SD 0.749 0.818    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 114 102    

Mean -0.99 -0.89    

SD 1.085 0.889    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.01 (-0.18, 0.15)     

Ls Meanb -0.97 -0.95 -0.01 (-0.17, 0.15) 0.883  

SEb 0.057 0.060    

95% CIb -1.08, -0.85 -1.07, -0.84    

Ls Meanc -0.95 -0.97 0.02 (-0.11, 0.15) 0.783  

SEc 0.047 0.050    

95% CIc -1.04, -0.86 -1.07, -0.87    

 

   Actual n 159 141    

Mean 0.21 0.21    

SD 0.567 0.554    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 75 of 1056 

Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -1.05 -0.91    

SD 1.088 1.071    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.28, 0.07)     

Ls Meanb -1.01 -0.91 -0.10 (-0.27, 0.07) 0.232  

SEb 0.061 0.060    

95% CIb -1.13, -0.89 -1.03, -0.79    

Ls Meanc -1.00 -0.97 -0.03 (-0.16, 0.11) 0.673  

SEc 0.049 0.049    

95% CIc -1.10, -0.90 -1.07, -0.87    

 

   Actual n 114 113    

Mean 0.13 0.16    

SD 0.410 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.08, 0.02)     

Ls Meanb -0.34 -0.32 -0.02 (-0.06, 0.02) 0.260  

 

  Baseline Actual n 142 151    

Mean 0.41 0.48    

SD 0.745 0.773    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.06 -0.19    

SD 0.833 0.723    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.12 (-0.02, 0.25)     

Ls Meanb -0.07 -0.16 0.09 (-0.01, 0.19) 0.083  

SEb 0.037 0.036    

95% CIb -0.14, 0.00 -0.23, -0.09    

Ls Meanc -0.08 -0.17 0.09 (-0.06, 0.24) 0.251  

SEc 0.054 0.054    

95% CIc -0.19, 0.03 -0.28, -0.06    

 

   Actual n 181 179    

Mean 0.33 0.28    

SD 0.706 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.22 -0.23    

SD 0.792 0.828    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.11 (-0.25, 0.03)     

Ls Meanb -0.25 -0.16 -0.08 (-0.19, 0.02) 0.113  

SEb 0.037 0.038    

95% CIb -0.32, -0.18 -0.24, -0.09    

Ls Meanc -0.24 -0.19 -0.05 (-0.19, 0.09) 0.479  

SEc 0.051 0.052    

95% CIc -0.34, -0.14 -0.29, -0.09    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.17 0.27    

SD 0.488 0.652    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 114 102    

Mean -0.37 -0.42    

SD 0.823 0.750    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.12, 0.17)     

Ls Meanb -0.39 -0.40 0.02 (-0.09, 0.13) 0.750  

SEb 0.038 0.040    

95% CIb -0.46, -0.31 -0.48, -0.33    

Ls Meanc -0.39 -0.39 0.01 (-0.08, 0.09) 0.878  

SEc 0.031 0.033    

95% CIc -0.45, -0.33 -0.46, -0.33    

 

   Actual n 159 141    

Mean 0.05 0.08    

SD 0.314 0.398    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.39 -0.48    

SD 0.798 0.780    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.17, 0.13)     

Ls Meanb -0.43 -0.42 -0.01 (-0.13, 0.10) 0.833  

SEb 0.041 0.041    

95% CIb -0.51, -0.35 -0.50, -0.34    

Ls Meanc -0.46 -0.43 -0.03 (-0.11, 0.04) 0.391  

SEc 0.028 0.027    

95% CIc -0.51, -0.40 -0.48, -0.37    

 

   Actual n 114 113    

Mean 0.01 0.04    

SD 0.094 0.310    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

0.02 (-0.06, 0.10)     

Ls Meanb -0.39 -0.41 0.02 (-0.06, 0.10) 0.584  

 

  Baseline Actual n 142 151    

Mean 0.65 0.70    

SD 0.969 1.039    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.03 -0.06    

SD 1.022 1.162    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.16, 0.16)     

Ls Meanb -0.05 -0.05 0.00 (-0.16, 0.16) 0.966  

SEb 0.058 0.058    

95% CIb -0.16, 0.07 -0.16, 0.06    

Ls Meanc -0.06 -0.09 0.03 (-0.18, 0.23) 0.802  

SEc 0.074 0.074    

95% CIc -0.21, 0.08 -0.24, 0.06    

 

   Actual n 181 179    

Mean 0.60 0.64    

SD 0.861 0.946    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.20 -0.13    

SD 1.175 1.268    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.11)     

Ls Meanb -0.21 -0.15 -0.06 (-0.22, 0.11) 0.507  

SEb 0.059 0.059    

95% CIb -0.32, -0.09 -0.27, -0.03    

Ls Meanc -0.25 -0.16 -0.09 (-0.31, 0.12) 0.389  

SEc 0.078 0.079    

95% CIc -0.41, -0.10 -0.32, 0.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.45 0.53    

SD 0.820 0.881    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 114 102    

Mean -0.39 -0.49    

SD 0.965 1.175    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.15, 0.19)     

Ls Meanb -0.47 -0.49 0.02 (-0.15, 0.19) 0.810  

SEb 0.060 0.063    

95% CIb -0.59, -0.35 -0.61, -0.37    

Ls Meanc -0.44 -0.48 0.04 (-0.11, 0.19) 0.575  

SEc 0.053 0.056    

95% CIc -0.55, -0.34 -0.59, -0.37    

 

   Actual n 159 141    

Mean 0.18 0.18    

SD 0.550 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.44 -0.53    

SD 0.949 1.109    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (-0.01, 0.33)     

Ls Meanb -0.49 -0.65 0.16 (-0.01, 0.33) 0.070  

SEb 0.063 0.062    

95% CIb -0.62, -0.37 -0.78, -0.53    

Ls Meanc -0.47 -0.54 0.07 (-0.07, 0.21) 0.334  

SEc 0.051 0.051    

95% CIc -0.57, -0.37 -0.64, -0.44    

 

   Actual n 114 113    

Mean 0.17 0.09    

SD 0.579 0.342    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

0.03 (-0.04, 0.11)     

Ls Meanb -0.36 -0.39 0.03 (-0.04, 0.10) 0.416  

 

  Baseline Actual n 142 151    

Mean 0.56 0.67    

SD 0.903 0.991    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.02 -0.13    

SD 0.896 1.090    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.09, 0.22)     

Ls Meanb -0.04 -0.11 0.06 (-0.08, 0.21) 0.402  

SEb 0.053 0.052    

95% CIb -0.15, 0.06 -0.21, 0.00    

Ls Meanc -0.06 -0.13 0.07 (-0.12, 0.26) 0.485  

SEc 0.070 0.070    

95% CIc -0.20, 0.08 -0.27, 0.01    

 

   Actual n 181 179    

Mean 0.52 0.54    

SD 0.840 0.888    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.16 -0.17    

SD 1.031 1.230    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.24, 0.07)     

Ls Meanb -0.20 -0.12 -0.08 (-0.23, 0.07) 0.304  

SEb 0.054 0.054    

95% CIb -0.30, -0.09 -0.23, -0.01    

Ls Meanc -0.23 -0.13 -0.09 (-0.29, 0.10) 0.350  

SEc 0.072 0.074    

95% CIc -0.37, -0.08 -0.28, 0.01    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.37 0.48    

SD 0.724 0.830    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 114 102    

Mean -0.38 -0.53    

SD 0.886 1.166    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.12, 0.21)     

Ls Meanb -0.45 -0.49 0.05 (-0.11, 0.20) 0.570  

SEb 0.055 0.058    

95% CIb -0.55, -0.34 -0.60, -0.38    

Ls Meanc -0.45 -0.49 0.04 (-0.09, 0.17) 0.564  

SEc 0.046 0.049    

95% CIc -0.54, -0.36 -0.59, -0.39    

 

   Actual n 159 141    

Mean 0.14 0.14    

SD 0.457 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.38 -0.54    

SD 0.892 1.036    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.15 (-0.02, 0.32)     

Ls Meanb -0.44 -0.59 0.14 (-0.02, 0.30) 0.079  

SEb 0.057 0.057    

95% CIb -0.56, -0.33 -0.70, -0.47    

Ls Meanc -0.44 -0.52 0.08 (-0.04, 0.20) 0.183  

SEc 0.044 0.044    

95% CIc -0.52, -0.35 -0.60, -0.43    

 

   Actual n 114 113    

Mean 0.11 0.05    

SD 0.449 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

0.08 (0.02, 0.14)     

Ls Meanb -0.35 -0.41 0.06 (0.02, 0.11) 0.008  

 

  Baseline Actual n 141 151    

Mean 0.60 0.55    

SD 0.810 0.718    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 132 137    

Mean -0.03 -0.27    

SD 0.819 0.743    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.31 (0.17, 0.46)     

Ls Meanb -0.04 -0.28 0.24 (0.13, 0.35) <.001  

SEb 0.040 0.040    

95% CIb -0.12, 0.04 -0.36, -0.20    

Ls Meanc -0.04 -0.28 0.24 (0.10, 0.39) 0.001  

SEc 0.053 0.053    

95% CIc -0.14, 0.07 -0.39, -0.18    

 

   Actual n 181 179    

Mean 0.49 0.31    

SD 0.735 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 123 119    

Mean -0.24 -0.34    

SD 0.800 0.704    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.15 (0.00, 0.30)     

Ls Meanb -0.23 -0.35 0.12 (0.00, 0.23) 0.047  

SEb 0.041 0.042    

95% CIb -0.31, -0.15 -0.43, -0.27    

Ls Meanc -0.22 -0.36 0.14 (0.00, 0.28) 0.048  

SEc 0.049 0.050    

95% CIc -0.32, -0.12 -0.46, -0.26    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.34 0.25    

SD 0.599 0.573    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 113 102    

Mean -0.30 -0.42    

SD 0.680 0.636    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.07, 0.25)     

Ls Meanb -0.36 -0.43 0.07 (-0.05, 0.19) 0.253  

SEb 0.042 0.044    

95% CIb -0.44, -0.27 -0.51, -0.34    

Ls Meanc -0.31 -0.40 0.09 (-0.02, 0.20) 0.126  

SEc 0.040 0.042    

95% CIc -0.39, -0.23 -0.48, -0.31    

 

   Actual n 159 141    

Mean 0.19 0.16    

SD 0.470 0.419    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 86 91    

Mean -0.34 -0.45    

SD 0.761 0.719    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.12, 0.20)     

Ls Meanb -0.44 -0.47 0.03 (-0.09, 0.15) 0.638  

SEb 0.045 0.045    

95% CIb -0.53, -0.35 -0.56, -0.38    

Ls Meanc -0.39 -0.41 0.02 (-0.09, 0.12) 0.771  

SEc 0.040 0.039    

95% CIc -0.47, -0.31 -0.49, -0.33    

 

   Actual n 114 113    

Mean 0.10 0.12    

SD 0.325 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.01 (-0.07, 0.09)     

Ls Meanb -0.20 -0.20 0.01 (-0.05, 0.07) 0.808  

 

  Baseline Actual n 142 151    

Mean 0.42 0.48    

SD 0.756 0.855    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.14 -0.01    

SD 0.715 0.813    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.16 (-0.33, 0.00)     

Ls Meanb -0.13 0.01 -0.13 (-0.27, 0.00) 0.055  

SEb 0.049 0.049    

95% CIb -0.22, -0.03 -0.09, 0.10    

Ls Meanc -0.14 0.01 -0.15 (-0.31, 0.01) 0.059  

SEc 0.058 0.058    

95% CIc -0.26, -0.03 -0.10, 0.13    

 

   Actual n 181 179    

Mean 0.31 0.40    

SD 0.702 0.838    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 124 119    

Mean -0.17 -0.13    

SD 0.762 0.911    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.32, 0.03)     

Ls Meanb -0.16 -0.05 -0.12 (-0.26, 0.02) 0.097  

SEb 0.050 0.051    

95% CIb -0.26, -0.07 -0.14, 0.05    

Ls Meanc -0.18 -0.11 -0.06 (-0.23, 0.10) 0.457  

SEc 0.060 0.062    

95% CIc -0.30, -0.06 -0.24, 0.01    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.23 0.32    

SD 0.641 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 15 Change n 114 102    

Mean -0.17 -0.28    

SD 0.841 0.776    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.19 (0.01, 0.37)     

Ls Meanb -0.17 -0.32 0.15 (0.01, 0.30) 0.038  

SEb 0.051 0.054    

95% CIb -0.27, -0.06 -0.42, -0.21    

Ls Meanc -0.17 -0.30 0.12 (-0.02, 0.26) 0.094  

SEc 0.051 0.054    

95% CIc -0.27, -0.07 -0.40, -0.19    

 

   Actual n 159 141    

Mean 0.21 0.11    

SD 0.617 0.416    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.20 -0.29    

SD 0.729 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.10, 0.27)     

Ls Meanb -0.22 -0.29 0.07 (-0.08, 0.22) 0.347  

SEb 0.054 0.054    

95% CIb -0.32, -0.11 -0.39, -0.18    

Ls Meanc -0.22 -0.24 0.01 (-0.11, 0.14) 0.837  

SEc 0.046 0.045    

95% CIc -0.31, -0.13 -0.33, -0.15    

 

   Actual n 114 113    

Mean 0.11 0.15    

SD 0.407 0.448    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.00 (-0.06, 0.06)     

Ls Meanb -0.39 -0.39 0.00 (-0.05, 0.05) 0.979  

 

  Baseline Actual n 141 151    

Mean 0.55 0.55    

SD 0.797 0.797    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 132 137    

Mean -0.13 -0.28    

SD 0.833 0.717    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.01, 0.27)     

Ls Meanb -0.15 -0.26 0.10 (-0.01, 0.22) 0.064  

SEb 0.040 0.040    

95% CIb -0.23, -0.07 -0.33, -0.18    

Ls Meanc -0.14 -0.28 0.14 (-0.01, 0.28) 0.067  

SEc 0.054 0.053    

95% CIc -0.24, -0.03 -0.38, -0.17    

 

   Actual n 181 179    

Mean 0.36 0.28    

SD 0.690 0.618    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 123 119    

Mean -0.28 -0.41    

SD 0.862 0.730    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.10 (-0.04, 0.25)     

Ls Meanb -0.30 -0.39 0.08 (-0.03, 0.20) 0.151  

SEb 0.041 0.041    

95% CIb -0.38, -0.22 -0.47, -0.31    

Ls Meanc -0.29 -0.39 0.09 (-0.03, 0.22) 0.138  

SEc 0.045 0.046    

95% CIc -0.38, -0.21 -0.48, -0.30    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.25 0.17    

SD 0.648 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 2.00    

 

  Day 15 Change n 113 102    

Mean -0.37 -0.47    

SD 0.908 0.792    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.15, 0.15)     

Ls Meanb -0.42 -0.42 0.00 (-0.12, 0.12) 0.996  

SEb 0.042 0.044    

95% CIb -0.51, -0.34 -0.51, -0.34    

Ls Meanc -0.40 -0.43 0.03 (-0.09, 0.15) 0.632  

SEc 0.043 0.046    

95% CIc -0.49, -0.32 -0.52, -0.34    

 

   Actual n 159 141    

Mean 0.14 0.11    

SD 0.497 0.372    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 86 91    

Mean -0.44 -0.41    

SD 0.889 0.730    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.11 (-0.26, 0.05)     

Ls Meanb -0.47 -0.38 -0.08 (-0.21, 0.04) 0.179  

SEb 0.045 0.045    

95% CIb -0.56, -0.38 -0.47, -0.30    

Ls Meanc -0.47 -0.40 -0.07 (-0.19, 0.05) 0.269  

SEc 0.044 0.043    

95% CIc -0.55, -0.38 -0.49, -0.32    

 

   Actual n 114 113    

Mean 0.05 0.16    

SD 0.348 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.05, 0.02)     

Ls Meanb -0.12 -0.11 -0.01 (-0.03, 0.01) 0.303  

 

  Baseline Actual n 142 151    

Mean 0.17 0.13    

SD 0.595 0.457    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 133 137    

Mean -0.10 -0.07    

SD 0.576 0.414    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.06 -0.09 0.03 (-0.02, 0.08) 0.189  

SEb 0.018 0.018    

95% CIb -0.09, -0.03 -0.13, -0.06    

Ls Meanc -0.07 -0.10 0.03 (-0.04, 0.10) 0.405  

SEc 0.026 0.026    

95% CIc -0.12, -0.02 -0.15, -0.05    

 

   Actual n 181 179    

Mean 0.06 0.04    

SD 0.301 0.288    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 124 119    

Mean -0.16 -0.08    

SD 0.617 0.490    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.03)     

Ls Meanb -0.12 -0.09 -0.03 (-0.08, 0.02) 0.199  

SEb 0.018 0.018    

95% CIb -0.16, -0.08 -0.12, -0.05    

Ls Meanc -0.13 -0.11 -0.02 (-0.08, 0.05) 0.657  

SEc 0.024 0.024    

95% CIc -0.17, -0.08 -0.16, -0.06    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 166 161    

Mean 0.02 0.02    

SD 0.245 0.222    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 114 102    

Mean -0.17 -0.10    

SD 0.637 0.386    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.08, 0.13)     

Ls Meanb -0.12 -0.13 0.01 (-0.04, 0.07) 0.630  

SEb 0.019 0.020    

95% CIb -0.16, -0.08 -0.17, -0.09    

Ls Meanc -0.12 -0.14 0.02 (-0.02, 0.06) 0.306  

SEc 0.014 0.015    

95% CIc -0.15, -0.09 -0.17, -0.11    

 

   Actual n 159 141    

Mean 0.02 0.01    

SD 0.177 0.168    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.25 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 87 91    

Mean -0.22 -0.11    

SD 0.706 0.407    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.06)     

Ls Meanb -0.16 -0.13 -0.02 (-0.08, 0.03) 0.391  

SEb 0.020 0.020    

95% CIb -0.20, -0.12 -0.17, -0.09    

Ls Meanc -0.16 -0.16 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.16, -0.16 -0.16, -0.16    

 

   Actual n 114 113    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

< 3 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.05, 0.04)     

Ls Meanb -0.85 -0.84 -0.01 (-0.05, 0.04) 0.712  

 

  Baseline Actual n 254 263  0.002d  

Mean 1.19 1.03    

SD 1.070 0.946    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Change n 229 241    

Mean -0.56 -0.37    

SD 1.069 0.970    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.02)     

Ls Meanb -0.51 -0.42 -0.09 (-0.21, 0.02) 0.104  

SEb 0.041 0.040    

95% CIb -0.59, -0.43 -0.50, -0.34    

Ls Meanc -0.52 -0.41 -0.11 (-0.26, 0.03) 0.132  

SEc 0.054 0.052    

95% CIc -0.63, -0.42 -0.51, -0.31    

 

   Actual n 296 300    

Mean 0.63 0.67    

SD 0.900 0.878    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 215 210    

Mean -0.77 -0.66    

SD 1.072 0.981    

Min -4.00 -3.00    

Median -1.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.06)     

Ls Meanb -0.76 -0.71 -0.05 (-0.17, 0.06) 0.384  

SEb 0.042 0.042    

95% CIb -0.84, -0.68 -0.79, -0.63    

Ls Meanc -0.74 -0.70 -0.03 (-0.17, 0.10) 0.621  

SEc 0.048 0.049    

95% CIc -0.83, -0.64 -0.80, -0.61    

 

   Actual n 270 268    

Mean 0.40 0.40    

SD 0.764 0.766    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.97 -0.88    

SD 1.156 0.966    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.16)     

Ls Meanb -0.92 -0.96 0.04 (-0.08, 0.16) 0.533  

SEb 0.044 0.044    

95% CIb -1.01, -0.83 -1.05, -0.87    

Ls Meanc -0.91 -0.95 0.05 (-0.06, 0.16) 0.409  

SEc 0.040 0.039    

95% CIc -0.98, -0.83 -1.03, -0.87    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 244 242    

Mean 0.22 0.17    

SD 0.602 0.482    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 29 Change n 166 167    

Mean -1.07 -0.96    

SD 1.126 0.978    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.16, 0.09)     

Ls Meanb -0.99 -0.95 -0.03 (-0.16, 0.09) 0.581  

SEb 0.045 0.045    

95% CIb -1.07, -0.90 -1.04, -0.86    

Ls Meanc -1.03 -1.00 -0.03 (-0.12, 0.07) 0.579  

SEc 0.035 0.034    

95% CIc -1.10, -0.96 -1.07, -0.94    

 

   Actual n 209 197    

Mean 0.13 0.14    

SD 0.468 0.463    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

0.00 (-0.03, 0.02)     

Ls Meanb -0.67 -0.67 0.00 (-0.02, 0.02) 0.730  

 

  Baseline Actual n 254 263  0.001d  

Mean 0.80 0.75    

SD 0.996 0.889    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 229 241    

Mean -0.46 -0.41    

SD 1.011 0.832    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.03, 0.12)     

Ls Meanb -0.39 -0.43 0.04 (-0.03, 0.11) 0.270  

SEb 0.025 0.025    

95% CIb -0.44, -0.34 -0.48, -0.38    

Ls Meanc -0.43 -0.44 0.01 (-0.11, 0.13) 0.867  

SEc 0.043 0.042    

95% CIc -0.51, -0.35 -0.52, -0.36    

 

   Actual n 296 300    

Mean 0.33 0.34    

SD 0.698 0.658    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.68 -0.55    

SD 0.969 0.921    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.18, -0.02)     

Ls Meanb -0.67 -0.58 -0.09 (-0.17, -0.02) 0.011  

SEb 0.026 0.026    

95% CIb -0.72, -0.62 -0.63, -0.53    

Ls Meanc -0.66 -0.57 -0.10 (-0.18, -0.01) 0.022  

SEc 0.030 0.030    

95% CIc -0.72, -0.61 -0.63, -0.51    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.10 0.20    

SD 0.397 0.543    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.74 -0.68    

SD 1.031 0.902    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.08, 0.09)     

Ls Meanb -0.72 -0.73 0.01 (-0.07, 0.08) 0.886  

SEb 0.028 0.028    

95% CIb -0.78, -0.67 -0.78, -0.67    

Ls Meanc -0.71 -0.71 0.00 (-0.05, 0.04) 0.904  

SEc 0.016 0.015    

95% CIc -0.74, -0.68 -0.74, -0.68    

 

   Actual n 244 242    

Mean 0.04 0.03    

SD 0.228 0.212    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.84 -0.72    

SD 1.056 0.889    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.06, 0.11)     

Ls Meanb -0.74 -0.76 0.02 (-0.06, 0.10) 0.610  

SEb 0.029 0.029    

95% CIb -0.80, -0.68 -0.82, -0.70    

Ls Meanc -0.78 -0.79 0.01 (-0.03, 0.04) 0.750  

SEc 0.011 0.011    

95% CIc -0.80, -0.76 -0.81, -0.77    

 

   Actual n 209 197    

Mean 0.02 0.02    

SD 0.169 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.52 -0.54 0.02 (-0.02, 0.05) 0.339  

 

  Baseline Actual n 254 263  0.945d  

Mean 0.81 0.77    

SD 0.878 0.889    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.22 -0.29    

SD 0.847 0.820    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.11 (0.01, 0.22)     

Ls Meanb -0.20 -0.30 0.10 (0.01, 0.19) 0.037  

SEb 0.034 0.033    

95% CIb -0.27, -0.14 -0.37, -0.24    

Ls Meanc -0.22 -0.30 0.08 (-0.04, 0.20) 0.185  

SEc 0.043 0.042    

95% CIc -0.31, -0.14 -0.38, -0.22    

 

   Actual n 296 300    

Mean 0.56 0.51    

SD 0.757 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.31 -0.37    

SD 0.901 0.877    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.17)     

Ls Meanb -0.34 -0.39 0.06 (-0.04, 0.15) 0.234  

SEb 0.034 0.034    

95% CIb -0.40, -0.27 -0.46, -0.33    

Ls Meanc -0.31 -0.38 0.07 (-0.05, 0.19) 0.249  

SEc 0.044 0.044    

95% CIc -0.40, -0.23 -0.47, -0.30    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.41 0.40    

SD 0.689 0.687    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.59 -0.61    

SD 0.803 0.847    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.14)     

Ls Meanb -0.59 -0.61 0.02 (-0.08, 0.12) 0.660  

SEb 0.036 0.036    

95% CIb -0.66, -0.52 -0.68, -0.54    

Ls Meanc -0.58 -0.63 0.04 (-0.04, 0.13) 0.325  

SEc 0.030 0.030    

95% CIc -0.64, -0.52 -0.69, -0.57    

 

   Actual n 244 242    

Mean 0.17 0.15    

SD 0.454 0.434    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.66 -0.63    

SD 0.886 0.854    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.15)     

Ls Meanb -0.65 -0.68 0.03 (-0.07, 0.13) 0.571  

SEb 0.037 0.037    

95% CIb -0.72, -0.58 -0.75, -0.61    

Ls Meanc -0.64 -0.65 0.01 (-0.05, 0.08) 0.645  

SEc 0.023 0.023    

95% CIc -0.68, -0.59 -0.70, -0.61    

 

   Actual n 209 197    

Mean 0.07 0.07    

SD 0.286 0.311    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

-0.08 (-0.15, -0.02)     

Ls Meanb -0.63 -0.56 -0.07 (-0.12, -0.02) 0.011  

 

  Baseline Actual n 254 263  0.403d  

Mean 1.16 1.06    

SD 0.863 0.781    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.14 -0.04    

SD 0.767 0.823    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.22, 0.06)     

Ls Meanb -0.12 -0.06 -0.07 (-0.18, 0.05) 0.260  

SEb 0.043 0.042    

95% CIb -0.21, -0.04 -0.14, 0.03    

Ls Meanc -0.13 -0.05 -0.08 (-0.21, 0.05) 0.220  

SEc 0.048 0.046    

95% CIc -0.23, -0.04 -0.14, 0.04    

 

   Actual n 296 300    

Mean 1.01 1.04    

SD 0.834 0.859    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 215 211    

Mean -0.37 -0.20    

SD 0.887 0.861    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.19 (-0.33, -0.04)     

Ls Meanb -0.35 -0.19 -0.16 (-0.27, -0.04) 0.011  

SEb 0.043 0.043    

95% CIb -0.43, -0.26 -0.28, -0.11    

Ls Meanc -0.35 -0.22 -0.12 (-0.26, 0.02) 0.094  

SEc 0.051 0.051    

95% CIc -0.45, -0.25 -0.33, -0.12    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.80 0.87    

SD 0.831 0.868    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.73 -0.65    

SD 0.951 0.854    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.10 (-0.25, 0.05)     

Ls Meanb -0.74 -0.66 -0.08 (-0.21, 0.04) 0.198  

SEb 0.045 0.045    

95% CIb -0.83, -0.65 -0.75, -0.57    

Ls Meanc -0.70 -0.66 -0.04 (-0.16, 0.09) 0.561  

SEc 0.046 0.045    

95% CIc -0.79, -0.61 -0.75, -0.57    

 

   Actual n 244 242    

Mean 0.41 0.42    

SD 0.669 0.640    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.92 -0.87    

SD 0.921 0.837    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.13, 0.17)     

Ls Meanb -0.87 -0.88 0.02 (-0.11, 0.14) 0.802  

SEb 0.046 0.046    

95% CIb -0.96, -0.78 -0.97, -0.79    

Ls Meanc -0.87 -0.93 0.06 (-0.04, 0.17) 0.231  

SEc 0.038 0.038    

95% CIc -0.94, -0.79 -1.00, -0.86    

 

   Actual n 209 197    

Mean 0.23 0.18    

SD 0.526 0.425    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.30 -0.30 0.01 (-0.02, 0.03) 0.619  

 

  Baseline Actual n 254 263  0.508d  

Mean 0.43 0.40    

SD 0.776 0.713    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.14 -0.12    

SD 0.771 0.735    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.10 -0.13 0.03 (-0.04, 0.10) 0.395  

SEb 0.026 0.025    

95% CIb -0.15, -0.05 -0.18, -0.08    

Ls Meanc -0.13 -0.14 0.01 (-0.09, 0.11) 0.892  

SEc 0.037 0.036    

95% CIc -0.20, -0.06 -0.21, -0.07    

 

   Actual n 296 300    

Mean 0.27 0.29    

SD 0.618 0.599    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.21 -0.26    

SD 0.803 0.691    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.17)     

Ls Meanb -0.19 -0.24 0.05 (-0.02, 0.12) 0.181  

SEb 0.026 0.026    

95% CIb -0.25, -0.14 -0.30, -0.19    

Ls Meanc -0.21 -0.27 0.06 (-0.04, 0.15) 0.230  

SEc 0.033 0.033    

95% CIc -0.28, -0.15 -0.33, -0.20    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.20 0.17    

SD 0.556 0.476    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 185 189    

Mean -0.34 -0.31    

SD 0.784 0.766    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.12, 0.08)     

Ls Meanb -0.33 -0.31 -0.02 (-0.09, 0.06) 0.696  

SEb 0.028 0.028    

95% CIb -0.38, -0.27 -0.37, -0.26    

Ls Meanc -0.32 -0.33 0.01 (-0.06, 0.08) 0.826  

SEc 0.026 0.026    

95% CIc -0.37, -0.27 -0.38, -0.28    

 

   Actual n 244 242    

Mean 0.09 0.08    

SD 0.370 0.325    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.32 -0.38    

SD 0.652 0.700    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.35 -0.36 0.01 (-0.07, 0.09) 0.871  

SEb 0.029 0.029    

95% CIb -0.41, -0.30 -0.42, -0.30    

Ls Meanc -0.34 -0.36 0.02 (-0.02, 0.06) 0.262  

SEc 0.014 0.013    

95% CIc -0.36, -0.31 -0.39, -0.33    

 

   Actual n 209 197    

Mean 0.02 0.02    

SD 0.207 0.123    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.04 (-0.01, 0.08)     

Ls Meanb -0.15 -0.18 0.03 (-0.01, 0.06) 0.097  

 

  Baseline Actual n 254 263  <.001d  

Mean 0.35 0.34    

SD 0.749 0.729    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean 0.01 -0.02    

SD 0.725 0.730    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb 0.01 -0.02 0.03 (-0.06, 0.11) 0.502  

SEb 0.031 0.030    

95% CIb -0.05, 0.07 -0.08, 0.04    

Ls Meanc 0.01 -0.02 0.03 (-0.08, 0.14) 0.598  

SEc 0.041 0.040    

95% CIc -0.07, 0.09 -0.10, 0.06    

 

   Actual n 296 300    

Mean 0.32 0.33    

SD 0.675 0.731    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 215 211    

Mean -0.12 -0.07    

SD 0.770 0.878    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.03)     

Ls Meanb -0.10 -0.04 -0.06 (-0.15, 0.03) 0.167  

SEb 0.031 0.031    

95% CIb -0.16, -0.04 -0.10, 0.03    

Ls Meanc -0.11 -0.08 -0.03 (-0.15, 0.08) 0.566  

SEc 0.042 0.042    

95% CIc -0.20, -0.03 -0.16, 0.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.23 0.29    

SD 0.592 0.694    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.14 -0.23    

SD 0.658 0.712    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.10 (-0.03, 0.22)     

Ls Meanb -0.16 -0.24 0.07 (-0.02, 0.16) 0.122  

SEb 0.033 0.033    

95% CIb -0.23, -0.10 -0.30, -0.17    

Ls Meanc -0.14 -0.22 0.07 (-0.01, 0.15) 0.078  

SEc 0.029 0.029    

95% CIc -0.20, -0.09 -0.27, -0.16    

 

   Actual n 244 242    

Mean 0.12 0.11    

SD 0.442 0.417    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.26 -0.31    

SD 0.770 0.742    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.18)     

Ls Meanb -0.24 -0.27 0.04 (-0.06, 0.13) 0.440  

SEb 0.034 0.034    

95% CIb -0.30, -0.17 -0.34, -0.21    

Ls Meanc -0.27 -0.29 0.02 (-0.04, 0.08) 0.483  

SEc 0.022 0.022    

95% CIc -0.31, -0.23 -0.33, -0.25    

 

   Actual n 209 197    

Mean 0.05 0.05    

SD 0.298 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.07, 0.03)     

Ls Meanb -0.83 -0.81 -0.02 (-0.08, 0.03) 0.442  

 

  Baseline Actual n 254 263  <.001d  

Mean 1.41 1.35    

SD 1.059 1.025    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.38 -0.23    

SD 0.926 0.973    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.18, 0.07)     

Ls Meanb -0.35 -0.29 -0.06 (-0.19, 0.08) 0.396  

SEb 0.048 0.047    

95% CIb -0.44, -0.25 -0.38, -0.20    

Ls Meanc -0.36 -0.26 -0.10 (-0.24, 0.05) 0.204  

SEc 0.054 0.053    

95% CIc -0.47, -0.25 -0.37, -0.16    

 

   Actual n 296 300    

Mean 0.99 1.07    

SD 0.988 0.977    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.57 -0.51    

SD 0.997 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.15, 0.11)     

Ls Meanb -0.56 -0.54 -0.02 (-0.15, 0.12) 0.791  

SEb 0.049 0.049    

95% CIb -0.65, -0.46 -0.63, -0.44    

Ls Meanc -0.55 -0.55 0.00 (-0.16, 0.16) 0.977  

SEc 0.057 0.057    

95% CIc -0.66, -0.44 -0.66, -0.43    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.79 0.80    

SD 0.928 0.937    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

  Day 15 Change n 185 189    

Mean -1.06 -0.94    

SD 1.079 1.043    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.17, 0.11)     

Ls Meanb -1.00 -0.97 -0.03 (-0.18, 0.11) 0.648  

SEb 0.052 0.051    

95% CIb -1.10, -0.90 -1.07, -0.87    

Ls Meanc -1.02 -0.99 -0.03 (-0.16, 0.10) 0.667  

SEc 0.047 0.046    

95% CIc -1.11, -0.93 -1.08, -0.90    

 

   Actual n 244 242    

Mean 0.35 0.37    

SD 0.666 0.651    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -1.16 -1.07    

SD 1.080 1.084    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.18, 0.10)     

Ls Meanb -1.10 -1.06 -0.04 (-0.18, 0.11) 0.600  

SEb 0.052 0.052    

95% CIb -1.20, -1.00 -1.17, -0.96    

Ls Meanc -1.14 -1.10 -0.03 (-0.15, 0.09) 0.590  

SEc 0.044 0.043    

95% CIc -1.22, -1.05 -1.19, -1.02    

 

   Actual n 209 197    

Mean 0.25 0.28    

SD 0.576 0.589    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

0.04 (0.00, 0.08)     

Ls Meanb -0.78 -0.82 0.04 (0.00, 0.08) 0.034  

 

  Baseline Actual n 254 263  0.022d  

Mean 1.12 1.12    

SD 0.989 0.983    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.46 -0.51    

SD 0.984 1.021    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.47 -0.49 0.03 (-0.08, 0.14) 0.642  

SEb 0.040 0.039    

95% CIb -0.54, -0.39 -0.57, -0.41    

Ls Meanc -0.47 -0.50 0.03 (-0.11, 0.17) 0.666  

SEc 0.050 0.049    

95% CIc -0.57, -0.37 -0.60, -0.41    

 

   Actual n 296 300    

Mean 0.63 0.64    

SD 0.826 0.825    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.62 -0.69    

SD 1.038 1.040    

Min -3.00 -3.00    

Median 0.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.14)     

Ls Meanb -0.65 -0.67 0.02 (-0.09, 0.13) 0.718  

SEb 0.041 0.041    

95% CIb -0.73, -0.57 -0.75, -0.59    

Ls Meanc -0.63 -0.68 0.05 (-0.08, 0.19) 0.438  

SEc 0.048 0.048    

95% CIc -0.73, -0.54 -0.78, -0.59    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.46 0.46    

SD 0.811 0.704    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.86 -0.88    

SD 1.031 1.009    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.17)     

Ls Meanb -0.86 -0.90 0.04 (-0.07, 0.16) 0.462  

SEb 0.043 0.043    

95% CIb -0.94, -0.77 -0.99, -0.82    

Ls Meanc -0.86 -0.87 0.01 (-0.09, 0.12) 0.816  

SEc 0.038 0.038    

95% CIc -0.93, -0.78 -0.95, -0.80    

 

   Actual n 244 242    

Mean 0.26 0.23    

SD 0.618 0.527    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -1.01 -0.98    

SD 1.021 0.947    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -1.01 -0.96 -0.05 (-0.17, 0.08) 0.468  

SEb 0.044 0.044    

95% CIb -1.09, -0.92 -1.05, -0.87    

Ls Meanc -1.02 -0.97 -0.06 (-0.14, 0.02) 0.169  

SEc 0.029 0.029    

95% CIc -1.08, -0.97 -1.02, -0.91    

 

   Actual n 209 197    

Mean 0.11 0.14    

SD 0.388 0.424    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.09, 0.00)     

Ls Meanb -0.92 -0.88 -0.05 (-0.09, 0.00) 0.040  

 

  Baseline Actual n 254 263  <.001d  

Mean 1.22 1.13    

SD 1.062 0.981    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.62 -0.49    

SD 1.021 0.996    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.02)     

Ls Meanb -0.60 -0.50 -0.09 (-0.20, 0.02) 0.094  

SEb 0.040 0.039    

95% CIb -0.67, -0.52 -0.58, -0.43    

Ls Meanc -0.61 -0.51 -0.10 (-0.25, 0.04) 0.155  

SEc 0.052 0.051    

95% CIc -0.72, -0.51 -0.61, -0.41    

 

   Actual n 296 300    

Mean 0.59 0.66    

SD 0.850 0.895    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.82 -0.76    

SD 1.000 1.038    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.17, 0.05)     

Ls Meanb -0.83 -0.76 -0.06 (-0.18, 0.05) 0.255  

SEb 0.040 0.040    

95% CIb -0.91, -0.75 -0.84, -0.68    

Ls Meanc -0.81 -0.77 -0.04 (-0.17, 0.09) 0.563  

SEc 0.047 0.047    

95% CIc -0.91, -0.72 -0.87, -0.68    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.36 0.42    

SD 0.732 0.772    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 185 189    

Mean -1.04 -0.95    

SD 1.083 1.035    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.08)     

Ls Meanb -1.01 -0.98 -0.03 (-0.15, 0.08) 0.574  

SEb 0.043 0.042    

95% CIb -1.10, -0.93 -1.06, -0.90    

Ls Meanc -1.01 -0.97 -0.04 (-0.15, 0.06) 0.411  

SEc 0.038 0.037    

95% CIc -1.09, -0.94 -1.04, -0.90    

 

   Actual n 244 242    

Mean 0.18 0.21    

SD 0.554 0.540    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -1.14 -0.98    

SD 1.084 1.044    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.14 (-0.26, -0.02)     

Ls Meanb -1.10 -0.96 -0.14 (-0.26, -0.02) 0.021  

SEb 0.043 0.043    

95% CIb -1.19, -1.02 -1.05, -0.88    

Ls Meanc -1.12 -1.00 -0.12 (-0.21, -0.03) 0.011  

SEc 0.033 0.032    

95% CIc -1.18, -1.06 -1.07, -0.94    

 

   Actual n 209 197    

Mean 0.09 0.17    

SD 0.375 0.471    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.31 -0.32 0.01 (-0.01, 0.03) 0.451  

 

  Baseline Actual n 254 263  <.001d  

Mean 0.44 0.39    

SD 0.787 0.672    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.07 -0.12    

SD 0.832 0.673    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.04, 0.23)     

Ls Meanb -0.04 -0.14 0.10 (0.03, 0.16) 0.004  

SEb 0.024 0.024    

95% CIb -0.09, 0.01 -0.19, -0.09    

Ls Meanc -0.06 -0.13 0.07 (-0.04, 0.19) 0.218  

SEc 0.042 0.041    

95% CIc -0.14, 0.02 -0.21, -0.05    

 

   Actual n 296 300    

Mean 0.33 0.27    

SD 0.736 0.631    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.21 -0.21    

SD 0.786 0.707    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.09)     

Ls Meanb -0.21 -0.20 0.00 (-0.07, 0.07) 0.937  

SEb 0.025 0.025    

95% CIb -0.25, -0.16 -0.25, -0.15    

Ls Meanc -0.22 -0.21 -0.01 (-0.11, 0.09) 0.871  

SEc 0.036 0.037    

95% CIc -0.29, -0.15 -0.28, -0.14    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.18 0.21    

SD 0.530 0.568    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.36 -0.35    

SD 0.803 0.665    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.35 -0.38 0.03 (-0.05, 0.10) 0.459  

SEb 0.026 0.026    

95% CIb -0.40, -0.30 -0.43, -0.32    

Ls Meanc -0.34 -0.38 0.04 (-0.02, 0.09) 0.208  

SEc 0.020 0.020    

95% CIc -0.38, -0.30 -0.42, -0.34    

 

   Actual n 244 242    

Mean 0.05 0.03    

SD 0.341 0.221    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.44 -0.40    

SD 0.827 0.703    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.11)     

Ls Meanb -0.39 -0.39 0.00 (-0.07, 0.08) 0.925  

SEb 0.027 0.027    

95% CIb -0.44, -0.34 -0.45, -0.34    

Ls Meanc -0.42 -0.42 0.00 (-0.02, 0.02) 0.985  

SEc 0.009 0.008    

95% CIc -0.44, -0.40 -0.44, -0.40    

 

   Actual n 209 197    

Mean 0.01 0.01    

SD 0.098 0.101    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

0.06 (0.01, 0.12)     

Ls Meanb -0.39 -0.45 0.06 (0.01, 0.12) 0.033  

 

  Baseline Actual n 254 263  <.001d  

Mean 0.72 0.69    

SD 1.043 0.978    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.10 -0.06    

SD 1.065 1.051    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.09)     

Ls Meanb -0.10 -0.07 -0.03 (-0.15, 0.09) 0.629  

SEb 0.043 0.042    

95% CIb -0.18, -0.01 -0.15, 0.01    

Ls Meanc -0.11 -0.08 -0.03 (-0.18, 0.12) 0.679  

SEc 0.056 0.054    

95% CIc -0.22, 0.00 -0.18, 0.03    

 

   Actual n 296 300    

Mean 0.62 0.67    

SD 0.931 0.950    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.22 -0.21    

SD 1.181 1.149    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.12, 0.12)     

Ls Meanb -0.22 -0.22 0.00 (-0.12, 0.12) 0.978  

SEb 0.044 0.044    

95% CIb -0.30, -0.13 -0.30, -0.13    

Ls Meanc -0.24 -0.23 -0.01 (-0.16, 0.15) 0.947  

SEc 0.055 0.056    

95% CIc -0.35, -0.13 -0.34, -0.12    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.49 0.52    

SD 0.852 0.866    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.44 -0.50    

SD 1.131 1.119    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.06, 0.19)     

Ls Meanb -0.46 -0.52 0.07 (-0.06, 0.19) 0.298  

SEb 0.046 0.046    

95% CIb -0.55, -0.37 -0.61, -0.44    

Ls Meanc -0.45 -0.52 0.07 (-0.05, 0.19) 0.243  

SEc 0.045 0.044    

95% CIc -0.54, -0.36 -0.61, -0.43    

 

   Actual n 244 242    

Mean 0.27 0.21    

SD 0.666 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.49 -0.62    

SD 1.025 1.039    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.18 (0.06, 0.31)     

Ls Meanb -0.49 -0.67 0.18 (0.06, 0.31) 0.004  

SEb 0.046 0.046    

95% CIb -0.58, -0.40 -0.76, -0.58    

Ls Meanc -0.51 -0.62 0.11 (0.02, 0.20) 0.017  

SEc 0.033 0.033    

95% CIc -0.57, -0.44 -0.68, -0.56    

 

   Actual n 209 197    

Mean 0.17 0.06    

SD 0.551 0.260    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

0.06 (0.00, 0.11)     

Ls Meanb -0.37 -0.43 0.06 (0.00, 0.11) 0.043  

 

  Baseline Actual n 254 263  0.026d  

Mean 0.64 0.63    

SD 0.987 0.935    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.12 -0.12    

SD 0.909 0.968    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.00 (-0.11, 0.11)     

Ls Meanb -0.12 -0.12 0.00 (-0.11, 0.11) 0.996  

SEb 0.040 0.039    

95% CIb -0.20, -0.04 -0.20, -0.04    

Ls Meanc -0.14 -0.12 -0.01 (-0.15, 0.12) 0.832  

SEc 0.050 0.049    

95% CIc -0.24, -0.04 -0.22, -0.03    

 

   Actual n 296 300    

Mean 0.50 0.55    

SD 0.852 0.870    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.20 -0.22    

SD 1.090 1.108    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.08, 0.15)     

Ls Meanb -0.19 -0.23 0.03 (-0.08, 0.15) 0.549  

SEb 0.041 0.040    

95% CIb -0.27, -0.11 -0.31, -0.15    

Ls Meanc -0.21 -0.24 0.02 (-0.12, 0.17) 0.749  

SEc 0.053 0.054    

95% CIc -0.32, -0.11 -0.34, -0.13    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 35 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.44 0.45    

SD 0.842 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.41 -0.47    

SD 1.075 1.055    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.08 (-0.04, 0.21)     

Ls Meanb -0.42 -0.50 0.08 (-0.04, 0.20) 0.176  

SEb 0.042 0.042    

95% CIb -0.50, -0.34 -0.58, -0.42    

Ls Meanc -0.42 -0.49 0.08 (-0.03, 0.19) 0.170  

SEc 0.041 0.040    

95% CIc -0.50, -0.34 -0.57, -0.42    

 

   Actual n 244 242    

Mean 0.22 0.17    

SD 0.609 0.482    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.47 -0.59    

SD 1.001 1.001    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.00, 0.24)     

Ls Meanb -0.48 -0.59 0.11 (0.00, 0.23) 0.057  

SEb 0.043 0.042    

95% CIb -0.56, -0.40 -0.68, -0.51    

Ls Meanc -0.49 -0.58 0.09 (0.00, 0.17) 0.039  

SEc 0.030 0.030    

95% CIc -0.55, -0.43 -0.64, -0.52    

 

   Actual n 209 197    

Mean 0.13 0.05    

SD 0.472 0.262    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

0.01 (-0.03, 0.05)     

Ls Meanb -0.48 -0.49 0.01 (-0.02, 0.04) 0.568  

 

  Baseline Actual n 254 263  0.825d  

Mean 0.67 0.65    

SD 0.801 0.776    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.20 -0.29    

SD 0.824 0.717    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.08 (-0.02, 0.19)     

Ls Meanb -0.21 -0.28 0.07 (-0.01, 0.15) 0.105  

SEb 0.029 0.029    

95% CIb -0.27, -0.16 -0.34, -0.22    

Ls Meanc -0.21 -0.28 0.07 (-0.04, 0.18) 0.212  

SEc 0.040 0.038    

95% CIc -0.29, -0.13 -0.36, -0.20    

 

   Actual n 296 300    

Mean 0.43 0.41    

SD 0.680 0.630    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.35 -0.36    

SD 0.829 0.731    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.12)     

Ls Meanb -0.38 -0.39 0.01 (-0.07, 0.09) 0.807  

SEb 0.030 0.030    

95% CIb -0.44, -0.32 -0.45, -0.33    

Ls Meanc -0.34 -0.37 0.03 (-0.07, 0.13) 0.574  

SEc 0.037 0.037    

95% CIc -0.42, -0.27 -0.44, -0.30    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.31 0.30    

SD 0.592 0.561    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 185 189    

Mean -0.54 -0.55    

SD 0.773 0.761    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.12)     

Ls Meanb -0.52 -0.53 0.01 (-0.08, 0.09) 0.908  

SEb 0.031 0.031    

95% CIb -0.58, -0.46 -0.59, -0.46    

Ls Meanc -0.53 -0.56 0.02 (-0.05, 0.10) 0.535  

SEc 0.029 0.028    

95% CIc -0.59, -0.48 -0.61, -0.50    

 

   Actual n 244 242    

Mean 0.16 0.14    

SD 0.416 0.393    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.47 -0.59    

SD 0.760 0.738    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.13)     

Ls Meanb -0.56 -0.58 0.01 (-0.08, 0.10) 0.804  

SEb 0.032 0.032    

95% CIb -0.63, -0.50 -0.64, -0.51    

Ls Meanc -0.52 -0.54 0.02 (-0.04, 0.08) 0.499  

SEc 0.022 0.022    

95% CIc -0.57, -0.48 -0.59, -0.50    

 

   Actual n 209 197    

Mean 0.10 0.08    

SD 0.354 0.266    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.05 (0.01, 0.09)     

Ls Meanb -0.27 -0.31 0.04 (0.01, 0.08) 0.023  

 

  Baseline Actual n 254 263  0.002d  

Mean 0.48 0.46    

SD 0.828 0.808    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.08 -0.09    

SD 0.759 0.742    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.16)     

Ls Meanb -0.07 -0.11 0.04 (-0.05, 0.13) 0.373  

SEb 0.033 0.032    

95% CIb -0.14, -0.01 -0.18, -0.05    

Ls Meanc -0.08 -0.10 0.03 (-0.09, 0.14) 0.657  

SEc 0.042 0.041    

95% CIc -0.16, 0.01 -0.18, -0.02    

 

   Actual n 296 300    

Mean 0.39 0.35    

SD 0.756 0.731    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 215 211    

Mean -0.23 -0.19    

SD 0.844 0.848    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.04)     

Ls Meanb -0.21 -0.15 -0.06 (-0.15, 0.03) 0.204  

SEb 0.033 0.033    

95% CIb -0.28, -0.15 -0.22, -0.09    

Ls Meanc -0.23 -0.20 -0.03 (-0.15, 0.08) 0.587  

SEc 0.042 0.042    

95% CIc -0.31, -0.15 -0.28, -0.12    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.23 0.30    

SD 0.623 0.677    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.24 -0.37    

SD 0.828 0.818    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.14 (0.02, 0.26)     

Ls Meanb -0.28 -0.39 0.11 (0.02, 0.21) 0.023  

SEb 0.035 0.035    

95% CIb -0.35, -0.21 -0.46, -0.32    

Ls Meanc -0.25 -0.36 0.11 (0.03, 0.20) 0.010  

SEc 0.032 0.031    

95% CIc -0.31, -0.19 -0.42, -0.30    

 

   Actual n 244 242    

Mean 0.15 0.07    

SD 0.503 0.345    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.36 -0.37    

SD 0.854 0.809    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.08, 0.17)     

Ls Meanb -0.34 -0.38 0.04 (-0.06, 0.14) 0.463  

SEb 0.036 0.036    

95% CIb -0.41, -0.27 -0.45, -0.31    

Ls Meanc -0.35 -0.38 0.03 (-0.04, 0.10) 0.445  

SEc 0.026 0.026    

95% CIc -0.40, -0.30 -0.43, -0.33    

 

   Actual n 209 197    

Mean 0.09 0.09    

SD 0.349 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.48 -0.50 0.02 (-0.01, 0.05) 0.281  

 

  Baseline Actual n 254 263  0.431d  

Mean 0.63 0.67    

SD 0.809 0.847    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.18 -0.35    

SD 0.832 0.843    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (0.01, 0.21)     

Ls Meanb -0.21 -0.30 0.09 (0.01, 0.18) 0.035  

SEb 0.031 0.030    

95% CIb -0.27, -0.15 -0.36, -0.24    

Ls Meanc -0.21 -0.32 0.11 (-0.01, 0.22) 0.074  

SEc 0.042 0.041    

95% CIc -0.30, -0.13 -0.40, -0.24    

 

   Actual n 296 300    

Mean 0.40 0.37    

SD 0.711 0.689    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 215 211    

Mean -0.37 -0.48    

SD 0.854 0.943    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.13)     

Ls Meanb -0.41 -0.44 0.02 (-0.06, 0.11) 0.619  

SEb 0.031 0.031    

95% CIb -0.48, -0.35 -0.50, -0.37    

Ls Meanc -0.40 -0.45 0.05 (-0.06, 0.15) 0.403  

SEc 0.039 0.039    

95% CIc -0.48, -0.32 -0.52, -0.37    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.27 0.22    

SD 0.643 0.560    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 185 189    

Mean -0.47 -0.60    

SD 0.885 0.873    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.52 -0.55 0.03 (-0.06, 0.13) 0.465  

SEb 0.033 0.033    

95% CIb -0.58, -0.45 -0.62, -0.49    

Ls Meanc -0.52 -0.55 0.04 (-0.04, 0.12) 0.387  

SEc 0.029 0.029    

95% CIc -0.58, -0.46 -0.61, -0.50    

 

   Actual n 244 242    

Mean 0.13 0.10    

SD 0.449 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.58 -0.55    

SD 0.854 0.826    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.19, 0.04)     

Ls Meanb -0.60 -0.53 -0.06 (-0.15, 0.03) 0.198  

SEb 0.034 0.034    

95% CIb -0.66, -0.53 -0.60, -0.47    

Ls Meanc -0.59 -0.54 -0.05 (-0.12, 0.02) 0.195  

SEc 0.026 0.026    

95% CIc -0.64, -0.54 -0.60, -0.49    

 

   Actual n 209 197    

Mean 0.05 0.10    

SD 0.298 0.329    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

0.01 (-0.01, 0.04)     

Ls Meanb -0.09 -0.10 0.01 (0.00, 0.02) 0.228  

 

  Baseline Actual n 254 263  <.001d  

Mean 0.15 0.08    

SD 0.552 0.372    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 229 241    

Mean -0.09 -0.04    

SD 0.509 0.363    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.03, 0.10)     

Ls Meanb -0.05 -0.07 0.02 (-0.02, 0.05) 0.341  

SEb 0.012 0.011    

95% CIb -0.08, -0.03 -0.09, -0.05    

Ls Meanc -0.06 -0.07 0.01 (-0.04, 0.06) 0.634  

SEc 0.017 0.017    

95% CIc -0.09, -0.03 -0.10, -0.04    

 

   Actual n 296 300    

Mean 0.05 0.03    

SD 0.298 0.222    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 215 211    

Mean -0.08 -0.05    

SD 0.557 0.405    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.01, 0.13)     

Ls Meanb -0.05 -0.08 0.03 (0.00, 0.06) 0.079  

SEb 0.012 0.012    

95% CIb -0.08, -0.03 -0.11, -0.06    

Ls Meanc -0.06 -0.08 0.02 (-0.03, 0.07) 0.384  

SEc 0.017 0.017    

95% CIc -0.09, -0.02 -0.11, -0.04    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 270 269    

Mean 0.04 0.02    

SD 0.263 0.182    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 185 189    

Mean -0.14 -0.06    

SD 0.582 0.295    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.05, 0.10)     

Ls Meanb -0.09 -0.10 0.01 (-0.02, 0.05) 0.524  

SEb 0.013 0.013    

95% CIb -0.12, -0.07 -0.13, -0.08    

Ls Meanc -0.09 -0.11 0.02 (-0.01, 0.04) 0.206  

SEc 0.009 0.009    

95% CIc -0.11, -0.07 -0.12, -0.09    

 

   Actual n 244 242    

Mean 0.02 0.01    

SD 0.156 0.129    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 166 167    

Mean -0.17 -0.07    

SD 0.609 0.313    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.09, 0.07)     

Ls Meanb -0.11 -0.11 -0.01 (-0.04, 0.03) 0.776  

SEb 0.013 0.013    

95% CIb -0.14, -0.09 -0.13, -0.08    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    

 

   Actual n 209 197    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

≥ 3 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.06)     

Ls Meanb -0.58 -0.53 -0.05 (-0.15, 0.06) 0.373  

 

  Baseline Actual n 55 62    

Mean 0.84 0.95    

SD 0.958 0.965    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    

 

  Day 3 Change n 50 57    

Mean -0.14 -0.25    

SD 0.833 0.931    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.25, 0.24)     

Ls Meanb -0.18 -0.17 0.00 (-0.24, 0.23) 0.990  

SEb 0.087 0.083    

95% CIb -0.35, 0.00 -0.34, -0.01    

Ls Meanc -0.18 -0.18 -0.01 (-0.29, 0.28) 0.962  

SEc 0.106 0.102    

95% CIc -0.39, 0.03 -0.38, 0.03    

 

   Actual n 67 75    

Mean 0.67 0.61    

SD 0.894 0.837    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 47 46    

Mean -0.28 -0.26    

SD 0.971 1.124    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.31, 0.19)     

Ls Meanb -0.28 -0.22 -0.06 (-0.30, 0.19) 0.636  

SEb 0.088 0.088    

95% CIb -0.46, -0.11 -0.40, -0.05    

Ls Meanc -0.31 -0.22 -0.09 (-0.44, 0.26) 0.628  

SEc 0.126 0.131    

95% CIc -0.56, -0.06 -0.48, 0.04    

 

   Actual n 63 64    

Mean 0.49 0.52    

SD 0.780 0.908    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 45 41    

Mean -0.69 -0.66    

SD 0.973 0.794    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.27, 0.26)     

Ls Meanb -0.72 -0.71 0.00 (-0.26, 0.25) 0.974  

SEb 0.091 0.094    

95% CIb -0.90, -0.54 -0.90, -0.53    

Ls Meanc -0.71 -0.68 -0.02 (-0.21, 0.16) 0.791  

SEc 0.065 0.070    

95% CIc -0.84, -0.58 -0.82, -0.54    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 61 58    

Mean 0.13 0.16    

SD 0.386 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 29 Change n 34 36    

Mean -0.62 -0.78    

SD 0.853 1.045    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.24, 0.30)     

Ls Meanb -0.72 -0.74 0.03 (-0.23, 0.29) 0.842  

SEb 0.096 0.093    

95% CIb -0.90, -0.53 -0.92, -0.56    

Ls Meanc -0.66 -0.74 0.08 (-0.12, 0.28) 0.441  

SEc 0.073 0.075    

95% CIc -0.81, -0.52 -0.89, -0.59    

 

   Actual n 41 48    

Mean 0.15 0.08    

SD 0.422 0.347    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.08, 0.05)     

Ls Meanb -0.66 -0.64 -0.01 (-0.07, 0.05) 0.679  

 

  Baseline Actual n 55 62    

Mean 0.80 0.76    

SD 0.848 0.935    

Min 0.00 0.00    

Median 1.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 49 57    

Mean -0.29 -0.44    

SD 0.842 0.866    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.13 (-0.07, 0.32)     

Ls Meanb -0.33 -0.44 0.11 (-0.06, 0.29) 0.203  

SEb 0.064 0.061    

95% CIb -0.46, -0.20 -0.56, -0.32    

Ls Meanc -0.31 -0.42 0.10 (-0.14, 0.35) 0.409  

SEc 0.092 0.088    

95% CIc -0.50, -0.13 -0.59, -0.24    

 

   Actual n 66 75    

Mean 0.41 0.31    

SD 0.723 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 47 46    

Mean -0.51 -0.46    

SD 0.831 1.048    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.17 (-0.37, 0.03)     

Ls Meanb -0.58 -0.43 -0.15 (-0.33, 0.03) 0.099  

SEb 0.065 0.066    

95% CIb -0.71, -0.45 -0.55, -0.30    

Ls Meanc -0.56 -0.45 -0.11 (-0.37, 0.15) 0.403  

SEc 0.095 0.099    

95% CIc -0.75, -0.37 -0.64, -0.25    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 53 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.16 0.25    

SD 0.482 0.642    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 45 41    

Mean -0.69 -0.73    

SD 0.821 0.923    

Min -2.00 -3.00    

Median -1.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.24, 0.18)     

Ls Meanb -0.72 -0.70 -0.03 (-0.22, 0.16) 0.778  

SEb 0.067 0.070    

95% CIb -0.86, -0.59 -0.83, -0.56    

Ls Meanc -0.73 -0.72 -0.01 (-0.18, 0.16) 0.914  

SEc 0.061 0.066    

95% CIc -0.85, -0.61 -0.86, -0.59    

 

   Actual n 61 58    

Mean 0.05 0.07    

SD 0.284 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.74 -0.75    

SD 0.864 1.052    

Min -2.00 -3.00    

Median -1.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.17, 0.28)     

Ls Meanb -0.70 -0.75 0.05 (-0.15, 0.25) 0.610  

SEb 0.073 0.071    

95% CIb -0.84, -0.55 -0.89, -0.61    

Ls Meanc -0.76 -0.76 -0.01 (-0.18, 0.17) 0.930  

SEc 0.062 0.064    

95% CIc -0.89, -0.64 -0.88, -0.63    

 

   Actual n 41 48    

Mean 0.05 0.06    

SD 0.312 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.03 (-0.07, 0.12)     

Ls Meanb -0.37 -0.39 0.02 (-0.05, 0.09) 0.598  

 

  Baseline Actual n 55 62    

Mean 0.56 0.56    

SD 0.811 0.668    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.08 -0.14    

SD 0.778 0.639    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.03 (-0.29, 0.22)     

Ls Meanb -0.14 -0.11 -0.02 (-0.21, 0.17) 0.807  

SEb 0.070 0.067    

95% CIb -0.28, 0.00 -0.24, 0.02    

Ls Meanc -0.12 -0.14 0.02 (-0.21, 0.26) 0.844  

SEc 0.089 0.086    

95% CIc -0.29, 0.06 -0.31, 0.03    

 

   Actual n 67 75    

Mean 0.46 0.49    

SD 0.725 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.19 -0.26    

SD 0.825 0.612    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.25, 0.29)     

Ls Meanb -0.24 -0.26 0.01 (-0.18, 0.21) 0.893  

SEb 0.072 0.072    

95% CIb -0.38, -0.10 -0.40, -0.11    

Ls Meanc -0.22 -0.27 0.05 (-0.17, 0.28) 0.629  

SEc 0.080 0.083    

95% CIc -0.38, -0.06 -0.44, -0.11    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.33 0.34    

SD 0.568 0.623    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 45 41    

Mean -0.42 -0.41    

SD 0.866 0.741    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.21, 0.35)     

Ls Meanb -0.43 -0.48 0.05 (-0.16, 0.26) 0.633  

SEb 0.074 0.076    

95% CIb -0.58, -0.29 -0.63, -0.33    

Ls Meanc -0.39 -0.41 0.02 (-0.13, 0.18) 0.764  

SEc 0.055 0.059    

95% CIc -0.50, -0.28 -0.53, -0.30    

 

   Actual n 61 58    

Mean 0.15 0.07    

SD 0.401 0.256    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.32 -0.53    

SD 0.684 0.845    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.05 (-0.24, 0.35)     

Ls Meanb -0.46 -0.50 0.04 (-0.18, 0.26) 0.714  

SEb 0.079 0.077    

95% CIb -0.61, -0.30 -0.65, -0.35    

Ls Meanc -0.45 -0.40 -0.05 (-0.23, 0.14) 0.615  

SEc 0.064 0.066    

95% CIc -0.57, -0.32 -0.53, -0.27    

 

   Actual n 41 48    

Mean 0.07 0.15    

SD 0.264 0.461    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

0.00 (-0.15, 0.14)     

Ls Meanb -0.59 -0.59 0.00 (-0.12, 0.11) 0.961  

 

  Baseline Actual n 55 62    

Mean 1.09 1.18    

SD 0.800 0.758    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean 0.06 -0.09    

SD 0.682 0.851    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.22, 0.44)     

Ls Meanb 0.03 -0.06 0.08 (-0.17, 0.34) 0.515  

SEb 0.095 0.090    

95% CIb -0.16, 0.21 -0.24, 0.12    

Ls Meanc 0.02 -0.05 0.08 (-0.18, 0.34) 0.561  

SEc 0.096 0.093    

95% CIc -0.17, 0.22 -0.24, 0.13    

 

   Actual n 67 75    

Mean 1.07 1.04    

SD 0.785 0.761    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.04 -0.11    

SD 0.779 1.080    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.18 (-0.52, 0.16)     

Ls Meanb -0.13 0.01 -0.14 (-0.41, 0.12) 0.294  

SEb 0.096 0.096    

95% CIb -0.32, 0.06 -0.18, 0.20    

Ls Meanc -0.07 -0.06 -0.01 (-0.37, 0.35) 0.945  

SEc 0.129 0.134    

95% CIc -0.33, 0.18 -0.33, 0.21    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.97 1.02    

SD 0.897 0.900    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 15 Change n 45 41    

Mean -0.67 -0.90    

SD 0.977 0.800    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.15 (-0.21, 0.50)     

Ls Meanb -0.73 -0.85 0.11 (-0.16, 0.39) 0.421  

SEb 0.099 0.102    

95% CIb -0.93, -0.54 -1.05, -0.65    

Ls Meanc -0.71 -0.81 0.10 (-0.18, 0.37) 0.488  

SEc 0.095 0.103    

95% CIc -0.90, -0.52 -1.01, -0.60    

 

   Actual n 61 58    

Mean 0.36 0.33    

SD 0.633 0.574    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.91 -1.00    

SD 0.996 0.862    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.32, 0.41)     

Ls Meanb -0.97 -1.00 0.04 (-0.25, 0.32) 0.802  

SEb 0.103 0.100    

95% CIb -1.17, -0.76 -1.20, -0.80    

Ls Meanc -0.94 -0.98 0.04 (-0.18, 0.27) 0.705  

SEc 0.081 0.084    

95% CIc -1.10, -0.78 -1.15, -0.81    

 

   Actual n 41 48    

Mean 0.22 0.21    

SD 0.525 0.459    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.04)     

Ls Meanb -0.23 -0.21 -0.02 (-0.06, 0.03) 0.492  

 

  Baseline Actual n 55 62    

Mean 0.44 0.32    

SD 0.764 0.621    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 49 57    

Mean 0.04 0.00    

SD 0.815 0.945    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.06 (-0.15, 0.27)     

Ls Meanb 0.05 0.01 0.04 (-0.11, 0.18) 0.597  

SEb 0.054 0.051    

95% CIb -0.06, 0.16 -0.09, 0.11    

Ls Meanc 0.04 0.01 0.03 (-0.23, 0.29) 0.819  

SEc 0.097 0.093    

95% CIc -0.15, 0.24 -0.17, 0.20    

 

   Actual n 66 75    

Mean 0.41 0.29    

SD 0.701 0.653    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.15 0.02    

SD 0.780 0.774    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.08 (-0.30, 0.14)     

Ls Meanb -0.14 -0.09 -0.06 (-0.21, 0.10) 0.478  

SEb 0.055 0.055    

95% CIb -0.25, -0.04 -0.20, 0.02    

Ls Meanc -0.09 -0.03 -0.06 (-0.26, 0.15) 0.589  

SEc 0.073 0.077    

95% CIc -0.23, 0.06 -0.18, 0.12    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.27 0.25    

SD 0.545 0.591    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 45 41    

Mean -0.31 -0.20    

SD 0.763 0.511    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.16, 0.30)     

Ls Meanb -0.26 -0.31 0.05 (-0.11, 0.21) 0.565  

SEb 0.056 0.059    

95% CIb -0.37, -0.15 -0.42, -0.19    

Ls Meanc -0.23 -0.31 0.08 (0.00, 0.16) 0.064  

SEc 0.028 0.030    

95% CIc -0.29, -0.18 -0.37, -0.25    

 

   Actual n 61 58    

Mean 0.05 0.03    

SD 0.218 0.263    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.44 -0.19    

SD 0.786 0.525    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.26, 0.23)     

Ls Meanb -0.33 -0.32 -0.01 (-0.18, 0.16) 0.902  

SEb 0.062 0.061    

95% CIb -0.45, -0.20 -0.43, -0.20    

Ls Meanc -0.31 -0.31 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.31, -0.31 -0.31, -0.31    

 

   Actual n 41 48    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.20, 0.15)     

Ls Meanb -0.06 -0.05 -0.02 (-0.15, 0.11) 0.776  

 

  Baseline Actual n 55 62    

Mean 0.31 0.29    

SD 0.742 0.710    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean 0.00 -0.09    

SD 0.857 0.763    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.19, 0.47)     

Ls Meanb 0.02 -0.09 0.10 (-0.13, 0.34) 0.395  

SEb 0.088 0.084    

95% CIb -0.16, 0.19 -0.25, 0.08    

Ls Meanc -0.02 -0.10 0.08 (-0.14, 0.30) 0.480  

SEc 0.082 0.079    

95% CIc -0.18, 0.15 -0.25, 0.06    

 

   Actual n 67 75    

Mean 0.31 0.19    

SD 0.656 0.538    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 47 46    

Mean -0.02 0.15    

SD 0.944 1.010    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 4.00    

Effect Size (95% 

CI)a 

-0.25 (-0.59, 0.09)     

Ls Meanb -0.01 0.17 -0.18 (-0.43, 0.06) 0.146  

SEb 0.089 0.088    

95% CIb -0.18, 0.17 0.00, 0.35    

Ls Meanc 0.01 0.18 -0.17 (-0.48, 0.14) 0.269  

SEc 0.111 0.116    

95% CIc -0.21, 0.23 -0.05, 0.41    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.29 0.30    

SD 0.658 0.728    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 15 Change n 45 41    

Mean -0.07 -0.15    

SD 1.009 0.691    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.11 (-0.24, 0.46)     

Ls Meanb -0.03 -0.11 0.08 (-0.18, 0.34) 0.540  

SEb 0.092 0.094    

95% CIb -0.21, 0.15 -0.30, 0.07    

Ls Meanc -0.08 -0.14 0.06 (-0.22, 0.33) 0.680  

SEc 0.096 0.105    

95% CIc -0.27, 0.11 -0.35, 0.07    

 

   Actual n 61 58    

Mean 0.21 0.16    

SD 0.635 0.523    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.09 -0.22    

SD 0.933 0.797    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.14 (-0.21, 0.49)     

Ls Meanb -0.14 -0.24 0.10 (-0.15, 0.36) 0.429  

SEb 0.094 0.091    

95% CIb -0.33, 0.04 -0.42, -0.07    

Ls Meanc -0.11 -0.21 0.10 (-0.13, 0.32) 0.391  

SEc 0.079 0.081    

95% CIc -0.27, 0.05 -0.37, -0.04    

 

   Actual n 41 48    

Mean 0.15 0.06    

SD 0.478 0.320    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.09)     

Ls Meanb -0.61 -0.56 -0.06 (-0.20, 0.09) 0.437  

 

  Baseline Actual n 55 62    

Mean 1.31 1.40    

SD 0.920 0.983    

Min 0.00 0.00    

Median 1.00 2.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.02 -0.05    

SD 1.116 1.007    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.37, 0.27)     

Ls Meanb -0.05 0.00 -0.05 (-0.35, 0.26) 0.762  

SEb 0.112 0.106    

95% CIb -0.27, 0.17 -0.21, 0.21    

Ls Meanc -0.08 -0.07 -0.02 (-0.35, 0.32) 0.927  

SEc 0.126 0.121    

95% CIc -0.33, 0.17 -0.31, 0.17    

 

   Actual n 67 75    

Mean 1.19 1.16    

SD 0.957 1.001    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 47 46    

Mean -0.26 -0.22    

SD 1.010 0.964    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.15 (-0.48, 0.18)     

Ls Meanb -0.30 -0.16 -0.14 (-0.45, 0.17) 0.377  

SEb 0.114 0.113    

95% CIb -0.52, -0.08 -0.38, 0.06    

Ls Meanc -0.26 -0.21 -0.04 (-0.39, 0.31) 0.810  

SEc 0.126 0.131    

95% CIc -0.51, -0.01 -0.47, 0.05    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 68 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.98 1.06    

SD 0.959 0.990    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 45 41    

Mean -0.69 -0.83    

SD 1.104 0.892    

Min -3.00 -2.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.09 (-0.25, 0.44)     

Ls Meanb -0.74 -0.83 0.09 (-0.24, 0.42) 0.591  

SEb 0.117 0.120    

95% CIb -0.97, -0.51 -1.06, -0.59    

Ls Meanc -0.72 -0.82 0.10 (-0.24, 0.44) 0.569  

SEc 0.119 0.129    

95% CIc -0.96, -0.49 -1.08, -0.56    

 

   Actual n 61 58    

Mean 0.56 0.48    

SD 0.786 0.822    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.68 -1.00    

SD 0.945 0.956    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.23 (-0.12, 0.57)     

Ls Meanb -0.77 -0.98 0.22 (-0.12, 0.55) 0.204  

SEb 0.122 0.118    

95% CIb -1.00, -0.53 -1.21, -0.75    

Ls Meanc -0.80 -0.95 0.16 (-0.15, 0.46) 0.304  

SEc 0.108 0.111    

95% CIc -1.01, -0.58 -1.18, -0.73    

 

   Actual n 41 48    

Mean 0.41 0.40    

SD 0.670 0.676    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

-0.11 (-0.22, 0.00)     

Ls Meanb -0.70 -0.60 -0.10 (-0.20, 0.00) 0.053  

 

  Baseline Actual n 55 62    

Mean 0.98 0.97    

SD 0.972 0.905    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.42 -0.42    

SD 1.012 0.944    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.24, 0.26)     

Ls Meanb -0.43 -0.43 0.01 (-0.23, 0.24) 0.954  

SEb 0.086 0.082    

95% CIb -0.59, -0.26 -0.59, -0.27    

Ls Meanc -0.44 -0.43 -0.01 (-0.29, 0.27) 0.948  

SEc 0.104 0.100    

95% CIc -0.65, -0.23 -0.63, -0.23    

 

   Actual n 67 75    

Mean 0.49 0.55    

SD 0.726 0.810    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.51 -0.30    

SD 1.101 0.916    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.42, 0.09)     

Ls Meanb -0.51 -0.36 -0.16 (-0.40, 0.09) 0.207  

SEb 0.087 0.087    

95% CIb -0.68, -0.34 -0.53, -0.19    

Ls Meanc -0.44 -0.36 -0.08 (-0.36, 0.20) 0.563  

SEc 0.101 0.106    

95% CIc -0.64, -0.24 -0.57, -0.15    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.48 0.58    

SD 0.737 0.793    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 45 41    

Mean -0.87 -0.63    

SD 0.991 0.915    

Min -3.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.18 (-0.45, 0.09)     

Ls Meanb -0.87 -0.70 -0.17 (-0.42, 0.08) 0.187  

SEb 0.090 0.093    

95% CIb -1.04, -0.69 -0.88, -0.52    

Ls Meanc -0.80 -0.60 -0.20 (-0.41, 0.01) 0.063  

SEc 0.075 0.082    

95% CIc -0.95, -0.65 -0.76, -0.44    

 

   Actual n 61 58    

Mean 0.13 0.26    

SD 0.427 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 72 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.85 -0.86    

SD 1.077 0.899    

Min -3.00 -2.00    

Median -0.50 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.31, 0.24)     

Ls Meanb -0.86 -0.82 -0.04 (-0.29, 0.22) 0.785  

SEb 0.094 0.092    

95% CIb -1.04, -0.67 -1.00, -0.64    

Ls Meanc -0.92 -0.85 -0.07 (-0.30, 0.16) 0.534  

SEc 0.082 0.084    

95% CIc -1.08, -0.75 -1.01, -0.68    

 

   Actual n 41 48    

Mean 0.10 0.23    

SD 0.300 0.592    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -0.62 -0.58 -0.04 (-0.15, 0.07) 0.465  

 

  Baseline Actual n 55 62    

Mean 0.85 1.13    

SD 0.780 1.000    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.08 -0.46    

SD 0.922 0.908    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.17 (-0.11, 0.45)     

Ls Meanb -0.14 -0.29 0.15 (-0.10, 0.41) 0.234  

SEb 0.094 0.089    

95% CIb -0.32, 0.04 -0.47, -0.12    

Ls Meanc -0.17 -0.36 0.19 (-0.11, 0.49) 0.222  

SEc 0.111 0.107    

95% CIc -0.39, 0.05 -0.57, -0.14    

 

   Actual n 67 75    

Mean 0.76 0.61    

SD 0.923 0.804    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 47 46    

Mean -0.23 -0.41    

SD 0.840 1.240    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.22, 0.36)     

Ls Meanb -0.30 -0.36 0.06 (-0.20, 0.33) 0.642  

SEb 0.095 0.095    

95% CIb -0.48, -0.11 -0.54, -0.17    

Ls Meanc -0.30 -0.33 0.04 (-0.33, 0.41) 0.842  

SEc 0.133 0.138    

95% CIc -0.56, -0.03 -0.61, -0.06    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 74 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.59 0.50    

SD 0.835 0.943    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 45 41    

Mean -0.71 -0.80    

SD 0.895 0.843    

Min -2.00 -2.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.02 (-0.33, 0.28)     

Ls Meanb -0.79 -0.77 -0.02 (-0.29, 0.25) 0.888  

SEb 0.098 0.101    

95% CIb -0.98, -0.59 -0.96, -0.57    

Ls Meanc -0.78 -0.75 -0.03 (-0.25, 0.19) 0.805  

SEc 0.077 0.084    

95% CIc -0.93, -0.62 -0.92, -0.58    

 

   Actual n 61 58    

Mean 0.13 0.19    

SD 0.386 0.545    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.68 -0.83    

SD 0.878 1.108    

Min -2.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.31, 0.31)     

Ls Meanb -0.73 -0.73 0.00 (-0.28, 0.28) 0.999  

SEb 0.103 0.100    

95% CIb -0.94, -0.53 -0.93, -0.54    

Ls Meanc -0.76 -0.81 0.05 (-0.20, 0.30) 0.699  

SEc 0.089 0.092    

95% CIc -0.94, -0.58 -0.99, -0.62    

 

   Actual n 41 48    

Mean 0.20 0.19    

SD 0.459 0.491    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

-0.14 (-0.24, -0.04)     

Ls Meanb -0.36 -0.25 -0.11 (-0.18, -0.03) 0.006  

 

  Baseline Actual n 55 62    

Mean 0.42 0.44    

SD 0.738 0.781    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.10 -0.12    

SD 0.789 0.629    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.23, 0.23)     

Ls Meanb -0.12 -0.12 0.00 (-0.17, 0.17) 0.993  

SEb 0.064 0.061    

95% CIb -0.24, 0.01 -0.24, 0.00    

Ls Meanc -0.10 -0.09 -0.01 (-0.21, 0.20) 0.952  

SEc 0.077 0.074    

95% CIc -0.25, 0.05 -0.24, 0.05    

 

   Actual n 67 75    

Mean 0.25 0.28    

SD 0.503 0.605    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.19 -0.11    

SD 0.770 0.900    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.23 (-0.46, 0.01)     

Ls Meanb -0.22 -0.05 -0.17 (-0.35, 0.01) 0.060  

SEb 0.065 0.065    

95% CIb -0.35, -0.09 -0.17, 0.08    

Ls Meanc -0.20 -0.09 -0.11 (-0.34, 0.13) 0.364  

SEc 0.085 0.089    

95% CIc -0.37, -0.03 -0.27, 0.08    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.17 0.36    

SD 0.423 0.721    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 45 41    

Mean -0.40 -0.37    

SD 0.751 0.767    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.06 (-0.30, 0.19)     

Ls Meanb -0.40 -0.36 -0.04 (-0.23, 0.14) 0.646  

SEb 0.067 0.069    

95% CIb -0.53, -0.27 -0.49, -0.22    

Ls Meanc -0.41 -0.36 -0.05 (-0.20, 0.10) 0.514  

SEc 0.053 0.058    

95% CIc -0.51, -0.30 -0.47, -0.24    

 

   Actual n 61 58    

Mean 0.03 0.10    

SD 0.180 0.484    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.41 -0.36    

SD 0.821 0.762    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.35, 0.15)     

Ls Meanb -0.43 -0.35 -0.08 (-0.27, 0.11) 0.418  

SEb 0.070 0.068    

95% CIb -0.57, -0.29 -0.48, -0.22    

Ls Meanc -0.43 -0.33 -0.11 (-0.29, 0.08) 0.260  

SEc 0.067 0.069    

95% CIc -0.57, -0.30 -0.46, -0.19    

 

   Actual n 41 48    

Mean 0.02 0.10    

SD 0.156 0.472    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

-0.09 (-0.19, 0.01)     

Ls Meanb -0.51 -0.42 -0.09 (-0.18, 0.01) 0.066  

 

  Baseline Actual n 55 62    

Mean 0.56 0.76    

SD 0.834 1.112    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.12 -0.12    

SD 0.895 1.151    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.34, 0.08)     

Ls Meanb -0.17 -0.05 -0.13 (-0.33, 0.08) 0.223  

SEb 0.076 0.072    

95% CIb -0.32, -0.03 -0.19, 0.10    

Ls Meanc -0.23 -0.14 -0.09 (-0.38, 0.21) 0.567  

SEc 0.110 0.106    

95% CIc -0.44, -0.01 -0.35, 0.07    

 

   Actual n 67 75    

Mean 0.43 0.56    

SD 0.679 0.889    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.30 -0.17    

SD 1.102 1.217    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.11 (-0.33, 0.10)     

Ls Meanb -0.34 -0.22 -0.11 (-0.33, 0.10) 0.298  

SEb 0.077 0.077    

95% CIb -0.49, -0.18 -0.37, -0.07    

Ls Meanc -0.36 -0.21 -0.15 (-0.47, 0.17) 0.345  

SEc 0.115 0.120    

95% CIc -0.59, -0.13 -0.45, 0.03    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.35 0.39    

SD 0.722 0.769    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 45 41    

Mean -0.49 -0.59    

SD 0.727 1.140    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.07 (-0.29, 0.16)     

Ls Meanb -0.61 -0.55 -0.07 (-0.29, 0.15) 0.550  

SEb 0.079 0.082    

95% CIb -0.77, -0.46 -0.71, -0.39    

Ls Meanc -0.57 -0.51 -0.07 (-0.17, 0.04) 0.211  

SEc 0.037 0.040    

95% CIc -0.65, -0.50 -0.59, -0.43    

 

   Actual n 61 58    

Mean 0.03 0.07    

SD 0.180 0.317    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 81 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.56 -0.50    

SD 0.746 1.134    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.27, 0.19)     

Ls Meanb -0.61 -0.57 -0.04 (-0.26, 0.19) 0.748  

SEb 0.083 0.081    

95% CIb -0.77, -0.45 -0.73, -0.41    

Ls Meanc -0.59 -0.49 -0.10 (-0.26, 0.06) 0.223  

SEc 0.058 0.060    

95% CIc -0.71, -0.48 -0.61, -0.37    

 

   Actual n 41 48    

Mean 0.10 0.08    

SD 0.490 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.03)     

Ls Meanb -0.46 -0.39 -0.06 (-0.16, 0.03) 0.206  

 

  Baseline Actual n 55 62    

Mean 0.53 0.69    

SD 0.813 1.049    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.06 -0.14    

SD 0.843 1.060    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.22, 0.20)     

Ls Meanb -0.10 -0.09 -0.01 (-0.21, 0.19) 0.921  

SEb 0.074 0.070    

95% CIb -0.24, 0.05 -0.22, 0.05    

Ls Meanc -0.16 -0.16 0.01 (-0.28, 0.29) 0.965  

SEc 0.105 0.102    

95% CIc -0.36, 0.05 -0.36, 0.04    

 

   Actual n 67 75    

Mean 0.43 0.49    

SD 0.701 0.844    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.19 -0.20    

SD 1.076 1.128    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.13 (-0.35, 0.09)     

Ls Meanb -0.24 -0.12 -0.12 (-0.33, 0.08) 0.236  

SEb 0.075 0.074    

95% CIb -0.39, -0.10 -0.27, 0.03    

Ls Meanc -0.27 -0.14 -0.13 (-0.44, 0.18) 0.406  

SEc 0.110 0.115    

95% CIc -0.49, -0.05 -0.37, 0.08    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.33 0.41    

SD 0.648 0.706    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 45 41    

Mean -0.49 -0.56    

SD 0.727 1.141    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.06 (-0.28, 0.17)     

Ls Meanb -0.55 -0.49 -0.05 (-0.27, 0.16) 0.633  

SEb 0.077 0.079    

95% CIb -0.70, -0.40 -0.65, -0.34    

Ls Meanc -0.56 -0.51 -0.04 (-0.16, 0.07) 0.441  

SEc 0.040 0.044    

95% CIc -0.63, -0.48 -0.60, -0.42    

 

   Actual n 61 58    

Mean 0.07 0.07    

SD 0.250 0.317    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.53 -0.44    

SD 0.748 0.969    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.28, 0.18)     

Ls Meanb -0.57 -0.53 -0.05 (-0.26, 0.17) 0.676  

SEb 0.080 0.078    

95% CIb -0.73, -0.42 -0.68, -0.37    

Ls Meanc -0.52 -0.47 -0.05 (-0.17, 0.07) 0.404  

SEc 0.042 0.043    

95% CIc -0.60, -0.43 -0.55, -0.38    

 

   Actual n 41 48    

Mean 0.00 0.04    

SD 0.000 0.289    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

0.02 (-0.09, 0.12)     

Ls Meanb -0.29 -0.30 0.01 (-0.06, 0.08) 0.777  

 

  Baseline Actual n 54 62    

Mean 0.43 0.47    

SD 0.662 0.646    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 49 57    

Mean 0.02 -0.30    

SD 0.692 0.778    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.36 (0.10, 0.61)     

Ls Meanb -0.04 -0.27 0.23 (0.06, 0.40) 0.007  

SEb 0.063 0.059    

95% CIb -0.17, 0.08 -0.39, -0.16    

Ls Meanc -0.03 -0.28 0.25 (0.03, 0.46) 0.028  

SEc 0.082 0.078    

95% CIc -0.19, 0.13 -0.43, -0.12    

 

   Actual n 67 75    

Mean 0.45 0.20    

SD 0.702 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 46 46    

Mean -0.20 -0.24    

SD 0.582 0.794    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.34, 0.20)     

Ls Meanb -0.25 -0.20 -0.05 (-0.22, 0.13) 0.609  

SEb 0.064 0.063    

95% CIb -0.38, -0.12 -0.33, -0.08    

Ls Meanc -0.24 -0.22 -0.01 (-0.23, 0.20) 0.896  

SEc 0.079 0.081    

95% CIc -0.39, -0.08 -0.38, -0.06    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.24 0.27    

SD 0.429 0.648    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

  Day 15 Change n 44 41    

Mean -0.18 -0.39    

SD 0.620 0.628    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.16 (-0.12, 0.44)     

Ls Meanb -0.28 -0.38 0.11 (-0.08, 0.29) 0.260  

SEb 0.066 0.067    

95% CIb -0.41, -0.15 -0.52, -0.25    

Ls Meanc -0.21 -0.31 0.10 (-0.07, 0.27) 0.258  

SEc 0.060 0.064    

95% CIc -0.33, -0.09 -0.44, -0.18    

 

   Actual n 61 58    

Mean 0.16 0.09    

SD 0.416 0.339    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 33 36    

Mean -0.33 -0.25    

SD 0.645 0.692    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.39, 0.19)     

Ls Meanb -0.37 -0.30 -0.07 (-0.26, 0.12) 0.483  

SEb 0.070 0.067    

95% CIb -0.51, -0.23 -0.43, -0.17    

Ls Meanc -0.35 -0.22 -0.14 (-0.32, 0.05) 0.144  

SEc 0.066 0.067    

95% CIc -0.48, -0.22 -0.35, -0.08    

 

   Actual n 41 48    

Mean 0.05 0.21    

SD 0.218 0.582    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.18, 0.12)     

Ls Meanb -0.17 -0.15 -0.03 (-0.14, 0.09) 0.657  

 

  Baseline Actual n 55 62    

Mean 0.44 0.37    

SD 0.811 0.752    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 88 of 1056 

Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.18 -0.09    

SD 0.720 0.763    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.34, 0.25)     

Ls Meanb -0.13 -0.09 -0.04 (-0.27, 0.20) 0.758  

SEb 0.086 0.082    

95% CIb -0.30, 0.04 -0.25, 0.07    

Ls Meanc -0.18 -0.11 -0.06 (-0.28, 0.15) 0.555  

SEc 0.079 0.077    

95% CIc -0.33, -0.02 -0.27, 0.04    

 

   Actual n 67 75    

Mean 0.28 0.23    

SD 0.623 0.583    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.11 -0.04    

SD 0.814 0.918    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.02 (-0.33, 0.28)     

Ls Meanb -0.06 -0.05 -0.02 (-0.26, 0.22) 0.886  

SEb 0.087 0.086    

95% CIb -0.24, 0.11 -0.22, 0.12    

Ls Meanc -0.08 -0.09 0.01 (-0.28, 0.30) 0.946  

SEc 0.106 0.110    

95% CIc -0.29, 0.13 -0.31, 0.13    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.29 0.25    

SD 0.682 0.667    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 15 Change n 45 41    

Mean -0.20 -0.12    

SD 0.842 0.748    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.28, 0.37)     

Ls Meanb -0.15 -0.19 0.04 (-0.22, 0.29) 0.784  

SEb 0.090 0.092    

95% CIb -0.33, 0.02 -0.37, -0.01    

Ls Meanc -0.17 -0.19 0.02 (-0.24, 0.28) 0.882  

SEc 0.091 0.100    

95% CIc -0.35, 0.01 -0.39, 0.01    

 

   Actual n 61 58    

Mean 0.23 0.14    

SD 0.643 0.511    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.21 -0.28    

SD 0.770 0.849    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.18, 0.47)     

Ls Meanb -0.22 -0.33 0.11 (-0.14, 0.36) 0.383  

SEb 0.092 0.090    

95% CIb -0.40, -0.03 -0.50, -0.15    

Ls Meanc -0.20 -0.29 0.09 (-0.10, 0.28) 0.329  

SEc 0.067 0.069    

95% CIc -0.33, -0.06 -0.43, -0.15    

 

   Actual n 41 48    

Mean 0.12 0.04    

SD 0.458 0.202    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.03 (-0.06, 0.11)     

Ls Meanb -0.34 -0.36 0.02 (-0.04, 0.08) 0.547  

 

  Baseline Actual n 54 62    

Mean 0.50 0.42    

SD 0.720 0.714    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 49 57    

Mean -0.16 -0.26    

SD 0.688 0.669    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.12 (-0.09, 0.33)     

Ls Meanb -0.19 -0.28 0.09 (-0.06, 0.24) 0.252  

SEb 0.056 0.052    

95% CIb -0.30, -0.09 -0.38, -0.18    

Ls Meanc -0.16 -0.24 0.09 (-0.10, 0.27) 0.354  

SEc 0.069 0.066    

95% CIc -0.29, -0.02 -0.38, -0.11    

 

   Actual n 67 75    

Mean 0.30 0.16    

SD 0.603 0.404    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 46 46    

Mean -0.24 -0.30    

SD 0.639 0.662    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.14 (-0.08, 0.36)     

Ls Meanb -0.25 -0.35 0.10 (-0.06, 0.26) 0.209  

SEb 0.057 0.056    

95% CIb -0.36, -0.14 -0.46, -0.24    

Ls Meanc -0.23 -0.30 0.08 (-0.09, 0.25) 0.375  

SEc 0.062 0.064    

95% CIc -0.35, -0.10 -0.43, -0.18    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.21 0.11    

SD 0.513 0.315    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 15 Change n 44 41    

Mean -0.39 -0.41    

SD 0.689 0.741    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.25, 0.20)     

Ls Meanb -0.42 -0.40 -0.02 (-0.18, 0.15) 0.832  

SEb 0.058 0.060    

95% CIb -0.53, -0.30 -0.52, -0.28    

Ls Meanc -0.41 -0.41 0.00 (-0.12, 0.13) 0.939  

SEc 0.045 0.048    

95% CIc -0.50, -0.32 -0.51, -0.32    

 

   Actual n 61 58    

Mean 0.05 0.05    

SD 0.218 0.292    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 33 36    

Mean -0.27 -0.39    

SD 0.761 0.688    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

-0.01 (-0.24, 0.23)     

Ls Meanb -0.41 -0.41 0.00 (-0.17, 0.16) 0.965  

SEb 0.062 0.060    

95% CIb -0.53, -0.29 -0.52, -0.29    

Ls Meanc -0.34 -0.36 0.02 (-0.12, 0.17) 0.755  

SEc 0.052 0.053    

95% CIc -0.44, -0.23 -0.46, -0.25    

 

   Actual n 41 48    

Mean 0.05 0.13    

SD 0.312 0.444    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

-0.10 (-0.16, -0.03)     

Ls Meanb -0.12 -0.08 -0.05 (-0.08, -0.02) 0.003  

 

  Baseline Actual n 55 62    

Mean 0.16 0.08    

SD 0.570 0.375    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 50 57    

Mean -0.06 0.00    

SD 0.550 0.378    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.15, 0.24)     

Ls Meanb -0.02 -0.04 0.02 (-0.07, 0.11) 0.657  

SEb 0.034 0.032    

95% CIb -0.08, 0.05 -0.10, 0.03    

Ls Meanc -0.03 -0.02 -0.01 (-0.15, 0.14) 0.937  

SEc 0.052 0.051    

95% CIc -0.13, 0.07 -0.12, 0.08    

 

   Actual n 67 75    

Mean 0.09 0.07    

SD 0.336 0.380    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 47 46    

Mean -0.19 0.04    

SD 0.613 0.515    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.28 (-0.48, -0.08)     

Ls Meanb -0.14 0.00 -0.13 (-0.23, -0.04) 0.007  

SEb 0.035 0.035    

95% CIb -0.21, -0.07 -0.07, 0.06    

Ls Meanc -0.13 -0.04 -0.08 (-0.20, 0.04) 0.189  

SEc 0.044 0.046    

95% CIc -0.21, -0.04 -0.13, 0.05    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 63 64    

Mean 0.00 0.06    

SD 0.000 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

  Day 15 Change n 45 41    

Mean -0.20 -0.05    

SD 0.625 0.312    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.25, 0.17)     

Ls Meanb -0.14 -0.12 -0.02 (-0.12, 0.08) 0.703  

SEb 0.036 0.037    

95% CIb -0.21, -0.07 -0.19, -0.04    

Ls Meanc -0.13 -0.13 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.13, -0.13 -0.13, -0.13    

 

   Actual n 61 58    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.26 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 34 36    

Mean -0.24 -0.06    

SD 0.699 0.333    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.26, 0.19)     

Ls Meanb -0.14 -0.13 -0.02 (-0.13, 0.09) 0.751  

SEb 0.039 0.038    

95% CIb -0.22, -0.07 -0.20, -0.05    

Ls Meanc -0.14 -0.14 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.14, -0.14 -0.14, -0.14    

 

   Actual n 41 48    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

< 4 

Body Aches Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.06, 0.02)     

Ls Meanb -0.83 -0.80 -0.02 (-0.06, 0.02) 0.279  

 

  Baseline Actual n 285 306  <.001d  

Mean 1.16 1.02    

SD 1.064 0.955    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    

 

  Day 3 Change n 260 281    

Mean -0.53 -0.35    

SD 1.052 0.948    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.20, 0.01)     

Ls Meanb -0.48 -0.39 -0.09 (-0.20, 0.01) 0.075  

SEb 0.038 0.037    

95% CIb -0.56, -0.41 -0.46, -0.32    

Ls Meanc -0.50 -0.38 -0.11 (-0.25, 0.02) 0.106  

SEc 0.050 0.048    

95% CIc -0.59, -0.40 -0.48, -0.29    

 

   Actual n 336 353    

Mean 0.63 0.66    

SD 0.895 0.875    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 244 243    

Mean -0.74 -0.61    

SD 1.072 1.016    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.07 (-0.17, 0.04)     

Ls Meanb -0.72 -0.65 -0.07 (-0.18, 0.04) 0.206  

SEb 0.039 0.038    

95% CIb -0.80, -0.64 -0.73, -0.58    

Ls Meanc -0.70 -0.65 -0.05 (-0.18, 0.08) 0.481  

SEc 0.047 0.047    

95% CIc -0.79, -0.61 -0.75, -0.56    

 

   Actual n 306 314    

Mean 0.41 0.41    

SD 0.751 0.787    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 214 219    

Mean -0.96 -0.85    

SD 1.140 0.947    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.09, 0.13)     

Ls Meanb -0.91 -0.94 0.02 (-0.09, 0.13) 0.691  

SEb 0.041 0.040    

95% CIb -0.99, -0.83 -1.02, -0.86    

Ls Meanc -0.89 -0.92 0.03 (-0.07, 0.13) 0.565  

SEc 0.036 0.035    

95% CIc -0.96, -0.82 -0.99, -0.85    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 281 285    

Mean 0.20 0.16    

SD 0.571 0.469    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 29 Change n 186 193    

Mean -1.05 -0.93    

SD 1.107 0.987    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -0.97 -0.93 -0.04 (-0.15, 0.07) 0.494  

SEb 0.042 0.041    

95% CIb -1.05, -0.88 -1.01, -0.85    

Ls Meanc -1.01 -0.98 -0.03 (-0.12, 0.06) 0.501  

SEc 0.032 0.031    

95% CIc -1.07, -0.94 -1.04, -0.91    

 

   Actual n 232 231    

Mean 0.12 0.13    

SD 0.449 0.451    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

-0.01 (-0.03, 0.01)     

Ls Meanb -0.68 -0.67 -0.01 (-0.03, 0.01) 0.523  

 

  Baseline Actual n 285 306  <.001d  

Mean 0.81 0.75    

SD 0.976 0.899    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 259 281    

Mean -0.46 -0.42    

SD 0.985 0.851    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.03, 0.11)     

Ls Meanb -0.40 -0.44 0.04 (-0.02, 0.10) 0.220  

SEb 0.024 0.023    

95% CIb -0.44, -0.35 -0.48, -0.39    

Ls Meanc -0.44 -0.45 0.01 (-0.09, 0.12) 0.791  

SEc 0.040 0.038    

95% CIc -0.51, -0.36 -0.52, -0.37    

 

   Actual n 335 353    

Mean 0.34 0.33    

SD 0.698 0.649    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 244 244    

Mean -0.68 -0.55    

SD 0.942 0.944    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.19, -0.04)     

Ls Meanb -0.67 -0.56 -0.11 (-0.18, -0.04) 0.002  

SEb 0.024 0.024    

95% CIb -0.72, -0.62 -0.61, -0.51    

Ls Meanc -0.66 -0.56 -0.10 (-0.18, -0.02) 0.014  

SEc 0.030 0.029    

95% CIc -0.72, -0.61 -0.62, -0.50    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.11 0.21    

SD 0.403 0.557    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 214 219    

Mean -0.76 -0.69    

SD 1.001 0.910    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.07, 0.08)     

Ls Meanb -0.73 -0.74 0.01 (-0.06, 0.08) 0.837  

SEb 0.026 0.025    

95% CIb -0.78, -0.68 -0.79, -0.69    

Ls Meanc -0.72 -0.72 0.00 (-0.04, 0.04) 0.930  

SEc 0.014 0.014    

95% CIc -0.75, -0.69 -0.75, -0.70    

 

   Actual n 281 285    

Mean 0.04 0.02    

SD 0.221 0.195    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.85 -0.73    

SD 1.032 0.919    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.01 (-0.07, 0.09)     

Ls Meanb -0.75 -0.76 0.01 (-0.06, 0.09) 0.740  

SEb 0.027 0.027    

95% CIb -0.80, -0.70 -0.81, -0.71    

Ls Meanc -0.80 -0.79 -0.01 (-0.04, 0.03) 0.758  

SEc 0.013 0.012    

95% CIc -0.82, -0.77 -0.81, -0.77    

 

   Actual n 232 231    

Mean 0.02 0.02    

SD 0.160 0.173    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.06)     

Ls Meanb -0.50 -0.53 0.02 (-0.01, 0.06) 0.205  

 

  Baseline Actual n 285 306  0.502d  

Mean 0.79 0.74    

SD 0.875 0.863    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.20 -0.27    

SD 0.848 0.802    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.12 (0.02, 0.22)     

Ls Meanb -0.18 -0.29 0.10 (0.02, 0.19) 0.017  

SEb 0.031 0.030    

95% CIb -0.25, -0.12 -0.35, -0.23    

Ls Meanc -0.20 -0.29 0.09 (-0.02, 0.20) 0.109  

SEc 0.040 0.039    

95% CIc -0.28, -0.12 -0.37, -0.22    

 

   Actual n 336 353    

Mean 0.55 0.49    

SD 0.756 0.735    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 244 244    

Mean -0.30 -0.36    

SD 0.897 0.846    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.07 (-0.03, 0.17)     

Ls Meanb -0.33 -0.39 0.06 (-0.03, 0.15) 0.179  

SEb 0.032 0.032    

95% CIb -0.39, -0.26 -0.45, -0.32    

Ls Meanc -0.30 -0.37 0.07 (-0.04, 0.18) 0.200  

SEc 0.040 0.040    

95% CIc -0.38, -0.22 -0.45, -0.30    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.40 0.38    

SD 0.676 0.674    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 214 219    

Mean -0.58 -0.58    

SD 0.805 0.828    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.13)     

Ls Meanb -0.57 -0.60 0.02 (-0.07, 0.12) 0.632  

SEb 0.034 0.033    

95% CIb -0.64, -0.51 -0.66, -0.53    

Ls Meanc -0.57 -0.60 0.04 (-0.04, 0.11) 0.355  

SEc 0.027 0.027    

95% CIc -0.62, -0.51 -0.65, -0.55    

 

   Actual n 281 285    

Mean 0.16 0.14    

SD 0.438 0.413    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.63 -0.61    

SD 0.867 0.848    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.62 -0.65 0.03 (-0.07, 0.12) 0.570  

SEb 0.034 0.034    

95% CIb -0.69, -0.55 -0.72, -0.58    

Ls Meanc -0.62 -0.62 0.01 (-0.06, 0.07) 0.862  

SEc 0.023 0.022    

95% CIc -0.66, -0.57 -0.67, -0.58    

 

   Actual n 232 231    

Mean 0.07 0.09    

SD 0.286 0.351    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

-0.08 (-0.14, -0.02)     

Ls Meanb -0.64 -0.57 -0.07 (-0.12, -0.02) 0.007  

 

  Baseline Actual n 285 306  0.002d  

Mean 1.17 1.08    

SD 0.856 0.770    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.14 -0.05    

SD 0.759 0.805    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.20, 0.07)     

Ls Meanb -0.12 -0.06 -0.05 (-0.16, 0.06) 0.350  

SEb 0.040 0.039    

95% CIb -0.19, -0.04 -0.14, 0.01    

Ls Meanc -0.13 -0.06 -0.07 (-0.19, 0.05) 0.278  

SEc 0.044 0.042    

95% CIc -0.21, -0.04 -0.14, 0.02    

 

   Actual n 336 353    

Mean 1.01 1.04    

SD 0.827 0.840    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 244 244    

Mean -0.35 -0.18    

SD 0.874 0.881    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.19 (-0.33, -0.06)     

Ls Meanb -0.33 -0.18 -0.16 (-0.27, -0.05) 0.005  

SEb 0.040 0.040    

95% CIb -0.41, -0.25 -0.25, -0.10    

Ls Meanc -0.33 -0.20 -0.12 (-0.26, 0.01) 0.074  

SEc 0.049 0.049    

95% CIc -0.42, -0.23 -0.30, -0.11    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 11 of 1056 

Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.81 0.90    

SD 0.838 0.873    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 15 Change n 214 219    

Mean -0.76 -0.68    

SD 0.948 0.846    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.23, 0.06)     

Ls Meanb -0.76 -0.69 -0.07 (-0.19, 0.05) 0.230  

SEb 0.042 0.042    

95% CIb -0.84, -0.68 -0.77, -0.61    

Ls Meanc -0.73 -0.68 -0.04 (-0.16, 0.07) 0.474  

SEc 0.042 0.041    

95% CIc -0.81, -0.64 -0.77, -0.60    

 

   Actual n 281 285    

Mean 0.38 0.40    

SD 0.651 0.635    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.94 -0.88    

SD 0.937 0.826    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.14, 0.15)     

Ls Meanb -0.89 -0.90 0.00 (-0.11, 0.12) 0.955  

SEb 0.043 0.042    

95% CIb -0.98, -0.81 -0.98, -0.81    

Ls Meanc -0.89 -0.93 0.05 (-0.05, 0.14) 0.344  

SEc 0.035 0.035    

95% CIc -0.96, -0.82 -1.00, -0.86    

 

   Actual n 232 231    

Mean 0.22 0.19    

SD 0.520 0.435    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

0.01 (-0.02, 0.04)     

Ls Meanb -0.28 -0.29 0.01 (-0.01, 0.03) 0.524  

 

  Baseline Actual n 285 306  0.022d  

Mean 0.42 0.39    

SD 0.754 0.702    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 259 281    

Mean -0.11 -0.11    

SD 0.777 0.750    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.08 -0.12 0.04 (-0.02, 0.11) 0.214  

SEb 0.024 0.023    

95% CIb -0.12, -0.03 -0.16, -0.07    

Ls Meanc -0.11 -0.13 0.02 (-0.07, 0.12) 0.667  

SEc 0.035 0.034    

95% CIc -0.17, -0.04 -0.19, -0.06    

 

   Actual n 335 353    

Mean 0.29 0.28    

SD 0.620 0.586    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 244 244    

Mean -0.20 -0.23    

SD 0.792 0.706    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.03, 0.15)     

Ls Meanb -0.18 -0.23 0.04 (-0.02, 0.11) 0.195  

SEb 0.025 0.024    

95% CIb -0.23, -0.13 -0.27, -0.18    

Ls Meanc -0.19 -0.24 0.05 (-0.03, 0.14) 0.233  

SEc 0.031 0.031    

95% CIc -0.25, -0.13 -0.30, -0.18    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.21 0.18    

SD 0.551 0.494    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 214 219    

Mean -0.32 -0.29    

SD 0.759 0.740    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.11, 0.09)     

Ls Meanb -0.31 -0.31 -0.01 (-0.08, 0.07) 0.880  

SEb 0.026 0.026    

95% CIb -0.36, -0.26 -0.36, -0.26    

Ls Meanc -0.30 -0.32 0.02 (-0.05, 0.08) 0.621  

SEc 0.023 0.023    

95% CIc -0.35, -0.26 -0.36, -0.27    

 

   Actual n 281 285    

Mean 0.08 0.07    

SD 0.354 0.322    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.32 -0.36    

SD 0.644 0.686    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.35 -0.35 0.00 (-0.07, 0.07) 0.987  

SEb 0.027 0.026    

95% CIb -0.40, -0.29 -0.40, -0.29    

Ls Meanc -0.33 -0.35 0.02 (-0.02, 0.05) 0.287  

SEc 0.012 0.012    

95% CIc -0.35, -0.31 -0.37, -0.33    

 

   Actual n 232 231    

Mean 0.02 0.01    

SD 0.196 0.113    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.02 (-0.03, 0.06)     

Ls Meanb -0.16 -0.17 0.01 (-0.02, 0.04) 0.440  

 

  Baseline Actual n 285 306  <.001d  

Mean 0.35 0.33    

SD 0.739 0.720    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean 0.00 -0.02    

SD 0.722 0.744    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.06, 0.15)     

Ls Meanb 0.00 -0.03 0.03 (-0.05, 0.11) 0.416  

SEb 0.029 0.028    

95% CIb -0.06, 0.06 -0.09, 0.02    

Ls Meanc 0.00 -0.03 0.03 (-0.07, 0.14) 0.553  

SEc 0.039 0.037    

95% CIc -0.07, 0.08 -0.10, 0.05    

 

   Actual n 336 353    

Mean 0.31 0.31    

SD 0.655 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 244 244    

Mean -0.12 -0.03    

SD 0.774 0.918    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 4.00    

Effect Size (95% 

CI)a 

-0.12 (-0.24, -0.01)     

Ls Meanb -0.10 -0.01 -0.09 (-0.17, -0.01) 0.029  

SEb 0.030 0.029    

95% CIb -0.15, -0.04 -0.06, 0.05    

Ls Meanc -0.11 -0.04 -0.07 (-0.18, 0.04) 0.237  

SEc 0.041 0.041    

95% CIc -0.19, -0.03 -0.12, 0.04    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.23 0.30    

SD 0.578 0.709    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 15 Change n 214 219    

Mean -0.14 -0.22    

SD 0.687 0.697    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.09 (-0.02, 0.21)     

Ls Meanb -0.16 -0.23 0.07 (-0.02, 0.15) 0.119  

SEb 0.031 0.031    

95% CIb -0.22, -0.10 -0.29, -0.17    

Ls Meanc -0.15 -0.22 0.07 (-0.01, 0.15) 0.070  

SEc 0.028 0.027    

95% CIc -0.20, -0.09 -0.27, -0.16    

 

   Actual n 281 285    

Mean 0.12 0.11    

SD 0.447 0.401    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.26 -0.27    

SD 0.763 0.730    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.03 (-0.09, 0.15)     

Ls Meanb -0.24 -0.26 0.02 (-0.06, 0.11) 0.595  

SEb 0.032 0.031    

95% CIb -0.30, -0.18 -0.32, -0.20    

Ls Meanc -0.26 -0.27 0.01 (-0.05, 0.07) 0.778  

SEc 0.021 0.021    

95% CIc -0.30, -0.22 -0.31, -0.23    

 

   Actual n 232 231    

Mean 0.05 0.06    

SD 0.290 0.282    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

-0.04 (-0.09, 0.01)     

Ls Meanb -0.83 -0.79 -0.04 (-0.09, 0.01) 0.149  

 

  Baseline Actual n 285 306  <.001d  

Mean 1.41 1.36    

SD 1.040 1.016    

Min 0.00 0.00    

Median 2.00 2.00    

Max 4.00 4.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.36 -0.21    

SD 0.942 0.973    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.20, 0.04)     

Ls Meanb -0.34 -0.26 -0.08 (-0.21, 0.04) 0.191  

SEb 0.045 0.044    

95% CIb -0.43, -0.25 -0.35, -0.18    

Ls Meanc -0.35 -0.24 -0.11 (-0.25, 0.03) 0.119  

SEc 0.052 0.050    

95% CIc -0.46, -0.25 -0.34, -0.15    

 

   Actual n 336 353    

Mean 0.99 1.09    

SD 0.979 0.989    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 4.00    

 

  Day 6 Change n 244 244    

Mean -0.54 -0.47    

SD 0.991 1.048    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.05 (-0.17, 0.08)     

Ls Meanb -0.54 -0.49 -0.05 (-0.18, 0.08) 0.456  

SEb 0.046 0.046    

95% CIb -0.63, -0.45 -0.58, -0.40    

Ls Meanc -0.53 -0.51 -0.02 (-0.17, 0.13) 0.824  

SEc 0.054 0.054    

95% CIc -0.63, -0.42 -0.61, -0.40    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.80 0.84    

SD 0.924 0.948    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    

 

  Day 15 Change n 214 219    

Mean -1.04 -0.93    

SD 1.076 1.014    

Min -3.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.04 (-0.17, 0.09)     

Ls Meanb -1.00 -0.96 -0.04 (-0.17, 0.09) 0.571  

SEb 0.048 0.048    

95% CIb -1.10, -0.91 -1.06, -0.87    

Ls Meanc -1.02 -0.98 -0.03 (-0.15, 0.09) 0.588  

SEc 0.044 0.043    

95% CIc -1.10, -0.93 -1.07, -0.90    

 

   Actual n 281 285    

Mean 0.36 0.39    

SD 0.668 0.675    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 21 of 1056 

Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -1.13 -1.06    

SD 1.070 1.059    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.02 (-0.16, 0.11)     

Ls Meanb -1.09 -1.06 -0.03 (-0.16, 0.11) 0.717  

SEb 0.049 0.048    

95% CIb -1.18, -0.99 -1.16, -0.97    

Ls Meanc -1.12 -1.09 -0.03 (-0.15, 0.08) 0.557  

SEc 0.042 0.041    

95% CIc -1.21, -1.04 -1.17, -1.01    

 

   Actual n 232 231    

Mean 0.26 0.30    

SD 0.585 0.600    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

0.03 (0.00, 0.07)     

Ls Meanb -0.78 -0.81 0.03 (0.00, 0.07) 0.082  

 

  Baseline Actual n 285 306  <.001d  

Mean 1.12 1.10    

SD 0.986 0.969    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 4.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.47 -0.53    

SD 0.988 1.000    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.14)     

Ls Meanb -0.47 -0.50 0.04 (-0.06, 0.14) 0.471  

SEb 0.037 0.036    

95% CIb -0.54, -0.40 -0.58, -0.43    

Ls Meanc -0.48 -0.52 0.04 (-0.09, 0.17) 0.537  

SEc 0.047 0.045    

95% CIc -0.57, -0.39 -0.61, -0.43    

 

   Actual n 336 353    

Mean 0.61 0.61    

SD 0.814 0.816    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 244 244    

Mean -0.63 -0.65    

SD 1.036 1.021    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.11)     

Ls Meanb -0.64 -0.65 0.00 (-0.10, 0.11) 0.927  

SEb 0.038 0.037    

95% CIb -0.72, -0.57 -0.72, -0.57    

Ls Meanc -0.62 -0.66 0.04 (-0.09, 0.16) 0.552  

SEc 0.044 0.044    

95% CIc -0.71, -0.54 -0.75, -0.57    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.46 0.47    

SD 0.802 0.719    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 214 219    

Mean -0.89 -0.88    

SD 1.027 0.990    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.07, 0.15)     

Ls Meanb -0.87 -0.91 0.04 (-0.07, 0.15) 0.509  

SEb 0.040 0.039    

95% CIb -0.95, -0.79 -0.99, -0.83    

Ls Meanc -0.87 -0.88 0.01 (-0.09, 0.10) 0.884  

SEc 0.034 0.034    

95% CIc -0.94, -0.80 -0.94, -0.81    

 

   Actual n 281 285    

Mean 0.23 0.21    

SD 0.593 0.524    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -1.01 -0.98    

SD 1.032 0.935    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.15, 0.08)     

Ls Meanb -1.00 -0.96 -0.03 (-0.14, 0.08) 0.584  

SEb 0.041 0.040    

95% CIb -1.08, -0.91 -1.04, -0.88    

Ls Meanc -1.02 -0.96 -0.06 (-0.13, 0.02) 0.128  

SEc 0.027 0.026    

95% CIc -1.07, -0.97 -1.02, -0.91    

 

   Actual n 232 231    

Mean 0.11 0.14    

SD 0.374 0.429    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.09, -0.01)     

Ls Meanb -0.89 -0.85 -0.05 (-0.09, -0.01) 0.025  

 

  Baseline Actual n 285 306  <.001d  

Mean 1.18 1.13    

SD 1.042 0.989    

Min 0.00 0.00    

Median 1.00 1.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.56 -0.49    

SD 1.021 0.986    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.04)     

Ls Meanb -0.54 -0.48 -0.06 (-0.16, 0.04) 0.223  

SEb 0.037 0.036    

95% CIb -0.62, -0.47 -0.55, -0.41    

Ls Meanc -0.56 -0.50 -0.07 (-0.20, 0.07) 0.335  

SEc 0.049 0.047    

95% CIc -0.66, -0.47 -0.59, -0.41    

 

   Actual n 336 353    

Mean 0.61 0.65    

SD 0.857 0.886    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 244 244    

Mean -0.75 -0.72    

SD 0.997 1.079    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.05 (-0.15, 0.05)     

Ls Meanb -0.76 -0.71 -0.05 (-0.16, 0.05) 0.332  

SEb 0.038 0.038    

95% CIb -0.84, -0.69 -0.79, -0.64    

Ls Meanc -0.75 -0.73 -0.02 (-0.15, 0.11) 0.759  

SEc 0.046 0.046    

95% CIc -0.84, -0.66 -0.82, -0.64    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.39 0.43    

SD 0.734 0.792    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 214 219    

Mean -1.02 -0.93    

SD 1.048 1.011    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.04 (-0.15, 0.07)     

Ls Meanb -1.00 -0.96 -0.04 (-0.15, 0.07) 0.493  

SEb 0.040 0.039    

95% CIb -1.08, -0.92 -1.04, -0.89    

Ls Meanc -1.00 -0.94 -0.05 (-0.14, 0.04) 0.282  

SEc 0.034 0.033    

95% CIc -1.06, -0.93 -1.01, -0.88    

 

   Actual n 281 285    

Mean 0.17 0.20    

SD 0.525 0.529    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -1.10 -0.96    

SD 1.066 1.065    

Min -4.00 -3.00    

Median -1.00 -1.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.12 (-0.23, -0.01)     

Ls Meanb -1.06 -0.94 -0.12 (-0.23, -0.01) 0.037  

SEb 0.041 0.040    

95% CIb -1.14, -0.98 -1.02, -0.86    

Ls Meanc -1.08 -0.98 -0.10 (-0.19, -0.02) 0.017  

SEc 0.031 0.030    

95% CIc -1.14, -1.02 -1.04, -0.92    

 

   Actual n 232 231    

Mean 0.09 0.16    

SD 0.372 0.465    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

0.00 (-0.03, 0.03)     

Ls Meanb -0.31 -0.31 0.00 (-0.02, 0.02) 0.988  

 

  Baseline Actual n 285 306  <.001d  

Mean 0.44 0.38    

SD 0.779 0.673    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.08 -0.10    

SD 0.821 0.665    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.12 (0.04, 0.21)     

Ls Meanb -0.04 -0.13 0.09 (0.03, 0.15) 0.005  

SEb 0.023 0.022    

95% CIb -0.09, 0.00 -0.17, -0.09    

Ls Meanc -0.06 -0.12 0.06 (-0.04, 0.17) 0.238  

SEc 0.038 0.037    

95% CIc -0.13, 0.02 -0.19, -0.05    

 

   Actual n 336 353    

Mean 0.33 0.27    

SD 0.717 0.616    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 244 244    

Mean -0.20 -0.19    

SD 0.780 0.737    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

-0.01 (-0.10, 0.08)     

Ls Meanb -0.19 -0.19 -0.01 (-0.07, 0.06) 0.847  

SEb 0.023 0.023    

95% CIb -0.24, -0.15 -0.23, -0.14    

Ls Meanc -0.20 -0.20 -0.01 (-0.10, 0.09) 0.896  

SEc 0.035 0.035    

95% CIc -0.27, -0.14 -0.27, -0.13    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.19 0.23    

SD 0.526 0.596    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 214 219    

Mean -0.37 -0.34    

SD 0.793 0.667    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.06, 0.13)     

Ls Meanb -0.34 -0.37 0.03 (-0.04, 0.09) 0.467  

SEb 0.025 0.025    

95% CIb -0.39, -0.30 -0.42, -0.32    

Ls Meanc -0.34 -0.37 0.03 (-0.02, 0.08) 0.183  

SEc 0.019 0.018    

95% CIc -0.37, -0.30 -0.41, -0.33    

 

   Actual n 281 285    

Mean 0.05 0.04    

SD 0.328 0.242    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.44 -0.38    

SD 0.825 0.713    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.10, 0.10)     

Ls Meanb -0.39 -0.39 0.00 (-0.07, 0.07) 0.979  

SEb 0.026 0.025    

95% CIb -0.44, -0.34 -0.44, -0.34    

Ls Meanc -0.41 -0.41 0.00 (-0.03, 0.03) 0.981  

SEc 0.009 0.009    

95% CIc -0.43, -0.39 -0.43, -0.39    

 

   Actual n 232 231    

Mean 0.01 0.01    

SD 0.113 0.113    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

0.05 (0.00, 0.10)     

Ls Meanb -0.40 -0.45 0.05 (0.00, 0.10) 0.074  

 

  Baseline Actual n 285 306  0.029d  

Mean 0.70 0.69    

SD 1.017 0.995    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.09 -0.06    

SD 1.039 1.072    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.03 (-0.14, 0.08)     

Ls Meanb -0.09 -0.06 -0.03 (-0.14, 0.08) 0.599  

SEb 0.040 0.039    

95% CIb -0.17, -0.02 -0.14, 0.01    

Ls Meanc -0.11 -0.08 -0.03 (-0.17, 0.11) 0.685  

SEc 0.052 0.050    

95% CIc -0.21, -0.01 -0.18, 0.02    

 

   Actual n 336 353    

Mean 0.60 0.65    

SD 0.908 0.942    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 244 244    

Mean -0.23 -0.20    

SD 1.173 1.161    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

-0.01 (-0.12, 0.10)     

Ls Meanb -0.22 -0.22 -0.01 (-0.12, 0.10) 0.891  

SEb 0.040 0.040    

95% CIb -0.30, -0.15 -0.29, -0.14    

Ls Meanc -0.25 -0.23 -0.01 (-0.16, 0.13) 0.854  

SEc 0.052 0.052    

95% CIc -0.35, -0.14 -0.33, -0.13    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.47 0.50    

SD 0.838 0.850    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 214 219    

Mean -0.46 -0.49    

SD 1.090 1.098    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.05 (-0.07, 0.16)     

Ls Meanb -0.47 -0.52 0.05 (-0.07, 0.17) 0.398  

SEb 0.042 0.041    

95% CIb -0.55, -0.39 -0.60, -0.44    

Ls Meanc -0.46 -0.52 0.06 (-0.05, 0.17) 0.264  

SEc 0.039 0.038    

95% CIc -0.54, -0.38 -0.59, -0.44    

 

   Actual n 281 285    

Mean 0.24 0.19    

SD 0.630 0.493    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.49 -0.58    

SD 0.993 1.028    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.16 (0.05, 0.28)     

Ls Meanb -0.49 -0.65 0.16 (0.05, 0.28) 0.006  

SEb 0.042 0.041    

95% CIb -0.57, -0.40 -0.73, -0.57    

Ls Meanc -0.50 -0.59 0.09 (0.01, 0.17) 0.032  

SEc 0.030 0.030    

95% CIc -0.56, -0.44 -0.65, -0.53    

 

   Actual n 232 231    

Mean 0.16 0.06    

SD 0.528 0.273    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

0.04 (-0.01, 0.09)     

Ls Meanb -0.39 -0.43 0.04 (-0.01, 0.09) 0.102  

 

  Baseline Actual n 285 306  0.380d  

Mean 0.64 0.64    

SD 0.968 0.962    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.11 -0.12    

SD 0.900 1.003    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.01 (-0.10, 0.11)     

Ls Meanb -0.11 -0.12 0.01 (-0.10, 0.11) 0.916  

SEb 0.037 0.036    

95% CIb -0.19, -0.04 -0.19, -0.05    

Ls Meanc -0.14 -0.13 -0.01 (-0.13, 0.12) 0.933  

SEc 0.047 0.045    

95% CIc -0.23, -0.04 -0.22, -0.04    

 

   Actual n 336 353    

Mean 0.50 0.54    

SD 0.839 0.869    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 244 244    

Mean -0.20 -0.22    

SD 1.091 1.121    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.14)     

Ls Meanb -0.20 -0.22 0.03 (-0.08, 0.13) 0.591  

SEb 0.038 0.037    

95% CIb -0.27, -0.12 -0.30, -0.15    

Ls Meanc -0.22 -0.24 0.02 (-0.11, 0.16) 0.733  

SEc 0.050 0.050    

95% CIc -0.32, -0.12 -0.34, -0.14    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.44 0.43    

SD 0.829 0.813    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 214 219    

Mean -0.43 -0.47    

SD 1.040 1.055    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.07 (-0.04, 0.18)     

Ls Meanb -0.44 -0.50 0.07 (-0.04, 0.17) 0.235  

SEb 0.039 0.039    

95% CIb -0.52, -0.36 -0.58, -0.43    

Ls Meanc -0.43 -0.50 0.07 (-0.03, 0.17) 0.158  

SEc 0.036 0.035    

95% CIc -0.50, -0.36 -0.57, -0.44    

 

   Actual n 281 285    

Mean 0.21 0.15    

SD 0.579 0.454    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.49 -0.56    

SD 0.982 0.999    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.10 (-0.01, 0.21)     

Ls Meanb -0.49 -0.58 0.09 (-0.01, 0.20) 0.088  

SEb 0.040 0.039    

95% CIb -0.57, -0.41 -0.66, -0.51    

Ls Meanc -0.49 -0.57 0.07 (-0.01, 0.15) 0.072  

SEc 0.028 0.027    

95% CIc -0.55, -0.44 -0.62, -0.51    

 

   Actual n 232 231    

Mean 0.12 0.05    

SD 0.449 0.275    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

0.02 (-0.02, 0.06)     

Ls Meanb -0.44 -0.46 0.02 (-0.01, 0.05) 0.277  

 

  Baseline Actual n 284 306  0.132d  

Mean 0.62 0.63    

SD 0.786 0.759    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 259 281    

Mean -0.16 -0.29    

SD 0.824 0.727    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.02, 0.21)     

Ls Meanb -0.18 -0.27 0.09 (0.01, 0.16) 0.019  

SEb 0.027 0.026    

95% CIb -0.24, -0.13 -0.32, -0.22    

Ls Meanc -0.18 -0.28 0.10 (-0.01, 0.20) 0.063  

SEc 0.037 0.036    

95% CIc -0.26, -0.11 -0.35, -0.21    

 

   Actual n 336 353    

Mean 0.42 0.38    

SD 0.678 0.614    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 243 244    

Mean -0.33 -0.34    

SD 0.811 0.740    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.01 (-0.09, 0.11)     

Ls Meanb -0.36 -0.36 0.01 (-0.07, 0.08) 0.872  

SEb 0.028 0.027    

95% CIb -0.41, -0.30 -0.42, -0.31    

Ls Meanc -0.33 -0.35 0.02 (-0.07, 0.12) 0.625  

SEc 0.035 0.034    

95% CIc -0.39, -0.26 -0.42, -0.28    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 38 of 1056 

Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.29 0.29    

SD 0.571 0.572    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 15 Change n 213 219    

Mean -0.47 -0.53    

SD 0.768 0.744    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.14)     

Ls Meanb -0.48 -0.50 0.02 (-0.06, 0.10) 0.553  

SEb 0.029 0.029    

95% CIb -0.54, -0.42 -0.56, -0.45    

Ls Meanc -0.49 -0.52 0.04 (-0.03, 0.11) 0.296  

SEc 0.026 0.026    

95% CIc -0.54, -0.43 -0.57, -0.47    

 

   Actual n 281 285    

Mean 0.15 0.13    

SD 0.413 0.376    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 185 193    

Mean -0.43 -0.55    

SD 0.742 0.735    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.13)     

Ls Meanb -0.52 -0.54 0.02 (-0.06, 0.10) 0.617  

SEb 0.030 0.029    

95% CIb -0.57, -0.46 -0.59, -0.48    

Ls Meanc -0.48 -0.50 0.01 (-0.05, 0.07) 0.654  

SEc 0.022 0.022    

95% CIc -0.53, -0.44 -0.54, -0.46    

 

   Actual n 232 231    

Mean 0.09 0.10    

SD 0.348 0.348    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.26 -0.29 0.02 (-0.01, 0.06) 0.141  

 

  Baseline Actual n 285 306  <.001d  

Mean 0.47 0.44    

SD 0.811 0.797    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.10 -0.09    

SD 0.747 0.753    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

0.03 (-0.07, 0.13)     

Ls Meanb -0.08 -0.11 0.02 (-0.06, 0.11) 0.567  

SEb 0.030 0.029    

95% CIb -0.14, -0.02 -0.16, -0.05    

Ls Meanc -0.09 -0.10 0.01 (-0.10, 0.12) 0.845  

SEc 0.039 0.037    

95% CIc -0.17, -0.01 -0.17, -0.03    

 

   Actual n 336 353    

Mean 0.37 0.33    

SD 0.729 0.715    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 4.00    

 

  Day 6 Change n 244 244    

Mean -0.23 -0.17    

SD 0.823 0.880    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 4.00 3.00    

Effect Size (95% 

CI)a 

-0.08 (-0.19, 0.02)     

Ls Meanb -0.21 -0.14 -0.07 (-0.15, 0.02) 0.125  

SEb 0.031 0.031    

95% CIb -0.27, -0.15 -0.20, -0.08    

Ls Meanc -0.22 -0.18 -0.05 (-0.16, 0.06) 0.413  

SEc 0.040 0.040    

95% CIc -0.30, -0.14 -0.25, -0.10    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.23 0.30    

SD 0.604 0.682    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 4.00    

 

  Day 15 Change n 214 219    

Mean -0.24 -0.34    

SD 0.809 0.794    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.13 (0.02, 0.24)     

Ls Meanb -0.27 -0.37 0.10 (0.01, 0.19) 0.024  

SEb 0.032 0.032    

95% CIb -0.33, -0.20 -0.43, -0.31    

Ls Meanc -0.24 -0.35 0.11 (0.03, 0.19) 0.009  

SEc 0.029 0.029    

95% CIc -0.30, -0.19 -0.41, -0.29    

 

   Actual n 281 285    

Mean 0.15 0.07    

SD 0.499 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.34 -0.34    

SD 0.825 0.801    

Min -4.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.03 (-0.08, 0.15)     

Ls Meanb -0.34 -0.36 0.03 (-0.07, 0.12) 0.574  

SEb 0.033 0.033    

95% CIb -0.40, -0.27 -0.43, -0.30    

Ls Meanc -0.33 -0.35 0.02 (-0.05, 0.08) 0.616  

SEc 0.024 0.023    

95% CIc -0.38, -0.29 -0.40, -0.30    

 

   Actual n 232 231    

Mean 0.08 0.08    

SD 0.332 0.333    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

0.03 (-0.01, 0.07)     

Ls Meanb -0.45 -0.48 0.03 (0.00, 0.06) 0.094  

 

  Baseline Actual n 284 306  0.313d  

Mean 0.60 0.64    

SD 0.793 0.839    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 259 281    

Mean -0.17 -0.34    

SD 0.819 0.818    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.12 (0.02, 0.21)     

Ls Meanb -0.20 -0.30 0.10 (0.02, 0.17) 0.015  

SEb 0.028 0.027    

95% CIb -0.26, -0.15 -0.35, -0.25    

Ls Meanc -0.21 -0.32 0.11 (0.01, 0.22) 0.039  

SEc 0.039 0.037    

95% CIc -0.28, -0.13 -0.39, -0.24    

 

   Actual n 336 353    

Mean 0.39 0.34    

SD 0.699 0.659    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 243 244    

Mean -0.35 -0.47    

SD 0.831 0.918    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 3.00    

Effect Size (95% 

CI)a 

0.04 (-0.05, 0.14)     

Ls Meanb -0.39 -0.43 0.04 (-0.04, 0.12) 0.370  

SEb 0.029 0.029    

95% CIb -0.45, -0.33 -0.48, -0.37    

Ls Meanc -0.38 -0.43 0.06 (-0.04, 0.15) 0.264  

SEc 0.035 0.035    

95% CIc -0.45, -0.31 -0.50, -0.36    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.26 0.20    

SD 0.631 0.532    

Min 0.00 0.00    

Median 0.00 0.00    

Max 4.00 3.00    

 

  Day 15 Change n 213 219    

Mean -0.45 -0.58    

SD 0.854 0.860    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.06, 0.14)     

Ls Meanb -0.50 -0.53 0.03 (-0.05, 0.12) 0.429  

SEb 0.030 0.030    

95% CIb -0.56, -0.44 -0.59, -0.47    

Ls Meanc -0.50 -0.53 0.03 (-0.04, 0.11) 0.376  

SEc 0.027 0.026    

95% CIc -0.55, -0.45 -0.58, -0.48    

 

   Actual n 281 285    

Mean 0.12 0.09    

SD 0.427 0.344    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 185 193    

Mean -0.54 -0.53    

SD 0.853 0.810    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.06 (-0.16, 0.05)     

Ls Meanb -0.57 -0.52 -0.05 (-0.13, 0.04) 0.263  

SEb 0.031 0.031    

95% CIb -0.63, -0.50 -0.58, -0.46    

Ls Meanc -0.56 -0.52 -0.03 (-0.10, 0.03) 0.344  

SEc 0.025 0.024    

95% CIc -0.60, -0.51 -0.57, -0.48    

 

   Actual n 232 231    

Mean 0.06 0.10    

SD 0.311 0.358    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

0.01 (-0.01, 0.03)     

Ls Meanb -0.09 -0.09 0.00 (-0.01, 0.01) 0.375  

 

  Baseline Actual n 285 306  <.001d  

Mean 0.16 0.08    

SD 0.550 0.363    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 260 281    

Mean -0.08 -0.04    

SD 0.502 0.361    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.07 (0.01, 0.14)     

Ls Meanb -0.04 -0.07 0.03 (0.00, 0.06) 0.028  

SEb 0.011 0.011    

95% CIb -0.06, -0.02 -0.09, -0.05    

Ls Meanc -0.05 -0.07 0.02 (-0.02, 0.07) 0.282  

SEc 0.017 0.016    

95% CIc -0.08, -0.01 -0.10, -0.04    

 

   Actual n 336 353    

Mean 0.06 0.03    

SD 0.317 0.211    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 244 244    

Mean -0.10 -0.05    

SD 0.558 0.418    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.04 (-0.03, 0.10)     

Ls Meanb -0.06 -0.08 0.02 (-0.01, 0.05) 0.295  

SEb 0.011 0.011    

95% CIb -0.08, -0.04 -0.10, -0.06    

Ls Meanc -0.06 -0.07 0.01 (-0.03, 0.05) 0.662  

SEc 0.016 0.016    

95% CIc -0.10, -0.03 -0.11, -0.04    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 306 315    

Mean 0.04 0.02    

SD 0.247 0.202    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 214 219    

Mean -0.15 -0.05    

SD 0.578 0.275    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.05, 0.09)     

Ls Meanb -0.10 -0.10 0.01 (-0.02, 0.04) 0.627  

SEb 0.012 0.012    

95% CIb -0.12, -0.07 -0.13, -0.08    

Ls Meanc -0.09 -0.11 0.01 (-0.01, 0.04) 0.239  

SEc 0.008 0.008    

95% CIc -0.11, -0.08 -0.12, -0.09    

 

   Actual n 281 285    

Mean 0.01 0.01    

SD 0.146 0.118    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 48 of 1056 

Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 186 193    

Mean -0.18 -0.06    

SD 0.611 0.292    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.02 (-0.09, 0.06)     

Ls Meanb -0.12 -0.11 -0.01 (-0.04, 0.03) 0.646  

SEb 0.012 0.012    

95% CIb -0.14, -0.09 -0.13, -0.08    

Ls Meanc -0.12 -0.12 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.12, -0.12 -0.12, -0.12    

 

   Actual n 232 231    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

Risk factors for 

severe COVID-19 

≥ 4 

Body Aches Overall Change Effect Size (95% 

CI)a 

0.17 (-0.03, 0.38)     

Ls Meanb -0.33 -0.48 0.15 (-0.04, 0.34) 0.107  

 

  Baseline Actual n 24 19    

Mean 0.71 1.00    

SD 0.908 0.882    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 3 Change n 19 17    

Mean 0.11 -0.24    

SD 0.658 1.200    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.27 (-0.20, 0.73)     

Ls Meanb 0.04 -0.20 0.24 (-0.18, 0.66) 0.259  

SEb 0.144 0.156    

95% CIb -0.24, 0.32 -0.51, 0.11    

Ls Meanc -0.04 -0.13 0.09 (-0.47, 0.65) 0.743  

SEc 0.186 0.199    

95% CIc -0.42, 0.34 -0.53, 0.28    

 

   Actual n 27 22    

Mean 0.74 0.59    

SD 0.944 0.796    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 6 Change n 18 13    

Mean 0.06 -0.15    

SD 0.725 0.987    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.23 (-0.26, 0.72)     

Ls Meanb 0.01 -0.20 0.21 (-0.23, 0.65) 0.354  

SEb 0.146 0.170    

95% CIb -0.28, 0.29 -0.54, 0.13    

Ls Meanc -0.05 -0.15 0.10 (-0.51, 0.71) 0.737  

SEc 0.189 0.231    

95% CIc -0.44, 0.33 -0.63, 0.32    

 

   Actual n 27 18    

Mean 0.56 0.67    

SD 0.934 0.907    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.31 -0.64    

SD 0.704 0.809    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.24 (-0.30, 0.77)     

Ls Meanb -0.43 -0.64 0.21 (-0.27, 0.69) 0.387  

SEb 0.155 0.190    

95% CIb -0.73, -0.13 -1.02, -0.27    

Ls Meanc -0.45 -0.61 0.15 (-0.25, 0.56) 0.434  

SEc 0.123 0.154    

95% CIc -0.71, -0.20 -0.93, -0.29    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 24 15    

Mean 0.21 0.27    

SD 0.509 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 29 Change n 14 10    

Mean -0.29 -0.90    

SD 0.611 1.101    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.36 (-0.17, 0.89)     

Ls Meanb -0.48 -0.81 0.32 (-0.15, 0.80) 0.180  

SEb 0.157 0.183    

95% CIb -0.79, -0.17 -1.17, -0.45    

Ls Meanc -0.39 -0.74 0.35 (-0.07, 0.78) 0.099  

SEc 0.132 0.165    

95% CIc -0.67, -0.12 -1.09, -0.40    

 

   Actual n 18 14    

Mean 0.28 0.07    

SD 0.575 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Chills Overall Change Effect Size (95% 

CI)a 

-0.02 (-0.19, 0.15)     

Ls Meanb -0.49 -0.48 -0.01 (-0.17, 0.14) 0.854  

 

  Baseline Actual n 24 19    

Mean 0.71 0.74    

SD 0.908 0.872    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

 

  Day 3 Change n 19 17    

Mean 0.00 -0.29    

SD 0.882 0.588    

Min -1.00 -1.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.25 (-0.18, 0.68)     

Ls Meanb -0.09 -0.31 0.22 (-0.16, 0.61) 0.259  

SEb 0.134 0.145    

95% CIb -0.35, 0.18 -0.59, -0.02    

Ls Meanc -0.03 -0.23 0.19 (-0.26, 0.65) 0.389  

SEc 0.153 0.164    

95% CIc -0.35, 0.28 -0.56, 0.11    

 

   Actual n 27 22    

Mean 0.44 0.36    

SD 0.751 0.581    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 6 Change n 18 13    

Mean -0.28 -0.31    

SD 0.958 0.947    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.49, 0.43)     

Ls Meanb -0.44 -0.42 -0.02 (-0.43, 0.39) 0.911  

SEb 0.137 0.159    

95% CIb -0.71, -0.18 -0.73, -0.11    

Ls Meanc -0.37 -0.24 -0.13 (-0.67, 0.41) 0.632  

SEc 0.172 0.207    

95% CIc -0.72, -0.02 -0.66, 0.18    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.15 0.28    

SD 0.534 0.669    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.38 -0.64    

SD 0.806 0.809    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.66, 0.34)     

Ls Meanb -0.58 -0.44 -0.14 (-0.59, 0.31) 0.537  

SEb 0.144 0.177    

95% CIb -0.86, -0.29 -0.78, -0.09    

Ls Meanc -0.54 -0.53 -0.01 (-0.54, 0.52) 0.962  

SEc 0.162 0.202    

95% CIc -0.87, -0.20 -0.94, -0.11    

 

   Actual n 24 15    

Mean 0.08 0.27    

SD 0.408 0.799    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.43 -0.70    

SD 0.852 0.949    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.25 (-0.25, 0.75)     

Ls Meanb -0.46 -0.68 0.23 (-0.22, 0.67) 0.322  

SEb 0.148 0.174    

95% CIb -0.75, -0.17 -1.02, -0.34    

Ls Meanc -0.54 -0.62 0.08 (-0.33, 0.49) 0.694  

SEc 0.131 0.162    

95% CIc -0.82, -0.27 -0.96, -0.29    

 

   Actual n 18 14    

Mean 0.11 0.07    

SD 0.471 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Congestion Overall Change Effect Size (95% 

CI)a 

0.02 (-0.16, 0.20)     

Ls Meanb -0.35 -0.37 0.02 (-0.12, 0.15) 0.804  

 

  Baseline Actual n 24 19    

Mean 0.50 0.58    

SD 0.780 0.692    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.11 0.00    

SD 0.658 0.500    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.43 (-0.90, 0.05)     

Ls Meanb -0.25 0.07 -0.32 (-0.67, 0.04) 0.077  

SEb 0.122 0.132    

95% CIb -0.49, -0.01 -0.19, 0.33    

Ls Meanc -0.17 -0.02 -0.16 (-0.53, 0.22) 0.402  

SEc 0.126 0.135    

95% CIc -0.43, 0.08 -0.29, 0.26    

 

   Actual n 27 22    

Mean 0.44 0.68    

SD 0.698 0.894    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 18 13    

Mean -0.06 -0.31    

SD 0.725 0.630    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.09 (-0.60, 0.41)     

Ls Meanb -0.22 -0.15 -0.07 (-0.44, 0.31) 0.722  

SEb 0.125 0.146    

95% CIb -0.46, 0.03 -0.44, 0.14    

Ls Meanc -0.17 -0.22 0.05 (-0.39, 0.48) 0.830  

SEc 0.137 0.164    

95% CIc -0.45, 0.11 -0.56, 0.12    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.37 0.44    

SD 0.565 0.705    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.25 -0.55    

SD 0.931 0.934    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.21 (-0.34, 0.76)     

Ls Meanb -0.36 -0.51 0.15 (-0.26, 0.56) 0.459  

SEb 0.132 0.162    

95% CIb -0.62, -0.10 -0.83, -0.20    

Ls Meanc -0.30 -0.36 0.05 (-0.32, 0.43) 0.771  

SEc 0.117 0.146    

95% CIc -0.55, -0.06 -0.66, -0.05    

 

   Actual n 24 15    

Mean 0.21 0.07    

SD 0.509 0.258    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.14 -0.70    

SD 0.663 0.949    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.24 (-0.31, 0.80)     

Ls Meanb -0.46 -0.65 0.18 (-0.23, 0.60) 0.389  

SEb 0.137 0.160    

95% CIb -0.73, -0.20 -0.96, -0.33    

Ls Meanc -0.40 -0.30 -0.10 (-0.38, 0.18) 0.472  

SEc 0.084 0.104    

95% CIc -0.57, -0.22 -0.52, -0.08    

 

   Actual n 18 14    

Mean 0.06 0.07    

SD 0.236 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    

 

 Cough Overall Change Effect Size (95% 

CI)a 

0.20 (-0.07, 0.48)     

Ls Meanb -0.33 -0.51 0.17 (-0.06, 0.40) 0.146  

 

  Baseline Actual n 24 19    

Mean 0.92 1.16    

SD 0.776 0.898    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean 0.32 0.00    

SD 0.582 1.173    

Min 0.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

0.22 (-0.36, 0.80)     

Ls Meanb 0.20 0.02 0.18 (-0.30, 0.66) 0.461  

SEb 0.166 0.181    

95% CIb -0.13, 0.52 -0.34, 0.37    

Ls Meanc 0.18 0.09 0.08 (-0.46, 0.63) 0.756  

SEc 0.182 0.193    

95% CIc -0.19, 0.55 -0.30, 0.49    

 

   Actual n 27 22    

Mean 1.11 1.14    

SD 0.801 0.834    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 18 13    

Mean 0.22 -0.15    

SD 0.732 1.281    

Min -1.00 -3.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.07 (-0.68, 0.54)     

Ls Meanb 0.04 0.10 -0.06 (-0.57, 0.45) 0.821  

SEb 0.169 0.195    

95% CIb -0.29, 0.37 -0.28, 0.48    

Ls Meanc 0.07 -0.09 0.16 (-0.54, 0.86) 0.640  

SEc 0.218 0.261    

95% CIc -0.38, 0.51 -0.63, 0.44    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 1.00 1.00    

SD 0.920 0.907    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 16 11    

Mean -0.19 -1.09    

SD 0.911 0.831    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.52 (-0.15, 1.18)     

Ls Meanb -0.40 -0.84 0.43 (-0.12, 0.99) 0.127  

SEb 0.178 0.219    

95% CIb -0.75, -0.05 -1.27, -0.41    

Ls Meanc -0.32 -0.83 0.51 (-0.14, 1.15) 0.116  

SEc 0.197 0.240    

95% CIc -0.73, 0.09 -1.32, -0.33    

 

   Actual n 24 15    

Mean 0.54 0.33    

SD 0.779 0.488    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 1.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.64 -1.30    

SD 0.842 1.059    

Min -2.00 -3.00    

Median -1.00 -1.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.49 (-0.16, 1.14)     

Ls Meanb -0.72 -1.12 0.41 (-0.13, 0.95) 0.140  

SEb 0.179 0.208    

95% CIb -1.07, -0.37 -1.53, -0.72    

Ls Meanc -0.74 -0.95 0.21 (-0.26, 0.67) 0.365  

SEc 0.143 0.180    

95% CIc -1.04, -0.45 -1.32, -0.58    

 

   Actual n 18 14    

Mean 0.33 0.14    

SD 0.594 0.363    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

 Diarrhea Overall Change Effect Size (95% 

CI)a 

-0.10 (-0.21, 0.00)     

Ls Meanb -0.32 -0.23 -0.09 (-0.18, 0.00) 0.063  

 

  Baseline Actual n 24 19    

Mean 0.63 0.37    

SD 0.970 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.05 0.12    

SD 0.848 1.166    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 3.00    

Effect Size (95% 

CI)a 

-0.15 (-0.50, 0.20)     

Ls Meanb -0.05 0.07 -0.12 (-0.41, 0.16) 0.396  

SEb 0.101 0.107    

95% CIb -0.25, 0.15 -0.14, 0.29    

Ls Meanc -0.04 0.06 -0.10 (-0.66, 0.46) 0.713  

SEc 0.189 0.202    

95% CIc -0.43, 0.34 -0.36, 0.47    

 

   Actual n 27 22    

Mean 0.44 0.45    

SD 0.801 0.912    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 6 Change n 18 13    

Mean -0.28 0.23    

SD 0.895 0.725    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 2.00    

Effect Size (95% 

CI)a 

-0.26 (-0.64, 0.11)     

Ls Meanb -0.25 -0.03 -0.22 (-0.53, 0.09) 0.169  

SEb 0.103 0.121    

95% CIb -0.45, -0.05 -0.27, 0.21    

Ls Meanc -0.16 0.13 -0.29 (-0.73, 0.15) 0.185  

SEc 0.137 0.166    

95% CIc -0.44, 0.13 -0.21, 0.47    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.26 0.33    

SD 0.594 0.594    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.44 -0.18    

SD 1.031 0.405    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.04 (-0.37, 0.44)     

Ls Meanb -0.35 -0.38 0.03 (-0.31, 0.37) 0.865  

SEb 0.109 0.133    

95% CIb -0.57, -0.14 -0.64, -0.12    

Ls Meanc -0.31 -0.39 0.08 (-0.08, 0.24) 0.323  

SEc 0.051 0.063    

95% CIc -0.42, -0.21 -0.52, -0.26    

 

   Actual n 24 15    

Mean 0.04 0.00    

SD 0.204 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.57 -0.10    

SD 1.016 0.316    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.05 (-0.37, 0.48)     

Ls Meanb -0.41 -0.45 0.04 (-0.31, 0.39) 0.808  

SEb 0.115 0.136    

95% CIb -0.63, -0.18 -0.72, -0.18    

Ls Meanc -0.38 -0.38 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.38, -0.38 -0.38, -0.38    

 

   Actual n 18 14    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

 Difficulty 

Breathing 

Overall Change Effect Size (95% 

CI)a 

0.10 (-0.33, 0.53)     

Ls Meanb 0.16 0.08 0.08 (-0.29, 0.45) 0.658  

 

  Baseline Actual n 24 19    

Mean 0.25 0.32    

SD 0.847 0.820    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean 0.16 -0.12    

SD 1.068 0.600    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.28 (-0.36, 0.92)     

Ls Meanb 0.15 -0.08 0.23 (-0.30, 0.77) 0.397  

SEb 0.184 0.202    

95% CIb -0.21, 0.51 -0.48, 0.31    

Ls Meanc 0.07 -0.06 0.13 (-0.32, 0.58) 0.562  

SEc 0.154 0.164    

95% CIc -0.24, 0.39 -0.39, 0.28    

 

   Actual n 27 22    

Mean 0.44 0.18    

SD 0.847 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 18 13    

Mean 0.11 -0.08    

SD 1.132 0.641    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 1.00    

Effect Size (95% 

CI)a 

0.04 (-0.62, 0.70)     

Ls Meanb 0.13 0.10 0.03 (-0.52, 0.58) 0.908  

SEb 0.186 0.211    

95% CIb -0.23, 0.50 -0.31, 0.51    

Ls Meanc 0.10 -0.03 0.12 (-0.44, 0.68) 0.661  

SEc 0.180 0.215    

95% CIc -0.27, 0.46 -0.47, 0.42    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.41 0.11    

SD 0.844 0.471    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 16 11    

Mean 0.19 0.00    

SD 1.223 0.894    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.06 (-0.65, 0.76)     

Ls Meanb 0.17 0.12 0.05 (-0.54, 0.64) 0.872  

SEb 0.195 0.229    

95% CIb -0.21, 0.55 -0.33, 0.57    

Ls Meanc 0.11 0.12 0.00 (-0.79, 0.78) 0.994  

SEc 0.246 0.301    

95% CIc -0.39, 0.62 -0.51, 0.74    

 

   Actual n 24 15    

Mean 0.33 0.33    

SD 0.816 0.900    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean 0.14 -0.60    

SD 1.167 1.075    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.53 (-0.14, 1.20)     

Ls Meanb 0.08 -0.36 0.44 (-0.12, 1.01) 0.124  

SEb 0.190 0.215    

95% CIb -0.30, 0.45 -0.79, 0.06    

Ls Meanc -0.02 -0.36 0.33 (-0.20, 0.87) 0.207  

SEc 0.168 0.206    

95% CIc -0.37, 0.33 -0.79, 0.07    

 

   Actual n 18 14    

Mean 0.28 0.00    

SD 0.669 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

 Fatigue Overall Change Effect Size (95% 

CI)a 

0.01 (-0.25, 0.27)     

Ls Meanb -0.28 -0.29 0.01 (-0.26, 0.28) 0.933  

 

  Baseline Actual n 24 19    

Mean 1.21 1.26    

SD 0.977 1.046    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean 0.37 0.06    

SD 1.116 1.088    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 3.00 2.00    

Effect Size (95% 

CI)a 

0.19 (-0.37, 0.75)     

Ls Meanb 0.33 0.14 0.19 (-0.37, 0.75) 0.503  

SEb 0.193 0.211    

95% CIb -0.05, 0.71 -0.27, 0.55    

Ls Meanc 0.33 0.06 0.27 (-0.29, 0.82) 0.334  

SEc 0.188 0.202    

95% CIc -0.06, 0.71 -0.35, 0.47    

 

   Actual n 27 22    

Mean 1.44 1.09    

SD 0.974 0.868    

Min 0.00 0.00    

Median 2.00 1.00    

Max 3.00 3.00    

 

  Day 6 Change n 18 13    

Mean -0.11 -0.15    

SD 1.132 0.801    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.03 (-0.61, 0.56)     

Ls Meanb -0.11 -0.08 -0.03 (-0.62, 0.56) 0.927  

SEb 0.197 0.228    

95% CIb -0.50, 0.28 -0.53, 0.36    

Ls Meanc -0.11 -0.17 0.05 (-0.59, 0.70) 0.866  

SEc 0.207 0.248    

95% CIc -0.54, 0.31 -0.68, 0.34    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 1.04 1.00    

SD 1.055 1.029    

Min 0.00 0.00    

Median 1.00 1.00    

Max 3.00 3.00    

 

  Day 15 Change n 16 11    

Mean -0.25 -0.73    

SD 1.065 1.104    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.28 (-0.36, 0.92)     

Ls Meanb -0.30 -0.59 0.28 (-0.36, 0.93) 0.388  

SEb 0.208 0.256    

95% CIb -0.71, 0.10 -1.09, -0.09    

Ls Meanc -0.27 -0.60 0.33 (-0.44, 1.10) 0.386  

SEc 0.240 0.297    

95% CIc -0.76, 0.23 -1.21, 0.02    

 

   Actual n 24 15    

Mean 0.75 0.47    

SD 0.897 0.915    

Min 0.00 0.00    

Median 0.50 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.36 -1.00    

SD 0.842 1.155    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.33 (-0.29, 0.96)     

Ls Meanb -0.49 -0.83 0.34 (-0.29, 0.97) 0.294  

SEb 0.209 0.243    

95% CIb -0.90, -0.08 -1.30, -0.35    

Ls Meanc -0.47 -0.78 0.31 (-0.31, 0.93) 0.306  

SEc 0.190 0.241    

95% CIc -0.87, -0.07 -1.28, -0.28    

 

   Actual n 18 14    

Mean 0.44 0.36    

SD 0.705 0.745    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Headache Overall Change Effect Size (95% 

CI)a 

-0.31 (-0.54, -0.08)     

Ls Meanb -0.54 -0.25 -0.30 (-0.52, -0.07) 0.012  

 

  Baseline Actual n 24 19    

Mean 0.83 0.84    

SD 0.963 0.958    

Min 0.00 0.00    

Median 0.50 1.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.21 0.00    

SD 0.976 1.000    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.64, 0.28)     

Ls Meanb -0.27 -0.10 -0.17 (-0.62, 0.27) 0.445  

SEb 0.153 0.168    

95% CIb -0.58, 0.03 -0.43, 0.23    

Ls Meanc -0.26 -0.01 -0.25 (-0.76, 0.26) 0.330  

SEc 0.173 0.186    

95% CIc -0.61, 0.09 -0.39, 0.37    

 

   Actual n 27 22    

Mean 0.52 0.82    

SD 0.753 0.907    

Min 0.00 0.00    

Median 0.00 1.00    

Max 2.00 3.00    

 

  Day 6 Change n 18 13    

Mean -0.22 -0.08    

SD 1.166 1.038    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

-0.30 (-0.79, 0.18)     

Ls Meanb -0.32 -0.03 -0.29 (-0.76, 0.18) 0.224  

SEb 0.156 0.180    

95% CIb -0.63, -0.01 -0.39, 0.32    

Ls Meanc -0.24 -0.06 -0.19 (-0.78, 0.41) 0.527  

SEc 0.190 0.227    

95% CIc -0.63, 0.15 -0.52, 0.41    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.48 0.67    

SD 0.753 0.767    

Min 0.00 0.00    

Median 0.00 0.50    

Max 2.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.50 -0.09    

SD 0.894 0.831    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.64 (-1.17, -0.11)     

Ls Meanb -0.63 -0.01 -0.62 (-1.13, -0.11) 0.018  

SEb 0.165 0.202    

95% CIb -0.96, -0.31 -0.41, 0.38    

Ls Meanc -0.51 0.07 -0.58 (-1.07, -0.09) 0.022  

SEc 0.153 0.188    

95% CIc -0.83, -0.19 -0.32, 0.46    

 

   Actual n 24 15    

Mean 0.21 0.67    

SD 0.509 0.900    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.71 -0.60    

SD 0.994 0.966    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.30 (-0.82, 0.21)     

Ls Meanb -0.74 -0.45 -0.29 (-0.78, 0.20) 0.249  

SEb 0.165 0.191    

95% CIb -1.06, -0.42 -0.82, -0.08    

Ls Meanc -0.79 -0.58 -0.21 (-0.79, 0.37) 0.459  

SEc 0.183 0.229    

95% CIc -1.17, -0.41 -1.06, -0.10    

 

   Actual n 18 14    

Mean 0.17 0.36    

SD 0.383 0.842    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

 Muscle Aches Overall Change Effect Size (95% 

CI)a 

-0.06 (-0.34, 0.21)     

Ls Meanb -0.51 -0.46 -0.05 (-0.28, 0.18) 0.661  

 

  Baseline Actual n 24 19    

Mean 0.79 1.21    

SD 0.721 0.918    

Min 0.00 0.00    

Median 1.00 1.00    

Max 2.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.05 -0.41    

SD 0.970 0.870    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 2.00 1.00    

Effect Size (95% 

CI)a 

0.19 (-0.41, 0.79)     

Ls Meanb -0.09 -0.25 0.15 (-0.34, 0.65) 0.538  

SEb 0.169 0.185    

95% CIb -0.43, 0.24 -0.61, 0.11    

Ls Meanc -0.18 -0.26 0.09 (-0.46, 0.63) 0.745  

SEc 0.182 0.195    

95% CIc -0.55, 0.19 -0.66, 0.13    

 

   Actual n 27 22    

Mean 0.81 0.64    

SD 0.962 0.727    

Min 0.00 0.00    

Median 0.00 0.50    

Max 3.00 2.00    

 

  Day 6 Change n 18 13    

Mean -0.22 -0.31    

SD 0.878 1.109    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.07 (-0.57, 0.70)     

Ls Meanb -0.27 -0.33 0.05 (-0.46, 0.57) 0.837  

SEb 0.172 0.199    

95% CIb -0.61, 0.07 -0.72, 0.06    

Ls Meanc -0.33 -0.25 -0.08 (-0.80, 0.63) 0.818  

SEc 0.224 0.270    

95% CIc -0.79, 0.12 -0.81, 0.30    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.59 0.61    

SD 0.971 1.037    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 

  Day 15 Change n 16 11    

Mean -0.44 -0.82    

SD 1.031 0.874    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.07 (-0.63, 0.76)     

Ls Meanb -0.57 -0.62 0.05 (-0.51, 0.62) 0.849  

SEb 0.182 0.224    

95% CIb -0.92, -0.21 -1.06, -0.18    

Ls Meanc -0.62 -0.67 0.06 (-0.52, 0.64) 0.839  

SEc 0.178 0.222    

95% CIc -0.98, -0.25 -1.13, -0.22    

 

   Actual n 24 15    

Mean 0.25 0.33    

SD 0.532 0.724    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.57 -0.90    

SD 0.938 0.876    

Min -2.00 -2.00    

Median 0.00 -1.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.11 (-0.79, 0.57)     

Ls Meanb -0.72 -0.63 -0.09 (-0.64, 0.46) 0.749  

SEb 0.184 0.214    

95% CIb -1.08, -0.36 -1.05, -0.21    

Ls Meanc -0.73 -0.84 0.11 (-0.45, 0.66) 0.695  

SEc 0.173 0.216    

95% CIc -1.09, -0.37 -1.29, -0.38    

 

   Actual n 18 14    

Mean 0.28 0.29    

SD 0.575 0.611    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

 Nausea Overall Change Effect Size (95% 

CI)a 

-0.12 (-0.36, 0.12)     

Ls Meanb -0.44 -0.34 -0.10 (-0.31, 0.11) 0.330  

 

  Baseline Actual n 24 19    

Mean 0.38 0.68    

SD 0.770 0.946    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 76 of 1056 

Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.11 -0.35    

SD 0.875 0.606    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.03 (-0.39, 0.44)     

Ls Meanb -0.23 -0.25 0.02 (-0.33, 0.37) 0.899  

SEb 0.121 0.132    

95% CIb -0.46, 0.01 -0.51, 0.01    

Ls Meanc -0.21 -0.23 0.02 (-0.39, 0.43) 0.924  

SEc 0.139 0.148    

95% CIc -0.50, 0.07 -0.53, 0.07    

 

   Actual n 27 22    

Mean 0.19 0.32    

SD 0.396 0.780    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 3.00    

 

  Day 6 Change n 18 13    

Mean -0.28 -0.15    

SD 0.826 0.899    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.44 (-0.87, -0.02)     

Ls Meanb -0.40 -0.02 -0.38 (-0.74, -0.01) 0.043  

SEb 0.123 0.139    

95% CIb -0.64, -0.16 -0.29, 0.25    

Ls Meanc -0.39 -0.02 -0.37 (-0.79, 0.05) 0.084  

SEc 0.135 0.160    

95% CIc -0.67, -0.11 -0.35, 0.31    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.07 0.39    

SD 0.267 0.698    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.38 -0.73    

SD 0.806 0.905    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.03 (-0.49, 0.44)     

Ls Meanb -0.51 -0.48 -0.02 (-0.42, 0.37) 0.916  

SEb 0.129 0.155    

95% CIb -0.76, -0.25 -0.79, -0.18    

Ls Meanc -0.56 -0.47 -0.10 (-0.56, 0.36) 0.658  

SEc 0.140 0.171    

95% CIc -0.85, -0.27 -0.82, -0.11    

 

   Actual n 24 15    

Mean 0.00 0.20    

SD 0.000 0.775    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.36 -0.60    

SD 0.842 0.699    

Min -3.00 -2.00    

Median 0.00 -0.50    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.60, 0.28)     

Ls Meanb -0.48 -0.35 -0.14 (-0.51, 0.24) 0.483  

SEb 0.127 0.144    

95% CIb -0.73, -0.23 -0.63, -0.06    

Ls Meanc -0.50 -0.33 -0.17 (-0.66, 0.32) 0.479  

SEc 0.156 0.186    

95% CIc -0.83, -0.17 -0.72, 0.06    

 

   Actual n 18 14    

Mean 0.00 0.29    

SD 0.000 0.825    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

 New Loss of Smell Overall Change Effect Size (95% 

CI)a 

-0.09 (-0.26, 0.09)     

Ls Meanb -0.61 -0.52 -0.09 (-0.27, 0.09) 0.336  

 

  Baseline Actual n 24 19    

Mean 0.58 0.95    

SD 0.929 1.129    

Min 0.00 0.00    

Median 0.00 1.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.26 -0.24    

SD 0.991 1.033    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.25 (-0.62, 0.12)     

Ls Meanb -0.36 -0.10 -0.25 (-0.63, 0.13) 0.194  

SEb 0.131 0.143    

95% CIb -0.61, -0.10 -0.38, 0.18    

Ls Meanc -0.37 -0.14 -0.24 (-0.73, 0.26) 0.336  

SEc 0.166 0.178    

95% CIc -0.71, -0.04 -0.50, 0.23    

 

   Actual n 27 22    

Mean 0.37 0.64    

SD 0.629 0.902    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 3.00    

 

  Day 6 Change n 18 13    

Mean -0.33 -0.23    

SD 1.085 1.166    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.18 (-0.57, 0.21)     

Ls Meanb -0.43 -0.24 -0.19 (-0.59, 0.22) 0.365  

SEb 0.133 0.155    

95% CIb -0.69, -0.16 -0.54, 0.06    

Ls Meanc -0.46 -0.17 -0.28 (-0.85, 0.28) 0.310  

SEc 0.179 0.215    

95% CIc -0.82, -0.09 -0.61, 0.27    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.37 0.50    

SD 0.742 0.857    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.31 -1.00    

SD 0.602 1.483    

Min -2.00 -3.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.02 (-0.41, 0.45)     

Ls Meanb -0.69 -0.70 0.02 (-0.42, 0.46) 0.940  

SEb 0.141 0.174    

95% CIb -0.96, -0.41 -1.04, -0.36    

Ls Meanc -0.69 -0.49 -0.19 (-0.55, 0.16) 0.265  

SEc 0.106 0.129    

95% CIc -0.91, -0.47 -0.76, -0.23    

 

   Actual n 24 15    

Mean 0.00 0.13    

SD 0.000 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.64 -1.00    

SD 0.842 1.491    

Min -2.00 -3.00    

Median 0.00 -0.50    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

0.00 (-0.42, 0.42)     

Ls Meanb -0.83 -0.84 0.00 (-0.43, 0.43) 0.993  

SEb 0.142 0.166    

95% CIb -1.11, -0.56 -1.16, -0.51    

Ls Meanc -0.89 -0.69 -0.20 (-0.58, 0.18) 0.290  

SEc 0.118 0.147    

95% CIc -1.14, -0.65 -1.00, -0.39    

 

   Actual n 18 14    

Mean 0.17 0.14    

SD 0.707 0.535    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

 New Loss of Taste Overall Change Effect Size (95% 

CI)a 

-0.05 (-0.22, 0.12)     

Ls Meanb -0.39 -0.34 -0.05 (-0.20, 0.11) 0.545  

 

  Baseline Actual n 24 19    

Mean 0.46 0.68    

SD 0.833 0.885    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.11 -0.12    

SD 0.875 0.600    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

-0.10 (-0.48, 0.28)     

Ls Meanb -0.13 -0.04 -0.08 (-0.41, 0.24) 0.616  

SEb 0.113 0.123    

95% CIb -0.35, 0.10 -0.28, 0.20    

Ls Meanc -0.17 -0.05 -0.12 (-0.53, 0.30) 0.577  

SEc 0.140 0.151    

95% CIc -0.45, 0.12 -0.36, 0.26    

 

   Actual n 27 22    

Mean 0.33 0.50    

SD 0.620 0.802    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 18 13    

Mean -0.17 -0.15    

SD 1.043 0.899    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 2.00 2.00    

Effect Size (95% 

CI)a 

-0.41 (-0.82, -0.01)     

Ls Meanb -0.26 0.10 -0.35 (-0.70, -0.01) 0.047  

SEb 0.115 0.134    

95% CIb -0.48, -0.03 -0.17, 0.36    

Ls Meanc -0.30 0.10 -0.40 (-0.97, 0.16) 0.155  

SEc 0.176 0.215    

95% CIc -0.66, 0.06 -0.34, 0.55    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.22 0.56    

SD 0.506 0.856    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.31 -0.73    

SD 0.602 1.348    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.09 (-0.53, 0.36)     

Ls Meanb -0.48 -0.40 -0.07 (-0.46, 0.31) 0.703  

SEb 0.122 0.150    

95% CIb -0.72, -0.24 -0.70, -0.11    

Ls Meanc -0.59 -0.35 -0.24 (-0.57, 0.10) 0.154  

SEc 0.101 0.126    

95% CIc -0.80, -0.38 -0.62, -0.09    

 

   Actual n 24 15    

Mean 0.00 0.13    

SD 0.000 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.36 -0.70    

SD 0.633 0.949    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.01 (-0.43, 0.44)     

Ls Meanb -0.55 -0.56 0.01 (-0.37, 0.38) 0.971  

SEb 0.124 0.144    

95% CIb -0.80, -0.31 -0.84, -0.28    

Ls Meanc -0.50 -0.50 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.50, -0.50 -0.50, -0.50    

 

   Actual n 18 14    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    

 

 Runny Nose Overall Change Effect Size (95% 

CI)a 

-0.18 (-0.36, -0.01)     

Ls Meanb -0.48 -0.35 -0.14 (-0.27, 0.00) 0.046  

 

  Baseline Actual n 24 19    

Mean 0.67 0.42    

SD 0.761 0.692    

Min 0.00 0.00    

Median 0.50 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.16 -0.24    

SD 0.501 0.752    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.32 (-0.10, 0.75)     

Ls Meanb -0.17 -0.40 0.24 (-0.08, 0.55) 0.138  

SEb 0.107 0.117    

95% CIb -0.38, 0.04 -0.63, -0.17    

Ls Meanc -0.09 -0.29 0.19 (-0.16, 0.54) 0.268  

SEc 0.117 0.127    

95% CIc -0.33, 0.14 -0.55, -0.03    

 

   Actual n 27 22    

Mean 0.59 0.27    

SD 0.747 0.456    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 6 Change n 18 13    

Mean -0.33 -0.15    

SD 0.485 0.801    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.17 (-0.62, 0.28)     

Ls Meanb -0.36 -0.23 -0.12 (-0.45, 0.21) 0.465  

SEb 0.110 0.128    

95% CIb -0.57, -0.14 -0.48, 0.02    

Ls Meanc -0.30 -0.26 -0.04 (-0.42, 0.34) 0.832  

SEc 0.119 0.144    

95% CIc -0.54, -0.05 -0.55, 0.04    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.37 0.33    

SD 0.492 0.686    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.38 -0.36    

SD 0.619 0.674    

Min -1.00 -2.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

-0.04 (-0.53, 0.45)     

Ls Meanb -0.45 -0.42 -0.03 (-0.39, 0.33) 0.879  

SEb 0.116 0.143    

95% CIb -0.67, -0.22 -0.70, -0.14    

Ls Meanc -0.33 -0.35 0.02 (-0.36, 0.40) 0.910  

SEc 0.118 0.146    

95% CIc -0.57, -0.09 -0.65, -0.05    

 

   Actual n 24 15    

Mean 0.25 0.13    

SD 0.442 0.516    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.71 -0.20    

SD 0.726 0.789    

Min -2.00 -2.00    

Median -1.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.54 (-1.03, -0.05)     

Ls Meanb -0.73 -0.34 -0.39 (-0.75, -0.04) 0.031  

SEb 0.118 0.139    

95% CIb -0.96, -0.50 -0.61, -0.06    

Ls Meanc -0.61 -0.26 -0.36 (-0.63, -0.09) 0.012  

SEc 0.083 0.107    

95% CIc -0.79, -0.44 -0.48, -0.04    

 

   Actual n 18 14    

Mean 0.00 0.21    

SD 0.000 0.426    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

 Shortness of 

Breath 

Overall Change Effect Size (95% 

CI)a 

-0.03 (-0.38, 0.32)     

Ls Meanb -0.04 -0.01 -0.03 (-0.36, 0.30) 0.861  

 

  Baseline Actual n 24 19    

Mean 0.50 0.37    

SD 0.978 0.831    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.16 -0.12    

SD 0.834 0.600    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.08 (-0.49, 0.64)     

Ls Meanb -0.08 -0.15 0.07 (-0.45, 0.59) 0.794  

SEb 0.179 0.197    

95% CIb -0.43, 0.27 -0.54, 0.24    

Ls Meanc -0.14 -0.13 -0.01 (-0.37, 0.35) 0.962  

SEc 0.123 0.132    

95% CIc -0.39, 0.11 -0.40, 0.14    

 

   Actual n 27 22    

Mean 0.44 0.23    

SD 0.801 0.528    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    

 

  Day 6 Change n 18 13    

Mean 0.00 -0.15    

SD 1.029 0.376    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 2.00 0.00    

Effect Size (95% 

CI)a 

0.10 (-0.48, 0.69)     

Ls Meanb 0.08 -0.02 0.10 (-0.44, 0.64) 0.728  

SEb 0.181 0.207    

95% CIb -0.28, 0.44 -0.42, 0.39    

Ls Meanc 0.04 -0.20 0.24 (-0.32, 0.81) 0.387  

SEc 0.179 0.217    

95% CIc -0.32, 0.41 -0.64, 0.25    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.44 0.22    

SD 0.892 0.548    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.13 0.09    

SD 1.088 1.044    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 2.00 3.00    

Effect Size (95% 

CI)a 

-0.13 (-0.77, 0.50)     

Ls Meanb -0.09 0.04 -0.12 (-0.70, 0.46) 0.680  

SEb 0.191 0.229    

95% CIb -0.46, 0.29 -0.41, 0.48    

Ls Meanc -0.08 0.06 -0.14 (-0.89, 0.61) 0.704  

SEc 0.235 0.293    

95% CIc -0.56, 0.41 -0.54, 0.67    

 

   Actual n 24 15    

Mean 0.38 0.33    

SD 0.824 0.900    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 3.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.21 -0.60    

SD 1.051 1.075    

Min -3.00 -3.00    

Median 0.00 0.00    

Max 1.00 0.00    

Effect Size (95% 

CI)a 

0.40 (-0.20, 1.01)     

Ls Meanb -0.09 -0.45 0.37 (-0.19, 0.92) 0.195  

SEb 0.187 0.213    

95% CIb -0.45, 0.28 -0.87, -0.04    

Ls Meanc -0.20 -0.54 0.34 (-0.17, 0.85) 0.179  

SEc 0.160 0.201    

95% CIc -0.54, 0.13 -0.96, -0.13    

 

   Actual n 18 14    

Mean 0.28 0.00    

SD 0.669 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 0.00    

 

 Sore Throat Overall Change Effect Size (95% 

CI)a 

-0.15 (-0.29, -0.02)     

Ls Meanb -0.45 -0.34 -0.11 (-0.21, -0.01) 0.030  

 

  Baseline Actual n 24 19    

Mean 0.63 0.37    

SD 0.824 0.597    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.21 -0.18    

SD 0.631 0.728    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 1.00 1.00    

Effect Size (95% 

CI)a 

0.06 (-0.29, 0.41)     

Ls Meanb -0.24 -0.29 0.04 (-0.21, 0.30) 0.735  

SEb 0.088 0.095    

95% CIb -0.41, -0.07 -0.47, -0.10    

Ls Meanc -0.15 -0.17 0.02 (-0.29, 0.34) 0.895  

SEc 0.106 0.114    

95% CIc -0.37, 0.07 -0.40, 0.06    

 

   Actual n 27 22    

Mean 0.33 0.18    

SD 0.620 0.395    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 6 Change n 18 13    

Mean -0.33 -0.08    

SD 0.686 0.277    

Min -2.00 -1.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.02 (-0.35, 0.39)     

Ls Meanb -0.30 -0.32 0.02 (-0.25, 0.29) 0.907  

SEb 0.090 0.105    

95% CIb -0.48, -0.13 -0.52, -0.11    

Ls Meanc -0.27 -0.21 -0.05 (-0.37, 0.26) 0.724  

SEc 0.099 0.119    

95% CIc -0.47, -0.06 -0.46, 0.03    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.19 0.11    

SD 0.483 0.323    

Min 0.00 0.00    

Median 0.00 0.00    

Max 2.00 1.00    

 

  Day 15 Change n 16 11    

Mean -0.50 -0.36    

SD 0.816 0.674    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.16 (-0.56, 0.24)     

Ls Meanb -0.50 -0.38 -0.12 (-0.41, 0.18) 0.431  

SEb 0.095 0.116    

95% CIb -0.69, -0.31 -0.61, -0.15    

Ls Meanc -0.47 -0.45 -0.02 (-0.25, 0.20) 0.820  

SEc 0.070 0.087    

95% CIc -0.61, -0.33 -0.63, -0.26    

 

   Actual n 24 15    

Mean 0.04 0.07    

SD 0.204 0.258    

Min 0.00 0.00    

Median 0.00 0.00    

Max 1.00 1.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.43 -0.30    

SD 0.756 0.675    

Min -2.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

-0.12 (-0.52, 0.28)     

Ls Meanb -0.51 -0.42 -0.09 (-0.38, 0.21) 0.560  

SEb 0.098 0.115    

95% CIb -0.70, -0.31 -0.64, -0.19    

Ls Meanc -0.42 -0.32 -0.10 (-0.28, 0.09) 0.278  

SEc 0.057 0.072    

95% CIc -0.54, -0.30 -0.47, -0.17    

 

   Actual n 18 14    

Mean 0.00 0.07    

SD 0.000 0.267    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 1.00    

 

 Vomiting Overall Change Effect Size (95% 

CI)a 

-0.19 (-0.33, -0.04)     

Ls Meanb -0.16 -0.05 -0.11 (-0.19, -0.02) 0.017  

 

  Baseline Actual n 24 19    

Mean 0.13 0.16    

SD 0.612 0.501    

Min 0.00 0.00    

Median 0.00 0.00    

Max 3.00 2.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 3 Change n 19 17    

Mean -0.16 0.06    

SD 0.688 0.429    

Min -3.00 -1.00    

Median 0.00 0.00    

Max 0.00 1.00    

Effect Size (95% 

CI)a 

-0.40 (-0.76, -0.03)     

Ls Meanb -0.16 0.06 -0.23 (-0.43, -0.02) 0.033  

SEb 0.071 0.077    

95% CIb -0.30, -0.02 -0.09, 0.22    

Ls Meanc -0.16 0.07 -0.23 (-0.55, 0.09) 0.151  

SEc 0.107 0.115    

95% CIc -0.38, 0.06 -0.17, 0.30    

 

   Actual n 27 22    

Mean 0.00 0.18    

SD 0.000 0.664    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 3.00    

 

  Day 6 Change n 18 13    

Mean -0.17 0.15    

SD 0.707 0.555    

Min -3.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

Effect Size (95% 

CI)a 

-0.49 (-0.88, -0.11)     

Ls Meanb -0.16 0.12 -0.28 (-0.50, -0.06) 0.013  

SEb 0.073 0.085    

95% CIb -0.30, -0.02 -0.05, 0.28    

Ls Meanc -0.11 0.04 -0.14 (-0.42, 0.13) 0.297  

SEc 0.088 0.106    

95% CIc -0.29, 0.07 -0.18, 0.26    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

   Actual n 27 18    

Mean 0.00 0.11    

SD 0.000 0.471    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 2.00    

 

  Day 15 Change n 16 11    

Mean -0.19 -0.18    

SD 0.750 0.603    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.00 (-0.42, 0.43)     

Ls Meanb -0.16 -0.17 0.00 (-0.24, 0.24) 0.982  

SEb 0.077 0.095    

95% CIb -0.32, -0.01 -0.35, 0.02    

Ls Meanc -0.19 -0.19 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.19, -0.19 -0.19, -0.19    

 

   Actual n 24 15    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.11.27 

Subgroup Analysis for Other Secondary Endpoint: Change from Baseline in COVID-19 Symptom Severity Assessments (SARS-CoV-2 Daily Symptoms 

Questionnaire) Based on Symptom Severity Scores over Time during the 28-day Period 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Effect sizes and CIs of difference in mean change between treatment are estimated using the Hedges’ g. 

b. Mixed-effect model for repeated measures (MMRM), including the baseline value, the stratification factor (i.e., time from symptom onset (≤ 5 vs. > 

5 days)), treatment, visit, and treatment by visit interaction in the model. An unstructured covariance structure was used. 

c. Analysis of Covariance model, including baseline, treatment, and the stratification factor in the model. 

d. Test for the treatment by subgroup interaction. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 12APR2022 

Subgroup Symptom Visit Actual/Change Summary Statistic 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Ls Mean Difference 

(95% CI) p-value  

  Day 29 Change n 14 10    

Mean -0.21 -0.20    

SD 0.802 0.632    

Min -3.00 -2.00    

Median 0.00 0.00    

Max 0.00 0.00    

Effect Size (95% 

CI)a 

0.09 (-0.33, 0.51)     

Ls Meanb -0.16 -0.21 0.05 (-0.19, 0.29) 0.684  

SEb 0.079 0.092    

95% CIb -0.32, -0.01 -0.39, -0.03    

Ls Meanc -0.21 -0.21 0.00 (NE, NE) NE  

SEc 0.000 0.000    

95% CIc -0.21, -0.21 -0.21, -0.21    

 

   Actual n 18 14    

Mean 0.00 0.00    

SD 0.000 0.000    

Min 0.00 0.00    

Median 0.00 0.00    

Max 0.00 0.00    
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Table 2.12.1 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 150 (53.96) 182 (65.23) OR: 0.62 (0.44, 0.87) 0.006a  

No Event 128 (46.04) 97 (34.77) RR: 0.83 (0.72, 0.95) 0.006  

Total 278  279  ARR: 0.11 (0.03, 0.19) 0.006  

Missing 0  1   0.975b  

      0.005c  
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Table 2.12.1 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 17 (65.38) 17 (40.48) OR: 2.80 (1.01, 7.78) 0.048a  

No Event 9 (34.62) 25 (59.52) RR: 1.62 (1.02, 2.57) 0.040  

Total 26  42  ARR: -0.25 (-0.49, -0.01) 0.037  

Missing 1  0   0.726b  
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Table 2.12.2 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 161 (54.95) 195 (62.70) OR: 0.72 (0.52, 1.00) 0.049a  

No Event 132 (45.05) 116 (37.30) RR: 0.87 (0.77, 1.00) 0.050  

Total 293  311  ARR: 0.08 (0.00, 0.16) 0.048  

Missing 0  1   0.826b  

      0.309c  
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Table 2.12.2 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (54.55) 4 (40.00) OR: 1.88 (0.33, 10.78) 0.483a  

No Event 5 (45.45) 6 (60.00) RR: 1.39 (0.58, 3.37) 0.459  

Total 11  10  ARR: -0.17 (-0.61, 0.28) 0.466  

Missing 1  0   0.270b  
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Table 2.12.3 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 166 (55.52) 197 (62.34) OR: 0.75 (0.54, 1.03) 0.077a  

No Event 133 (44.48) 119 (37.66) RR: 0.89 (0.78, 1.01) 0.078  

Total 299  316  ARR: 0.07 (-0.01, 0.15) 0.076  

Missing 0  1   0.958b  

      0.628c  
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Table 2.12.3 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 1 (20.00) 2 (40.00) OR: 0.38 (0.02, 6.88) 0.549a  

No Event 4 (80.00) 3 (60.00) RR: 0.47 (0.04, 5.09) 0.537  

Total 5  5  ARR: 0.20 (-0.37, 0.77) 0.490  

Missing 1  0   0.502b  
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Table 2.12.4 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 69 (50.74) 97 (62.99) OR: 0.56 (0.34, 0.90) 0.017a  

No Event 67 (49.26) 57 (37.01) RR: 0.78 (0.64, 0.96) 0.019  

Total 136  154  ARR: 0.14 (0.03, 0.25) 0.015  

Missing 1  0   0.783b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.12.4 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 98 (58.33) 102 (61.08) OR: 0.91 (0.58, 1.41) 0.660a  

No Event 70 (41.67) 65 (38.92) RR: 0.96 (0.81, 1.15) 0.661  

Total 168  167  ARR: 0.02 (-0.08, 0.13) 0.660  

Missing 0  1   0.174b  

      0.235c  
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Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 38 (44.19) 62 (57.41) OR: 0.61 (0.34, 1.08) 0.086a  

No Event 48 (55.81) 46 (42.59) RR: 0.79 (0.59, 1.04) 0.090  

Total 86  108  ARR: 0.12 (-0.02, 0.26) 0.085  

Missing 0  0   0.176b  

      0.792c  
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Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 6 (66.67) 7 (87.50) OR: 0.44 (0.04, 4.34) 0.504a  

No Event 3 (33.33) 1 (12.50) RR: 0.79 (0.41, 1.52) 0.475  

Total 9  8  ARR: 0.18 (-0.29, 0.65) 0.457  

Missing 0  0   0.291b  
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Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 6 (50.00) 12 (63.16) OR: 0.61 (0.15, 2.52) 0.501a  

No Event 6 (50.00) 7 (36.84) RR: 0.80 (0.41, 1.55) 0.505  

Total 12  19  ARR: 0.13 (-0.24, 0.50) 0.494  

Missing 0  0   0.122b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 5 

Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 10 (66.67) 8 (66.67) OR: 0.73 (0.13, 4.06) 0.732a  

No Event 5 (33.33) 4 (33.33) RR: 0.91 (0.54, 1.53) 0.716  

Total 15  12  ARR: 0.07 (-0.30, 0.43) 0.716  

Missing 0  0   0.605b  
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Table 2.12.5 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 107 (58.79) 110 (63.22) OR: 0.80 (0.52, 1.23) 0.305a  

No Event 75 (41.21) 64 (36.78) RR: 0.92 (0.78, 1.08) 0.301  

Total 182  174  ARR: 0.05 (-0.05, 0.15) 0.302  

Missing 1  1   0.462b  
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Table 2.12.6 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 96 (55.17) 122 (63.87) OR: 0.69 (0.45, 1.07) 0.096a  

No Event 78 (44.83) 69 (36.13) RR: 0.87 (0.73, 1.03) 0.096  

Total 174  191  ARR: 0.08 (-0.01, 0.18) 0.094  

Missing 0  0   0.598b  

      0.598c  
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Table 2.12.6 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 71 (54.62) 77 (59.23) OR: 0.77 (0.47, 1.27) 0.304a  

No Event 59 (45.38) 53 (40.77) RR: 0.89 (0.73, 1.10) 0.301  

Total 130  130  ARR: 0.06 (-0.06, 0.18) 0.300  

Missing 1  1   0.355b  
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Table 2.12.7 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 30 (68.18) 20 (86.96) OR: 0.30 (0.07, 1.20) 0.080a  

No Event 14 (31.82) 3 (13.04) RR: 0.77 (0.58, 1.00) 0.052  

Total 44  23  ARR: 0.20 (0.00, 0.41) 0.047  

Missing 0  0   0.309b  
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Table 2.12.7 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 54 (52.43) 61 (54.46) OR: 0.87 (0.50, 1.49) 0.602a  

No Event 49 (47.57) 51 (45.54) RR: 0.94 (0.73, 1.20) 0.601  

Total 103  112  ARR: 0.04 (-0.10, 0.17) 0.601  

Missing 1  1   0.399b  

      0.298c  
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Table 2.12.7 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 83 (52.87) 118 (63.44) OR: 0.65 (0.42, 1.01) 0.054a  

No Event 74 (47.13) 68 (36.56) RR: 0.84 (0.70, 1.00) 0.055  

Total 157  186  ARR: 0.10 (0.00, 0.21) 0.052  

Missing 0  0   0.413b  
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Table 2.12.8 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 106 (59.89) 122 (67.03) OR: 0.74 (0.48, 1.13) 0.164a  

No Event 71 (40.11) 60 (32.97) RR: 0.89 (0.76, 1.05) 0.164  

Total 177  182  ARR: 0.07 (-0.03, 0.17) 0.163  

Missing 0  1   0.150b  

      0.967c  
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Table 2.12.8 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 61 (48.03) 77 (55.40) OR: 0.72 (0.44, 1.18) 0.197a  

No Event 66 (51.97) 62 (44.60) RR: 0.86 (0.68, 1.08) 0.199  

Total 127  139  ARR: 0.08 (-0.04, 0.20) 0.194  

Missing 1  0   0.385b  
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Table 2.12.9 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 40 (61.54) 42 (64.62) OR: 0.91 (0.44, 1.86) 0.795a  

No Event 25 (38.46) 23 (35.38) RR: 0.97 (0.75, 1.25) 0.791  

Total 65  65  ARR: 0.02 (-0.14, 0.19) 0.794  

Missing 0  0   0.286b  

      0.617c  
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Table 2.12.9 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 127 (53.14) 157 (61.33) OR: 0.71 (0.50, 1.02) 0.062a  

No Event 112 (46.86) 99 (38.67) RR: 0.86 (0.74, 1.01) 0.064  

Total 239  256  ARR: 0.08 (0.00, 0.17) 0.061  

Missing 1  1   0.331b  
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Table 2.12.10 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 40 (61.54) 42 (64.62) OR: 0.91 (0.44, 1.86) 0.795a  

No Event 25 (38.46) 23 (35.38) RR: 0.97 (0.75, 1.25) 0.791  

Total 65  65  ARR: 0.02 (-0.14, 0.19) 0.794  

Missing 0  0   0.286b  

      0.863c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 4 

Table 2.12.10 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 34 (57.63) 39 (70.91) OR: 0.56 (0.26, 1.22) 0.143a  

No Event 25 (42.37) 16 (29.09) RR: 0.81 (0.61, 1.07) 0.145  

Total 59  55  ARR: 0.13 (-0.04, 0.31) 0.137  

Missing 0  0   0.278b  
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Table 2.12.10 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 32 (60.38) 41 (66.13) OR: 0.78 (0.36, 1.66) 0.516a  

No Event 21 (39.62) 21 (33.87) RR: 0.91 (0.69, 1.21) 0.516  

Total 53  62  ARR: 0.06 (-0.12, 0.24) 0.513  

Missing 0  1   0.744b  
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Table 2.12.10 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 61 (48.03) 77 (55.40) OR: 0.72 (0.44, 1.18) 0.197a  

No Event 66 (51.97) 62 (44.60) RR: 0.86 (0.68, 1.08) 0.199  

Total 127  139  ARR: 0.08 (-0.04, 0.20) 0.194  

Missing 1  0   0.385b  
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Table 2.12.11 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 152 (56.93) 177 (62.11) OR: 0.80 (0.57, 1.13) 0.214a  

No Event 115 (43.07) 108 (37.89) RR: 0.92 (0.80, 1.05) 0.215  

Total 267  285  ARR: 0.05 (-0.03, 0.13) 0.212  

Missing 1  1   0.833b  

      0.222c  
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Table 2.12.11 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 15 (40.54) 22 (61.11) OR: 0.32 (0.11, 0.91) 0.031a  

No Event 22 (59.46) 14 (38.89) RR: 0.61 (0.39, 0.96) 0.033  

Total 37  36  ARR: 0.25 (0.04, 0.46) 0.021  

Missing 0  0   0.955b  
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Table 2.12.12 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 93 (61.59) 106 (65.84) OR: 0.83 (0.52, 1.32) 0.436a  

No Event 58 (38.41) 55 (34.16) RR: 0.94 (0.79, 1.11) 0.437  

Total 151  161  ARR: 0.04 (-0.06, 0.15) 0.435  

Missing 0  1   NEb  

      NEc  
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Table 2.12.13 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 34 (65.38) 37 (63.79) OR: 1.07 (0.49, 2.35) 0.862a  

No Event 18 (34.62) 21 (36.21) RR: 1.02 (0.78, 1.35) 0.862  

Total 52  58  ARR: -0.02 (-0.19, 0.16) 0.862  

Missing 0  0   NEb  

      NEc  
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Table 2.12.14 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 150 (56.60) 175 (62.72) OR: 0.78 (0.55, 1.10) 0.149a  

No Event 115 (43.40) 104 (37.28) RR: 0.90 (0.79, 1.04) 0.150  

Total 265  279  ARR: 0.06 (-0.02, 0.14) 0.148  

Missing 1  1   0.663b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.12.14 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 17 (43.59) 24 (57.14) OR: 0.42 (0.16, 1.12) 0.074a  

No Event 22 (56.41) 18 (42.86) RR: 0.69 (0.46, 1.04) 0.073  

Total 39  42  ARR: 0.19 (-0.01, 0.40) 0.066  

Missing 0  0   0.081b  

      0.546c  
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Table 2.12.15 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 102 (52.58) 132 (61.97) OR: 0.67 (0.45, 1.00) 0.049a  

No Event 92 (47.42) 81 (38.03) RR: 0.85 (0.71, 1.00) 0.051  

Total 194  213  ARR: 0.10 (0.00, 0.19) 0.048  

Missing 1  1   0.343b  

      0.205c  
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Table 2.12.15 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 33 (55.93) 27 (51.92) OR: 0.99 (0.46, 2.12) 0.978a  

No Event 26 (44.07) 25 (48.08) RR: 1.00 (0.72, 1.38) 0.977  

Total 59  52  ARR: 0.00 (-0.19, 0.19) 0.978  

Missing 0  0   0.089b  
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Table 2.12.16 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 124 (54.87) 149 (63.40) OR: 0.69 (0.48, 1.01) 0.056a  

No Event 102 (45.13) 86 (36.60) RR: 0.86 (0.74, 1.00) 0.057  

Total 226  235  ARR: 0.09 (0.00, 0.18) 0.054  

Missing 1  1   0.659b  

      0.934c  
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Table 2.12.16 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 8 (30.77) 10 (40.00) OR: 0.39 (0.09, 1.62) 0.199a  

No Event 18 (69.23) 15 (60.00) RR: 0.61 (0.30, 1.25) 0.181  

Total 26  25  ARR: 0.17 (-0.07, 0.41) 0.163  

Missing 0  0   0.740b  
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Table 2.12.18 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Antibiotic Event 13 (61.90) 14 (51.85) OR: 1.27 (0.37, 4.31) 0.697a  

No Event 8 (38.10) 13 (48.15) RR: 1.12 (0.62, 2.04) 0.704  

Total 21  27  ARR: -0.06 (-0.38, 0.25) 0.703  

Missing 0  0   0.158b  

      NEc  
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Table 2.12.21 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 82 (53.95) 111 (63.07) OR: 0.69 (0.44, 1.08) 0.103a  

No Event 70 (46.05) 65 (36.93) RR: 0.86 (0.71, 1.03) 0.107  

Total 152  176  ARR: 0.09 (-0.02, 0.20) 0.102  

Missing 0  1   0.293b  

      NEc  
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Table 2.12.22 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 18 (52.94) 24 (64.86) OR: 0.55 (0.20, 1.54) 0.258a  

No Event 16 (47.06) 13 (35.14) RR: 0.79 (0.54, 1.17) 0.245  

Total 34  37  ARR: 0.14 (-0.09, 0.37) 0.242  

Missing 0  0   0.314b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 2.12.23 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 76 (54.68) 82 (60.29) OR: 0.77 (0.47, 1.26) 0.302a  

No Event 63 (45.32) 54 (39.71) RR: 0.90 (0.74, 1.10) 0.299  

Total 139  136  ARR: 0.06 (-0.05, 0.17) 0.298  

Missing 1  0   0.935b  

      NEc  
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Table 2.12.24 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 14 (33.33) 21 (42.00) OR: 0.69 (0.28, 1.69) 0.421a  

No Event 28 (66.67) 29 (58.00) RR: 0.81 (0.48, 1.36) 0.418  

Total 42  50  ARR: 0.08 (-0.11, 0.27) 0.407  

Missing 0  0   0.926b  
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Table 2.12.24 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 148 (57.81) 175 (65.54) OR: 0.72 (0.50, 1.02) 0.065a  

No Event 108 (42.19) 92 (34.46) RR: 0.88 (0.77, 1.01) 0.066  

Total 256  267  ARR: 0.08 (0.00, 0.16) 0.064  

Missing 1  1   0.459b  

      0.928c  
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Table 2.12.25 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 85 (52.15) 102 (59.65) OR: 0.70 (0.45, 1.08) 0.109a  

No Event 78 (47.85) 69 (40.35) RR: 0.86 (0.71, 1.04) 0.112  

Total 163  171  ARR: 0.09 (-0.02, 0.19) 0.107  

Missing 0  1   0.435b  

      0.928c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.12.25 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 82 (58.16) 97 (64.67) OR: 0.76 (0.48, 1.22) 0.262a  

No Event 59 (41.84) 53 (35.33) RR: 0.90 (0.75, 1.08) 0.264  

Total 141  150  ARR: 0.06 (-0.05, 0.18) 0.260  

Missing 1  0   0.429b  
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Table 2.12.26 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 134 (53.60) 156 (60.23) OR: 0.74 (0.52, 1.06) 0.101a  

No Event 116 (46.40) 103 (39.77) RR: 0.88 (0.76, 1.03) 0.102  

Total 250  259  ARR: 0.07 (-0.01, 0.16) 0.099  

Missing 0  1   0.605b  

      0.828c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.12.26 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 33 (61.11) 43 (69.35) OR: 0.70 (0.33, 1.51) 0.369a  

No Event 21 (38.89) 19 (30.65) RR: 0.88 (0.67, 1.16) 0.378  

Total 54  62  ARR: 0.08 (-0.09, 0.26) 0.369  

Missing 1  0   0.307b  
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Table 2.12.27 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 153 (54.45) 185 (61.26) OR: 0.74 (0.53, 1.03) 0.078a  

No Event 128 (45.55) 117 (38.74) RR: 0.88 (0.77, 1.01) 0.079  

Total 281  302  ARR: 0.07 (-0.01, 0.15) 0.077  

Missing 0  1   0.837b  

      0.657c  
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Table 2.12.27 

Subgroup Analysis for Other Secondary Endpoint: Incidence of Participants with Progression Through Day 29 of One or More COVID-19-Associated Symptoms to 

Worse Status (increasing in severity scale by ≥ 1) than Recorded in the Participant-reported Symptom Diary Entry Prior to Start of AZD7442 or Placebo 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 14 (60.87) 14 (73.68) OR: 0.54 (0.14, 2.04) 0.368a  

No Event 9 (39.13) 5 (26.32) RR: 0.81 (0.52, 1.27) 0.364  

Total 23  19  ARR: 0.14 (-0.15, 0.42) 0.350  

Missing 1  0   0.613b  
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Table 2.13.1 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 65 Number of Participants with event, n (%) 239 (65.7) 235 (63.7)  

Number of Participants censored, n (%) 125 (34.3) 134 (36.3)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 20.0)  

Median (95% CI) 29.0 (26.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.98 (60.84, 70.62) 64.11 (58.95, 68.80)  

Stratified Log-Rank P-valuea 0.167   

 

 Hazard Ratio (95% CI)b 1.11 (0.93, 1.33)   

P-valueb 0.244   

 

 P-valuec 0.868   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.09, 0.05)   
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Table 2.13.1 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 65 Number of Participants with event, n (%) 31 (63.3) 31 (59.6)  

Number of Participants censored, n (%) 18 (36.7) 21 (40.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (9.0, 21.0) 16.0 (9.0, 24.0)  

Median (95% CI) 28.0 (21.0, 29.0) 29.0 (24.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 3, 29 3, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

67.85 (51.67, 79.63) 62.66 (47.30, 74.68)  

Stratified Log-Rank P-valuea 0.514   

 

 Hazard Ratio (95% CI)b 1.18 (0.71, 1.94)   

P-valueb 0.523   

 

 Absolute Risk Reduction (95% CI)d -0.04 (-0.22, 0.15)   
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Table 2.13.2 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 75 Number of Participants with event, n (%) 258 (65.3) 261 (63.5)  

Number of Participants censored, n (%) 137 (34.7) 150 (36.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 20.0)  

Median (95% CI) 29.0 (26.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.88 (60.94, 70.35) 64.04 (59.15, 68.49)  

Stratified Log-Rank P-valuea 0.162   

 

 Hazard Ratio (95% CI)b 1.11 (0.93, 1.32)   

P-valueb 0.233   

 

 P-valuec 0.474   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.08, 0.05)   
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Table 2.13.2 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 75 Number of Participants with event, n (%) 12 (66.7) 5 (50.0)  

Number of Participants censored, n (%) 6 (33.3) 5 (50.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 21.0 (9.0, 29.0) 29.0 (28.0, 29.0)  

Median (95% CI) 29.0 (16.0, 29.0) 29.0 (28.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 9, 29 16, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

74.42 (43.57, 90.03) 62.50 (19.95, 87.19)  

Stratified Log-Rank P-valuea 0.322   

 

 Hazard Ratio (95% CI)b 1.58 (0.54, 4.60)   

P-valueb 0.400   

 

 Absolute Risk Reduction (95% CI)d -0.17 (-0.51, 0.20)   
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Table 2.13.3 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age < 80 Number of Participants with event, n (%) 262 (64.9) 264 (63.5)  

Number of Participants censored, n (%) 142 (35.1) 152 (36.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 20.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.51 (60.61, 69.95) 64.11 (59.25, 68.54)  

Stratified Log-Rank P-valuea 0.193   

 

 Hazard Ratio (95% CI)b 1.10 (0.93, 1.30)   

P-valueb 0.277   

 

 P-valuec 0.155   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.08, 0.05)   
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Table 2.13.3 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Age ≥ 80 Number of Participants with event, n (%) 8 (88.9) 2 (40.0)  

Number of Participants censored, n (%) 1 (11.1) 3 (60.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 18.5 (15.0, 27.0) 29.0 (29.0, NE)  

Median (95% CI) 27.0 (15.0, 29.0) NE (29.0, NE)  

75th Percentile (95% CI) 29.0 (21.0, 29.0) NE (29.0, NE)  

Min, Max 13, 29 16, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

100.00 (100.00, 100.00) 50.00 (2.88, 87.33)  

Stratified Log-Rank P-valuea 0.027   

 

 Hazard Ratio (95% CI)b 4.72 (0.96, 23.20)   

P-valueb 0.056   

 

 Absolute Risk Reduction (95% CI)d -0.49 (-0.82, 0.02)   
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Table 2.13.4 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Male Number of Participants with event, n (%) 133 (71.1) 134 (62.3)  

Number of Participants censored, n (%) 54 (28.9) 81 (37.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (10.0, 15.0) 15.0 (11.0, 17.0)  

Median (95% CI) 27.0 (21.0, 29.0) 29.0 (27.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

72.00 (64.86, 77.94) 63.26 (56.34, 69.39)  

Stratified Log-Rank P-valuea 0.059   

 

 Hazard Ratio (95% CI)b 1.26 (0.99, 1.61)   

P-valueb 0.059   

 

 P-valuec 0.226   

 

 Absolute Risk Reduction (95% CI)d -0.09 (-0.18, 0.00)   
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Table 2.13.4 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Female Number of Participants with event, n (%) 137 (60.6) 132 (64.1)  

Number of Participants censored, n (%) 89 (39.4) 74 (35.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (11.0, 16.0) 21.0 (16.0, 24.0)  

Median (95% CI) 29.0 (28.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

61.35 (54.60, 67.41) 64.62 (57.61, 70.77)  

Stratified Log-Rank P-valuea 0.658   

 

 Hazard Ratio (95% CI)b 1.02 (0.80, 1.30)   

P-valueb 0.876   

 

 Absolute Risk Reduction (95% CI)d 0.03 (-0.06, 0.13)   
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Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

American Indian or Alaska Native Number of Participants with event, n (%) 70 (72.2) 83 (73.5)  

Number of Participants censored, n (%) 27 (27.8) 30 (26.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 29.0 (NE, NE) 29.0 (NE, NE)  

Median (95% CI) 29.0 (NE, NE) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 5, 29 7, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

72.16 (62.03, 80.02) 73.45 (64.23, 80.65)  

Stratified Log-Rank P-valuea 0.910   

 

 Hazard Ratio (95% CI)b 0.95 (0.69, 1.31)   

P-valueb 0.747   

 

 P-valuec 0.795   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.11, 0.13)   
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Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Asian Number of Participants with event, n (%) 6 (60.0) 4 (44.4)  

Number of Participants censored, n (%) 4 (40.0) 5 (55.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (6.0, 15.0) 23.0 (13.0, NE)  

Median (95% CI) 15.0 (6.0, NE) NE (13.0, NE)  

75th Percentile (95% CI) NE (15.0, NE) NE (27.0, NE)  

Min, Max 6, 29 13, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

60.00 (22.43, 83.98) 44.44 (11.69, 73.61)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 3.09 (0.61, 15.56)   

P-valueb 0.172   

 

 Absolute Risk Reduction (95% CI)d -0.16 (-0.54, 0.29)   
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Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Black or African American Number of Participants with event, n (%) 9 (56.3) 10 (50.0)  

Number of Participants censored, n (%) 7 (43.8) 10 (50.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 11.0 (3.0, 20.0) 20.0 (5.0, 29.0)  

Median (95% CI) 26.0 (11.0, NE) 29.0 (18.0, NE)  

75th Percentile (95% CI) NE (26.0, NE) NE (NE, NE)  

Min, Max 3, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

59.62 (29.66, 80.24) 51.79 (27.11, 71.77)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 1.70 (0.67, 4.35)   

P-valueb 0.265   

 

 Absolute Risk Reduction (95% CI)d -0.06 (-0.37, 0.26)   
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Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Native Hawaiian or Other Pacific Islanders Number of Participants with event, n (%) 9 (45.0) 8 (38.1)  

Number of Participants censored, n (%) 11 (55.0) 13 (61.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (5.0, 29.0) 22.0 (6.0, NE)  

Median (95% CI) NE (13.0, NE) NE (22.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 5, 29 6, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

45.00 (22.40, 65.30) 38.10 (17.77, 58.33)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 1.35 (0.51, 3.61)   

P-valueb 0.545   

 

 Absolute Risk Reduction (95% CI)d -0.07 (-0.36, 0.23)   
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Table 2.13.5 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

White Number of Participants with event, n (%) 176 (65.2) 161 (62.4)  

Number of Participants censored, n (%) 94 (34.8) 97 (37.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 11.0 (8.0, 13.0) 12.0 (9.0, 15.0)  

Median (95% CI) 21.0 (17.0, 25.0) 25.0 (22.0, 28.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.02 (59.95, 71.40) 63.32 (57.03, 68.94)  

Stratified Log-Rank P-valuea 0.263   

 

 Hazard Ratio (95% CI)b 1.13 (0.91, 1.40)   

P-valueb 0.268   

 

 Absolute Risk Reduction (95% CI)d -0.03 (-0.11, 0.05)   
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Table 2.13.6 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Hispanic Number of Participants with event, n (%) 138 (61.9) 147 (62.8)  

Number of Participants censored, n (%) 85 (38.1) 87 (37.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 21.0 (15.0, 28.0) 26.0 (21.0, 29.0)  

Median (95% CI) 29.0 (NE, NE) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

62.63 (55.85, 68.66) 63.56 (56.98, 69.42)  

Stratified Log-Rank P-valuea 0.956   

 

 Hazard Ratio (95% CI)b 0.98 (0.78, 1.24)   

P-valueb 0.893   

 

 P-valuec 0.147   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.08, 0.10)   
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Table 2.13.6 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Not Hispanic Number of Participants with event, n (%) 132 (69.5) 119 (63.6)  

Number of Participants censored, n (%) 58 (30.5) 68 (36.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 9.0 (8.0, 11.0) 12.0 (9.0, 15.0)  

Median (95% CI) 17.0 (15.0, 21.0) 24.0 (20.0, 29.0)  

75th Percentile (95% CI) NE (28.0, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

70.29 (63.13, 76.32) 64.36 (56.94, 70.83)  

Stratified Log-Rank P-valuea 0.056   

 

 Hazard Ratio (95% CI)b 1.27 (0.99, 1.63)   

P-valueb 0.059   

 

 Absolute Risk Reduction (95% CI)d -0.06 (-0.15, 0.04)   
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Table 2.13.7 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

US Number of Participants with event, n (%) 43 (68.3) 21 (56.8)  

Number of Participants censored, n (%) 20 (31.7) 16 (43.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (8.0, 15.0) 15.0 (9.0, 25.0)  

Median (95% CI) 22.0 (15.0, 28.0) 29.0 (23.0, NE)  

75th Percentile (95% CI) NE (28.0, NE) NE (NE, NE)  

Min, Max 3, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

69.86 (56.39, 79.89) 56.76 (39.05, 71.10)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 1.41 (0.82, 2.41)   

P-valueb 0.210   

 

 P-valuec 0.174   

 

 Absolute Risk Reduction (95% CI)d -0.11 (-0.31, 0.08)   
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Table 2.13.7 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Europe Number of Participants with event, n (%) 120 (69.4) 117 (66.1)  

Number of Participants censored, n (%) 53 (30.6) 60 (33.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 8.0 (8.0, 11.0) 12.0 (9.0, 15.0)  

Median (95% CI) 18.0 (15.0, 21.0) 23.0 (19.0, 27.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

69.86 (62.32, 76.18) 66.91 (59.33, 73.40)  

Stratified Log-Rank P-valuea 0.186   

 

 Hazard Ratio (95% CI)b 1.18 (0.92, 1.53)   

P-valueb 0.198   

 

 Absolute Risk Reduction (95% CI)d -0.03 (-0.13, 0.07)   
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Table 2.13.7 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Other Number of Participants with event, n (%) 107 (60.5) 128 (61.8)  

Number of Participants censored, n (%) 70 (39.5) 79 (38.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 28.0 (21.0, 29.0) 28.0 (22.0, 29.0)  

Median (95% CI) 29.0 (NE, NE) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 5, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

61.11 (53.44, 67.91) 62.68 (55.63, 68.93)  

Stratified Log-Rank P-valuea 0.596   

 

 Hazard Ratio (95% CI)b 0.92 (0.71, 1.20)   

P-valueb 0.553   

 

 Absolute Risk Reduction (95% CI)d 0.01 (-0.08, 0.11)   
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Table 2.13.8 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≤ 5 days Number of Participants with event, n (%) 168 (65.9) 148 (58.5)  

Number of Participants censored, n (%) 87 (34.1) 105 (41.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (9.0, 15.0) 16.0 (14.0, 22.0)  

Median (95% CI) 28.0 (25.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.27 (60.06, 71.75) 59.22 (52.82, 65.04)  

Stratified Log-Rank P-valuea 0.025   

 

 Hazard Ratio (95% CI)b 1.27 (1.02, 1.59)   

P-valueb 0.033   

 

 P-valuec 0.077   

 

 Absolute Risk Reduction (95% CI)d -0.07 (-0.16, 0.01)   
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Table 2.13.8 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset > 5 days Number of Participants with event, n (%) 102 (64.6) 118 (70.2)  

Number of Participants censored, n (%) 56 (35.4) 50 (29.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (11.0, 18.0) 16.0 (13.0, 20.0)  

Median (95% CI) 29.0 (26.0, 29.0) 29.0 (28.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (29.0, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.01 (57.89, 72.93) 71.03 (63.43, 77.33)  

Stratified Log-Rank P-valuea 0.712   

 

 Hazard Ratio (95% CI)b 0.93 (0.72, 1.22)   

P-valueb 0.607   

 

 Absolute Risk Reduction (95% CI)d 0.06 (-0.05, 0.16)   
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Table 2.13.9 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≤ 3 days Number of Participants with event, n (%) 68 (74.7) 49 (58.3)  

Number of Participants censored, n (%) 23 (25.3) 35 (41.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 15.0) 22.5 (12.0, 27.0)  

Median (95% CI) 21.0 (15.0, 28.0) 29.0 (29.0, NE)  

75th Percentile (95% CI) 29.0 (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

75.47 (65.05, 83.18) 58.33 (46.96, 68.09)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95% CI)b 1.78 (1.23, 2.57)   

P-valueb 0.002   

 

 P-valuec 0.008   

 

 Absolute Risk Reduction (95% CI)d -0.16 (-0.30, -0.02)   
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Table 2.13.9 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset > 3 days Number of Participants with event, n (%) 202 (62.7) 217 (64.4)  

Number of Participants censored, n (%) 120 (37.3) 120 (35.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 16.0) 16.0 (14.0, 19.0)  

Median (95% CI) 29.0 (28.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

63.54 (57.96, 68.58) 65.36 (59.95, 70.23)  

Stratified Log-Rank P-valuea 0.894   

 

 Hazard Ratio (95% CI)b 1.00 (0.82, 1.21)   

P-valueb 0.981   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.06, 0.09)   
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Table 2.13.10 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset < 25% Number of Participants with event, n (%) 68 (74.7) 49 (58.3)  

Number of Participants censored, n (%) 23 (25.3) 35 (41.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 15.0) 22.5 (12.0, 27.0)  

Median (95% CI) 21.0 (15.0, 28.0) 29.0 (29.0, NE)  

75th Percentile (95% CI) 29.0 (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

75.47 (65.05, 83.18) 58.33 (46.96, 68.09)  

Stratified Log-Rank P-valuea 0.001   

 

 Hazard Ratio (95% CI)b 1.78 (1.23, 2.57)   

P-valueb 0.002   

 

 P-valuec 0.060   

 

 Absolute Risk Reduction (95% CI)d -0.16 (-0.30, -0.02)   
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Table 2.13.10 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset 25-50% Number of Participants with event, n (%) 51 (62.2) 45 (60.0)  

Number of Participants censored, n (%) 31 (37.8) 30 (40.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 17.0 (9.0, 25.0) 15.0 (13.0, 21.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (23.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

62.77 (51.17, 72.35) 61.10 (48.81, 71.30)  

Stratified Log-Rank P-valuea 0.944   

 

 Hazard Ratio (95% CI)b 1.02 (0.68, 1.52)   

P-valueb 0.939   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.17, 0.13)   
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Table 2.13.10 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset 50-75% Number of Participants with event, n (%) 49 (59.8) 54 (57.4)  

Number of Participants censored, n (%) 33 (40.2) 40 (42.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 9.0 (8.0, 15.0) 15.0 (8.0, 24.0)  

Median (95% CI) 28.5 (17.0, NE) 29.0 (27.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

59.76 (48.21, 69.53) 58.40 (47.55, 67.75)  

Stratified Log-Rank P-valuea 0.511   

 

 Hazard Ratio (95% CI)b 1.12 (0.76, 1.66)   

P-valueb 0.557   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.17, 0.12)   
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Table 2.13.10 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Time from symptom onset ≥ 75% Number of Participants with event, n (%) 102 (64.6) 118 (70.2)  

Number of Participants censored, n (%) 56 (35.4) 50 (29.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (11.0, 18.0) 16.0 (13.0, 20.0)  

Median (95% CI) 29.0 (26.0, 29.0) 29.0 (28.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (29.0, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.01 (57.89, 72.93) 71.03 (63.43, 77.33)  

Stratified Log-Rank P-valuea 0.712   

 

 Hazard Ratio (95% CI)b 0.93 (0.72, 1.22)   

P-valueb 0.607   

 

 Absolute Risk Reduction (95% CI)d 0.06 (-0.05, 0.16)   
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Table 2.13.11 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

High risk Number of Participants with event, n (%) 243 (65.5) 236 (62.4)  

Number of Participants censored, n (%) 128 (34.5) 142 (37.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 21.0)  

Median (95% CI) 28.0 (26.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.38 (61.26, 70.98) 63.27 (58.13, 67.95)  

Stratified Log-Rank P-valuea 0.094   

 

 Hazard Ratio (95% CI)b 1.15 (0.96, 1.37)   

P-valueb 0.135   

 

 P-valuec 0.462   

 

 Absolute Risk Reduction (95% CI)d -0.03 (-0.10, 0.04)   
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Table 2.13.11 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Low risk Number of Participants with event, n (%) 27 (64.3) 30 (69.8)  

Number of Participants censored, n (%) 15 (35.7) 13 (30.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (8.0, 28.0) 15.0 (8.0, 29.0)  

Median (95% CI) 29.0 (25.0, 29.0) 29.0 (27.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 3, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

64.29 (47.58, 76.89) 69.77 (53.37, 81.35)  

Stratified Log-Rank P-valuea 0.806   

 

 Hazard Ratio (95% CI)b 0.92 (0.55, 1.55)   

P-valueb 0.759   

 

 Absolute Risk Reduction (95% CI)d 0.05 (-0.15, 0.25)   
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Table 2.13.12 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

High risk + time from symptom onset ≤ 5 days Number of Participants with event, n (%) 150 (66.4) 129 (57.3)  

Number of Participants censored, n (%) 76 (33.6) 96 (42.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (9.0, 15.0) 17.0 (14.0, 22.0)  

Median (95% CI) 27.0 (21.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.81 (60.20, 72.58) 58.12 (51.30, 64.32)  

Stratified Log-Rank P-valuea 0.013   

 

 Hazard Ratio (95% CI)b 1.33 (1.05, 1.69)   

P-valueb 0.017   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.09 (-0.18, 0.00)   
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Table 2.13.13 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

High risk + time from symptom onset ≤ 3 days Number of Participants with event, n (%) 59 (75.6) 44 (57.9)  

Number of Participants censored, n (%) 19 (24.4) 32 (42.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 15.0) 22.0 (10.0, 27.0)  

Median (95% CI) 19.0 (15.0, 28.0) 29.0 (28.0, NE)  

75th Percentile (95% CI) 29.0 (29.0, NE) NE (NE, NE)  

Min, Max 5, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

76.53 (65.19, 84.60) 57.89 (45.89, 68.15)  

Stratified Log-Rank P-valuea 0.002   

 

 Hazard Ratio (95% CI)b 1.82 (1.23, 2.69)   

P-valueb 0.003   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.18 (-0.32, -0.03)   
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Table 2.13.14 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

At least one co-morbidity Number of Participants with event, n (%) 240 (65.4) 232 (62.4)  

Number of Participants censored, n (%) 127 (34.6) 140 (37.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (15.0, 21.0)  

Median (95% CI) 28.0 (26.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.16 (61.02, 70.79) 63.21 (58.03, 67.93)  

Stratified Log-Rank P-valuea 0.096   

 

 Hazard Ratio (95% CI)b 1.15 (0.96, 1.37)   

P-valueb 0.141   

 

 P-valuec 0.497   

 

 Absolute Risk Reduction (95% CI)d -0.03 (-0.10, 0.04)   
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Table 2.13.14 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

No co-morbidity Number of Participants with event, n (%) 30 (65.2) 34 (69.4)  

Number of Participants censored, n (%) 16 (34.8) 15 (30.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (8.0, 29.0) 17.0 (8.0, 28.0)  

Median (95% CI) 29.0 (25.0, 29.0) 29.0 (27.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 3, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.30 (50.23, 78.25) 69.39 (54.18, 80.42)  

Stratified Log-Rank P-valuea 0.881   

 

 Hazard Ratio (95% CI)b 0.96 (0.58, 1.58)   

P-valueb 0.860   

 

 Absolute Risk Reduction (95% CI)d 0.04 (-0.15, 0.23)   
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Table 2.13.15 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline Vitamin D < 30 ng/mL Number of Participants with event, n (%) 177 (64.6) 177 (63.0)  

Number of Participants censored, n (%) 97 (35.4) 104 (37.0)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (10.0, 15.0) 18.0 (15.0, 22.0)  

Median (95% CI) 29.0 (25.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.02 (59.01, 70.37) 63.78 (57.80, 69.14)  

Stratified Log-Rank P-valuea 0.178   

 

 Hazard Ratio (95% CI)b 1.13 (0.92, 1.39)   

P-valueb 0.255   

 

 P-valuec 0.931   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.10, 0.06)   
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Table 2.13.15 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline Vitamin D ≥ 30 ng/mL Number of Participants with event, n (%) 50 (68.5) 46 (62.2)  

Number of Participants censored, n (%) 23 (31.5) 28 (37.8)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 15.0) 11.0 (7.0, 14.0)  

Median (95% CI) 26.0 (16.0, 29.0) 29.0 (15.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

69.93 (57.60, 79.30) 62.16 (49.96, 72.20)  

Stratified Log-Rank P-valuea 0.588   

 

 Hazard Ratio (95% CI)b 1.12 (0.75, 1.68)   

P-valueb 0.587   

 

 Absolute Risk Reduction (95% CI)d -0.06 (-0.21, 0.09)   
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Table 2.13.16 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline zinc < 100 ug/dL Number of Participants with event, n (%) 204 (65.6) 195 (64.4)  

Number of Participants censored, n (%) 107 (34.4) 108 (35.6)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (11.0, 15.0) 16.0 (14.0, 20.0)  

Median (95% CI) 28.0 (25.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

66.29 (60.68, 71.29) 65.09 (59.38, 70.21)  

Stratified Log-Rank P-valuea 0.225   

 

 Hazard Ratio (95% CI)b 1.11 (0.91, 1.35)   

P-valueb 0.314   

 

 P-valuec 0.870   

 

 Absolute Risk Reduction (95% CI)d -0.01 (-0.09, 0.06)   
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Table 2.13.16 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Baseline zinc ≥ 100 ug/dL Number of Participants with event, n (%) 19 (57.6) 21 (55.3)  

Number of Participants censored, n (%) 14 (42.4) 17 (44.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 11.0 (4.0, 29.0) 18.0 (9.0, 29.0)  

Median (95% CI) 29.0 (14.0, NE) 29.0 (27.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 8, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

57.58 (38.69, 72.55) 55.26 (37.92, 69.58)  

Stratified Log-Rank P-valuea 0.632   

 

 Hazard Ratio (95% CI)b 1.20 (0.64, 2.26)   

P-valueb 0.574   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.25, 0.21)   
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Table 2.13.18 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Antibiotic Number of Participants with event, n (%) 14 (56.0) 20 (62.5)  

Number of Participants censored, n (%) 11 (44.0) 12 (37.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (8.0, 29.0) 16.0 (9.0, 28.0)  

Median (95% CI) 29.0 (15.0, NE) 29.0 (21.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (29.0, NE)  

Min, Max 8, 29 8, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

56.00 (34.12, 73.15) 64.19 (44.25, 78.59)  

Stratified Log-Rank P-valuea 0.866   

 

 Hazard Ratio (95% CI)b 1.01 (0.49, 2.05)   

P-valueb 0.983   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d 0.07 (-0.19, 0.31)   
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Table 2.13.21 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Adjunctive therapy Number of Participants with event, n (%) 119 (63.3) 127 (61.1)  

Number of Participants censored, n (%) 69 (36.7) 81 (38.9)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 16.0 (14.0, 20.0) 23.0 (19.0, 27.0)  

Median (95% CI) 29.0 (28.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 5, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

64.44 (57.02, 70.90) 62.17 (55.11, 68.45)  

Stratified Log-Rank P-valuea 0.245   

 

 Hazard Ratio (95% CI)b 1.14 (0.88, 1.46)   

P-valueb 0.319   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.02 (-0.12, 0.07)   
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Table 2.13.22 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Other Number of Participants with event, n (%) 23 (56.1) 18 (41.9)  

Number of Participants censored, n (%) 18 (43.9) 25 (58.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (9.0, 16.0) 24.0 (20.0, 29.0)  

Median (95% CI) 28.0 (15.0, NE) NE (29.0, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 4, 29 9, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

57.38 (40.36, 71.18) 42.82 (27.56, 57.23)  

Stratified Log-Rank P-valuea NE   

 

 Hazard Ratio (95% CI)b 2.13 (1.12, 4.05)   

P-valueb 0.022   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.14 (-0.34, 0.07)   
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Table 2.13.23 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

None Number of Participants with event, n (%) 144 (68.2) 133 (65.5)  

Number of Participants censored, n (%) 67 (31.8) 70 (34.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 9.0 (8.0, 13.0) 12.0 (9.0, 15.0)  

Median (95% CI) 25.0 (19.0, 29.0) 29.0 (25.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

68.82 (62.02, 74.65) 65.94 (58.91, 72.06)  

Stratified Log-Rank P-valuea 0.316   

 

 Hazard Ratio (95% CI)b 1.12 (0.88, 1.42)   

P-valueb 0.356   

 

 P-valuec NE   

 

 Absolute Risk Reduction (95% CI)d -0.03 (-0.12, 0.06)   
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Table 2.13.24 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Positive baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 37 (71.2) 49 (77.8)  

Number of Participants censored, n (%) 15 (28.8) 14 (22.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 10.5 (7.0, 15.0) 14.0 (8.0, 16.0)  

Median (95% CI) 26.0 (15.0, 29.0) 26.0 (17.0, 29.0)  

75th Percentile (95% CI) NE (29.0, NE) 29.0 (29.0, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

72.08 (57.24, 82.52) 77.78 (65.15, 86.30)  

Stratified Log-Rank P-valuea 0.863   

 

 Hazard Ratio (95% CI)b 0.97 (0.63, 1.49)   

P-valueb 0.902   

 

 P-valuec 0.426   

 

 Absolute Risk Reduction (95% CI)d 0.07 (-0.09, 0.23)   
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Table 2.13.24 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 (high vs. low). 

b. The Cox model includes terms of treatment and stratification factors. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Negative baseline serum for SARS-CoV-2 serology Number of Participants with event, n (%) 227 (64.5) 214 (60.8)  

Number of Participants censored, n (%) 125 (35.5) 138 (39.2)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (12.0, 15.0) 18.0 (15.0, 22.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.27 (59.99, 70.04) 61.67 (56.31, 66.57)  

Stratified Log-Rank P-valuea 0.093   

 

 Hazard Ratio (95% CI)b 1.15 (0.96, 1.39)   

P-valueb 0.137   

 

 Absolute Risk Reduction (95% CI)d -0.04 (-0.11, 0.03)   
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Table 2.13.25 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 2 Number of Participants with event, n (%) 142 (66.7) 149 (68.3)  

Number of Participants censored, n (%) 71 (33.3) 69 (31.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 15.0 (11.0, 16.0) 18.0 (15.0, 22.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 3, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

67.16 (60.34, 73.07) 68.65 (61.99, 74.38)  

Stratified Log-Rank P-valuea 0.514   

 

 Hazard Ratio (95% CI)b 1.05 (0.83, 1.32)   

P-valueb 0.702   

 

 P-valuec 0.379   

 

 Absolute Risk Reduction (95% CI)d 0.02 (-0.07, 0.11)   
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Table 2.13.25 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 2 Number of Participants with event, n (%) 128 (64.0) 117 (57.6)  

Number of Participants censored, n (%) 72 (36.0) 86 (42.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 13.0 (10.0, 15.0) 15.0 (10.0, 21.0)  

Median (95% CI) 28.0 (21.0, 29.0) 29.0 (28.0, 29.0)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.09 (57.93, 71.34) 58.72 (51.50, 65.24)  

Stratified Log-Rank P-valuea 0.129   

 

 Hazard Ratio (95% CI)b 1.21 (0.94, 1.55)   

P-valueb 0.138   

 

 Absolute Risk Reduction (95% CI)d -0.06 (-0.16, 0.03)   
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Table 2.13.26 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 3 Number of Participants with event, n (%) 219 (65.4) 218 (64.9)  

Number of Participants censored, n (%) 116 (34.6) 118 (35.1)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (14.0, 20.0)  

Median (95% CI) 29.0 (28.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.86 (60.47, 70.70) 65.22 (59.83, 70.07)  

Stratified Log-Rank P-valuea 0.394   

 

 Hazard Ratio (95% CI)b 1.07 (0.89, 1.29)   

P-valueb 0.491   

 

 P-valuec 0.246   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.08, 0.07)   
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Table 2.13.26 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 3 Number of Participants with event, n (%) 51 (65.4) 48 (56.5)  

Number of Participants censored, n (%) 27 (34.6) 37 (43.5)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 12.0 (8.0, 15.0) 16.0 (11.0, 24.0)  

Median (95% CI) 25.0 (16.0, 29.0) 29.0 (27.0, NE)  

75th Percentile (95% CI) NE (29.0, NE) NE (NE, NE)  

Min, Max 3, 29 3, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

67.45 (55.41, 76.90) 58.67 (47.06, 68.58)  

Stratified Log-Rank P-valuea 0.098   

 

 Hazard Ratio (95% CI)b 1.37 (0.92, 2.04)   

P-valueb 0.120   

 

 Absolute Risk Reduction (95% CI)d -0.09 (-0.24, 0.06)   
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Table 2.13.27 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 < 4 Number of Participants with event, n (%) 246 (64.9) 255 (64.6)  

Number of Participants censored, n (%) 133 (35.1) 140 (35.4)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 14.0 (11.0, 15.0) 16.0 (14.0, 20.0)  

Median (95% CI) 29.0 (27.0, 29.0) 29.0 (NE, NE)  

75th Percentile (95% CI) NE (NE, NE) NE (NE, NE)  

Min, Max 2, 29 2, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

65.62 (60.55, 70.20) 64.96 (60.00, 69.47)  

Stratified Log-Rank P-valuea 0.326   

 

 Hazard Ratio (95% CI)b 1.07 (0.90, 1.28)   

P-valueb 0.428   

 

 P-valuec 0.060   

 

 Absolute Risk Reduction (95% CI)d 0.00 (-0.07, 0.06)   
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Table 2.13.27 

Subgroup Analysis for Other Secondary Endpoint: Time to Return to Usual (pre-COVID-19) Health Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

Percentages are based on the number of participants in the analysis set by study arm. Follow-up time is calculated as T = Date of event – Date of dosing 

+ 1. For participants who do not have an event on or before the primary assessment timepoint, they will be censored at Day 29. Absence of data following 

participants’ withdrawal/lost to follow-up will be censored at the date of last known status before Day 29, and T = Date of last known status before Day 

29 – Date of dosing + 1. 

a. p-value is based on log-rank test stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. The Cox model includes terms of treatment and stratification factor. 

c. Test for the treatment by subgroup interaction. 

d. Absolute risk reduction of AZD7442 with respect to placebo uses the stratified Miettinen and Nurminen's score method. 

Program Path: \Table 2.sas 

Data Source: ADTTE Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421)  

Risk factors for severe COVID-19 ≥ 4 Number of Participants with event, n (%) 24 (70.6) 11 (42.3)  

Number of Participants censored, n (%) 10 (29.4) 15 (57.7)  

 

 Kaplan-Meier Survival Time (days) Estimates    

25th Percentile (95% CI) 11.0 (7.0, 17.0) 24.0 (6.0, 29.0)  

Median (95% CI) 21.0 (14.0, 29.0) NE (24.0, NE)  

75th Percentile (95% CI) NE (27.0, NE) NE (NE, NE)  

Min, Max 4, 29 4, 29  

Kaplan-Meier Failure Probability at Day 29 (95% 

CI) 

72.38 (52.99, 84.83) 46.74 (25.37, 65.59)  

Stratified Log-Rank P-valuea 0.031   

 

 Hazard Ratio (95% CI)b 2.15 (1.04, 4.42)   

P-valueb 0.038   

 

 Absolute Risk Reduction (95% CI)d -0.28 (-0.51, -0.03)   
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Table 2.14.1 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 65 n 40 35    

Mean 3.1 2.8    

SD 3.93 3.30    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.448  

Q3 3.0 4.0    

Max 24.0 17.0    
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Table 2.14.1 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 65 n 2 3    

Mean 1.5 1.7    

SD 0.71 0.58    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 2.0 0.0 (-1.0, 1.0) 1.000  

Q3 2.0 2.0    

Max 2.0 2.0    
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Table 2.14.2 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 75 n 42 36    

Mean 3.0 2.8    

SD 3.85 3.27    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.422  

Q3 3.0 3.5    

Max 24.0 17.0    
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Table 2.14.2 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 75 n 0 2    

Mean NE 2.0    

SD NE 0.00    

Min NE 2.0    

Q1 NE 2.0    

Median NE 2.0 NE NE  

Q3 NE 2.0    

Max NE 2.0    
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Table 2.14.3 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 80 n 42 38    

Mean 3.0 2.7    

SD 3.85 3.19    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.5 -0.5 (-1.0, 0.0) 0.448  

Q3 3.0 3.0    

Max 24.0 17.0    
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Table 2.14.4 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Male n 24 23    

Mean 2.5 3.6    

SD 1.69 3.82    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-1.0, 1.0) 0.548  

Q3 3.0 5.0    

Max 7.0 17.0    
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Table 2.14.4 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Female n 18 15    

Mean 3.7 1.4    

SD 5.56 0.83    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -1.0 (-2.0, 0.0) 0.064  

Q3 3.0 2.0    

Max 24.0 4.0    
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Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

American Indian or Alaska Native n 6 14    

Mean 1.7 4.2    

SD 0.82 4.74    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.5 -2.0 (-5.0, 1.0) 0.489  

Q3 2.0 6.0    

Max 3.0 17.0    
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Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Asian n 2 0    

Mean 1.5 NE    

SD 0.71 NE    

Min 1.0 NE    

Q1 1.0 NE    

Median 1.5 NE NE NE  

Q3 2.0 NE    

Max 2.0 NE    
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Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Black or African American n 4 4    

Mean 2.5 1.3    

SD 2.38 0.50    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.0 2.0 (-1.0, 5.0) 0.526  

Q3 4.0 1.5    

Max 6.0 2.0    
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Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Native Hawaiian or Other Pacific Islanders n 2 1    

Mean 2.0 1.0    

SD 1.41 NE    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -1.0 (-2.0, 0.0) 1.000  

Q3 3.0 1.0    

Max 3.0 1.0    
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Table 2.14.5 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

White n 28 19    

Mean 3.5 2.1    

SD 4.55 1.31    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 -0.5 (-1.0, 0.0) 0.247  

Q3 4.0 2.0    

Max 24.0 5.0    
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Table 2.14.6 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Hispanic n 23 27    

Mean 3.3 3.2    

SD 5.06 3.64    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 -0.5 (-1.0, 0.0) 0.727  

Q3 3.0 5.0    

Max 24.0 17.0    
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Table 2.14.6 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Not Hispanic n 19 11    

Mean 2.6 1.5    

SD 1.50 0.93    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 3.0 1.0 -1.0 (-2.0, 0.0) 0.051  

Q3 4.0 2.0    

Max 6.0 4.0    
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Table 2.14.7 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

US n 8 5    

Mean 4.3 2.0    

SD 8.01 1.73    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 1.0 -0.5 (-2.0, 1.0) 1.000  

Q3 2.5 2.0    

Max 24.0 5.0    
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Table 2.14.7 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Europe n 17 10    

Mean 2.6 1.6    

SD 1.58 0.97    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 3.0 1.0 -1.0 (-2.0, 0.0) 0.102  

Q3 4.0 2.0    

Max 6.0 4.0    
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Table 2.14.7 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Other n 17 23    

Mean 2.8 3.4    

SD 2.54 3.87    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-1.0, 1.0) 0.977  

Q3 3.0 5.0    

Max 10.0 17.0    
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Table 2.14.8 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 5 days n 24 22    

Mean 2.7 3.0    

SD 4.64 3.92    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 1.5 0.5 (0.0, 1.0) 0.794  

Q3 3.0 2.0    

Max 24.0 17.0    
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Table 2.14.8 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 5 days n 18 16    

Mean 3.4 2.4    

SD 2.50 1.82    

Min 1.0 1.0    

Q1 2.0 1.0    

Median 2.5 1.5 -1.0 (-2.0, 0.0) 0.140  

Q3 5.0 4.0    

Max 10.0 6.0    
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Table 2.14.9 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 3 days n 10 10    

Mean 4.6 3.1    

SD 6.88 3.28    

Min 1.0 1.0    

Q1 2.0 1.0    

Median 3.0 1.5 0.5 (-1.0, 2.0) 0.362  

Q3 3.0 4.0    

Max 24.0 10.0    
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Table 2.14.9 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 3 days n 32 28    

Mean 2.5 2.6    

SD 2.18 3.20    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.5 -0.5 (-1.0, 0.0) 0.752  

Q3 3.0 2.5    

Max 10.0 17.0    
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Table 2.14.10 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset < 25% n 10 10    

Mean 4.6 3.1    

SD 6.88 3.28    

Min 1.0 1.0    

Q1 2.0 1.0    

Median 3.0 1.5 0.5 (-1.0, 2.0) 0.362  

Q3 3.0 4.0    

Max 24.0 10.0    
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Table 2.14.10 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset 25-50% n 9 5    

Mean 1.0 1.8    

SD 0.00 1.30    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.0 1.0 0.5 (0.0, 1.0) 0.086  

Q3 1.0 2.0    

Max 1.0 4.0    
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Table 2.14.10 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset 50-75% n 5 7    

Mean 1.8 3.7    

SD 0.84 5.88    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-1.0, 1.0) 1.000  

Q3 2.0 2.0    

Max 3.0 17.0    
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Table 2.14.10 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≥ 75% n 18 16    

Mean 3.4 2.4    

SD 2.50 1.82    

Min 1.0 1.0    

Q1 2.0 1.0    

Median 2.5 1.5 -1.0 (-2.0, 0.0) 0.140  

Q3 5.0 4.0    

Max 10.0 6.0    
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Table 2.14.11 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk n 36 36    

Mean 3.2 2.8    

SD 4.12 3.25    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.5 (0.0, 1.0) 0.506  

Q3 3.0 3.5    

Max 24.0 17.0    
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Table 2.14.11 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Low risk n 6 2    

Mean 2.0 1.0    

SD 1.26 0.00    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.0 -1.5 (-3.0, 0.0) 0.372  

Q3 3.0 1.0    

Max 4.0 1.0    
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Table 2.14.12 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk + time from symptom onset ≤ 5 days n 20 20    

Mean 2.9 3.2    

SD 5.06 4.06    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 2.0 -0.5 (-1.0, 0.0) 0.763  

Q3 3.0 3.0    

Max 24.0 17.0    
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Table 2.14.13 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk + time from symptom onset ≤ 3 days n 10 8    

Mean 4.6 3.6    

SD 6.88 3.50    

Min 1.0 1.0    

Q1 2.0 1.0    

Median 3.0 2.0 1.0 (-2.0, 4.0) 0.721  

Q3 3.0 6.0    

Max 24.0 10.0    
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Table 2.14.14 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

At least one co-morbidity n 36 35    

Mean 3.2 2.9    

SD 4.12 3.29    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 -0.5 (-1.0, 0.0) 0.497  

Q3 3.0 4.0    

Max 24.0 17.0    
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Table 2.14.14 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

No co-morbidity n 6 3    

Mean 2.0 1.3    

SD 1.26 0.58    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.0 -1.0 (-3.0, 1.0) 0.585  

Q3 3.0 2.0    

Max 4.0 2.0    
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Table 2.14.15 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline Vitamin D < 30 ng/mL n 25 23    

Mean 2.8 2.4    

SD 2.29 2.31    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.237  

Q3 3.0 4.0    

Max 10.0 10.0    
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Table 2.14.15 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline Vitamin D ≥ 30 ng/mL n 7 4    

Mean 2.4 5.5    

SD 1.62 7.68    

Min 1.0 1.0    

Q1 1.0 1.5    

Median 2.0 2.0 6.5 (-3.0, 16.0) 0.849  

Q3 4.0 9.5    

Max 5.0 17.0    
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Table 2.14.16 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc < 100 ug/dL n 32 25    

Mean 2.8 2.9    

SD 2.12 3.67    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.270  

Q3 3.5 4.0    

Max 10.0 17.0    
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Table 2.14.16 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc ≥ 100 ug/dL n 2 2    

Mean 2.0 2.0    

SD 1.41 1.41    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-2.0, 2.0) 1.000  

Q3 3.0 3.0    

Max 3.0 3.0    
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Table 2.14.21 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Adjunctive therapy n 21 22    

Mean 2.9 2.9    

SD 2.17 3.65    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 3.0 1.5 1.0 (0.0, 2.0) 0.347  

Q3 3.0 4.0    

Max 10.0 17.0    
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Table 2.14.23 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

None n 18 15    

Mean 3.1 2.5    

SD 5.38 2.59    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 1.0 0.0 (-1.0, 1.0) 0.969  

Q3 2.0 3.0    

Max 24.0 10.0    
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Table 2.14.24 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Positive baseline serum for SARS-CoV-2 serology n 4 5    

Mean 1.5 2.0    

SD 0.58 1.22    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 1.5 2.0 -1.0 (-3.0, 1.0) 0.698  

Q3 2.0 2.0    

Max 2.0 4.0    
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Table 2.14.24 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Negative baseline serum for SARS-CoV-2 serology n 38 32    

Mean 3.2 2.6    

SD 4.02 3.18    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.266  

Q3 3.0 2.5    

Max 24.0 17.0    
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Table 2.14.25 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 2 n 24 19    

Mean 2.2 2.1    

SD 1.38 1.96    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.262  

Q3 3.0 2.0    

Max 6.0 8.0    
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Table 2.14.25 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 2 n 18 19    

Mean 4.1 3.4    

SD 5.58 4.00    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 2.0 0.0 (-1.0, 1.0) 0.913  

Q3 4.0 5.0    

Max 24.0 17.0    
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Table 2.14.26 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 3 n 33 33    

Mean 3.1 2.8    

SD 4.20 3.38    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 0.5 (0.0, 1.0) 0.383  

Q3 3.0 3.0    

Max 24.0 17.0    
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Table 2.14.26 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 3 n 9 5    

Mean 2.8 2.4    

SD 2.33 1.52    

Min 1.0 1.0    

Q1 1.0 2.0    

Median 2.0 2.0 -1.5 (-4.0, 1.0) 0.891  

Q3 4.0 2.0    

Max 7.0 5.0    
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Table 2.14.27 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 4 n 39 37    

Mean 2.9 2.8    

SD 3.93 3.23    

Min 1.0 1.0    

Q1 1.0 1.0    

Median 2.0 1.0 -0.5 (-1.0, 0.0) 0.521  

Q3 3.0 3.0    

Max 24.0 17.0    
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Table 2.14.27 

Subgroup Analysis for Other Secondary Endpoint: Duration of Fever from Fever Start Date Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADFASD Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 4 n 3 1    

Mean 4.0 2.0    

SD 3.00 NE    

Min 1.0 2.0    

Q1 1.0 2.0    

Median 4.0 2.0 -2.0 (-5.0, 1.0) 1.000  

Q3 7.0 2.0    

Max 7.0 2.0    
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Table 2.16.1.1 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 20 (5.68) 18 (5.17) OR: 1.10 (0.57, 2.12) 0.778a  

No Event 332 (94.32) 330 (94.83) RR: 1.09 (0.59, 2.03) 0.778  

Total 352  348  ARR: 0.00 (-0.04, 0.03) 0.778  

Missing 12  21   0.343b  

      0.466c  
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Table 2.16.1.1 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 4 (8.89) 2 (4.26) OR: 2.30 (0.40, 13.24) 0.343a  

No Event 41 (91.11) 45 (95.74) RR: 2.17 (0.42, 11.14) 0.351  

Total 45  47  ARR: -0.05 (-0.15, 0.05) 0.343  

Missing 4  5   0.769b  
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Table 2.16.1.2 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 24 (6.30) 20 (5.17) OR: 1.23 (0.66, 2.26) 0.514a  

No Event 357 (93.70) 367 (94.83) RR: 1.21 (0.68, 2.15) 0.515  

Total 381  387  ARR: -0.01 (-0.04, 0.02) 0.514  

Missing 14  24   0.517b  

      NEc  
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Table 2.16.1.2 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 16 (100.00) 8 (100.00) RR: NE NE  

Total 16  8  ARR: NE NE  

Missing 2  2   NEb  
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Table 2.16.1.3 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 24 (6.17) 20 (5.12) OR: 1.21 (0.65, 2.23) 0.546a  

No Event 365 (93.83) 371 (94.88) RR: 1.19 (0.67, 2.13) 0.546  

Total 389  391  ARR: -0.01 (-0.04, 0.02) 0.545  

Missing 15  25   0.543b  

      NEc  
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Table 2.16.1.3 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 8 (100.00) 4 (100.00) RR: NE NE  

Total 8  4  ARR: NE NE  

Missing 1  1   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.16.1.4 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 11 (6.21) 16 (8.04) OR: 0.70 (0.31, 1.57) 0.386a  

No Event 166 (93.79) 183 (91.96) RR: 0.72 (0.34, 1.52) 0.387  

Total 177  199  ARR: 0.02 (-0.03, 0.08) 0.378  

Missing 10  16   0.898b  

      0.046c  
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Table 2.16.1.4 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 13 (5.91) 4 (2.04) OR: 2.97 (0.95, 9.30) 0.051a  

No Event 207 (94.09) 192 (97.96) RR: 2.82 (0.94, 8.46) 0.064  

Total 220  196  ARR: -0.04 (-0.07, 0.00) 0.044  

Missing 6  10   0.618b  
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Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.20) 0 (0.00) OR: NE 0.108a  

No Event 89 (97.80) 104 (100.00) RR: NE NE  

Total 91  104  ARR: -0.02 (-0.05, 0.01) 0.142  

Missing 6  9   NEb  

      0.550c  
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Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 10 (100.00) 9 (100.00) RR: NE NE  

Total 10  9  ARR: NE NE  

Missing 0  0   NEb  
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Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.67) 1 (5.56) OR: 1.22 (0.07, 22.40) 0.895a  

No Event 14 (93.33) 17 (94.44) RR: 1.20 (0.09, 16.84) 0.892  

Total 15  18  ARR: -0.01 (-0.17, 0.15) 0.893  

Missing 1  2   NEb  
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Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 1 (4.76) OR: 1.10 (0.06, 20.01) 0.950a  

No Event 19 (95.00) 20 (95.24) RR: 1.09 (0.08, 15.41) 0.949  

Total 20  21  ARR: 0.00 (-0.14, 0.13) 0.949  

Missing 0  0   NEb  
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Table 2.16.1.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 20 (7.66) 18 (7.41) OR: 1.02 (0.53, 1.99) 0.945a  

No Event 241 (92.34) 225 (92.59) RR: 1.02 (0.55, 1.89) 0.944  

Total 261  243  ARR: 0.00 (-0.05, 0.04) 0.944  

Missing 9  15   0.901b  
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Table 2.16.1.6 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 7 (3.30) 8 (3.69) OR: 0.91 (0.33, 2.53) 0.860a  

No Event 205 (96.70) 209 (96.31) RR: 0.92 (0.34, 2.44) 0.860  

Total 212  217  ARR: 0.00 (-0.03, 0.04) 0.862  

Missing 11  17   0.045b  

      0.492c  
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Table 2.16.1.6 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 17 (9.19) 12 (6.74) OR: 1.32 (0.61, 2.83) 0.480a  

No Event 168 (90.81) 166 (93.26) RR: 1.29 (0.64, 2.58) 0.480  

Total 185  178  ARR: -0.02 (-0.08, 0.04) 0.481  

Missing 5  9   0.460b  
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Table 2.16.1.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 5 (8.20) 2 (6.25) OR: 0.90 (0.15, 5.29) 0.905a  

No Event 56 (91.80) 30 (93.75) RR: 0.90 (0.17, 4.81) 0.906  

Total 61  32  ARR: 0.01 (-0.10, 0.11) 0.905  

Missing 2  5   0.436b  

      0.932c  
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Table 2.16.1.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 13 (7.74) 11 (6.40) OR: 1.22 (0.53, 2.81) 0.637a  

No Event 155 (92.26) 161 (93.60) RR: 1.20 (0.56, 2.61) 0.637  

Total 168  172  ARR: -0.01 (-0.07, 0.04) 0.637  

Missing 5  5   0.462b  
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Table 2.16.1.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 6 (3.57) 7 (3.66) OR: 1.02 (0.34, 3.05) 0.969a  

No Event 162 (96.43) 184 (96.34) RR: 1.02 (0.36, 2.86) 0.969  

Total 168  191  ARR: 0.00 (-0.04, 0.04) 0.970  

Missing 9  16   0.037b  
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Table 2.16.1.8 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 19 (7.63) 14 (5.83) OR: 1.33 (0.65, 2.72) 0.429a  

No Event 230 (92.37) 226 (94.17) RR: 1.31 (0.67, 2.55) 0.430  

Total 249  240  ARR: -0.02 (-0.06, 0.03) 0.427  

Missing 6  13   0.733b  

      0.548c  
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Table 2.16.1.8 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 5 (3.38) 6 (3.87) OR: 0.85 (0.25, 2.86) 0.796a  

No Event 143 (96.62) 149 (96.13) RR: 0.86 (0.27, 2.74) 0.796  

Total 148  155  ARR: 0.01 (-0.04, 0.05) 0.795  

Missing 10  13   NEb  
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Table 2.16.1.9 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 8 (8.89) 6 (7.41) OR: 1.21 (0.40, 3.63) 0.737a  

No Event 82 (91.11) 75 (92.59) RR: 1.19 (0.43, 3.26) 0.736  

Total 90  81  ARR: -0.01 (-0.10, 0.07) 0.736  

Missing 1  3   0.594b  

      0.959c  
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Table 2.16.1.9 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 16 (5.21) 14 (4.46) OR: 1.15 (0.55, 2.41) 0.705a  

No Event 291 (94.79) 300 (95.54) RR: 1.14 (0.57, 2.30) 0.705  

Total 307  314  ARR: -0.01 (-0.04, 0.03) 0.705  

Missing 15  23   0.498b  
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Table 2.16.1.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 8 (8.89) 6 (7.41) OR: 1.21 (0.40, 3.63) 0.737a  

No Event 82 (91.11) 75 (92.59) RR: 1.19 (0.43, 3.26) 0.736  

Total 90  81  ARR: -0.01 (-0.10, 0.07) 0.736  

Missing 1  3   0.594b  

      0.905c  
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Table 2.16.1.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 5 (6.41) 4 (5.71) OR: 1.07 (0.27, 4.16) 0.927a  

No Event 73 (93.59) 66 (94.29) RR: 1.06 (0.30, 3.78) 0.926  

Total 78  70  ARR: 0.00 (-0.08, 0.07) 0.926  

Missing 4  5   NEb  
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Table 2.16.1.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 6 (7.41) 4 (4.49) OR: 1.70 (0.46, 6.23) 0.423a  

No Event 75 (92.59) 85 (95.51) RR: 1.65 (0.48, 5.64) 0.426  

Total 81  89  ARR: -0.03 (-0.10, 0.04) 0.425  

Missing 1  5   0.379b  
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Table 2.16.1.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 5 (3.38) 6 (3.87) OR: 0.85 (0.25, 2.86) 0.796a  

No Event 143 (96.62) 149 (96.13) RR: 0.86 (0.27, 2.74) 0.796  

Total 148  155  ARR: 0.01 (-0.04, 0.05) 0.795  

Missing 10  13   NEb  
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Table 2.16.1.11 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 22 (6.15) 19 (5.37) OR: 1.15 (0.61, 2.16) 0.675a  

No Event 336 (93.85) 335 (94.63) RR: 1.14 (0.63, 2.06) 0.675  

Total 358  354  ARR: -0.01 (-0.04, 0.03) 0.674  

Missing 13  24   0.573b  

      0.622c  
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Table 2.16.1.11 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 2 (5.13) 1 (2.44) OR: 2.00 (0.17, 23.44) 0.578a  

No Event 37 (94.87) 40 (97.56) RR: 1.93 (0.19, 20.05) 0.582  

Total 39  41  ARR: -0.02 (-0.11, 0.06) 0.575  

Missing 3  2   NEb  
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Table 2.16.1.12 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 17 (7.69) 13 (6.10) OR: 1.28 (0.61, 2.71) 0.515a  

No Event 204 (92.31) 200 (93.90) RR: 1.26 (0.63, 2.53) 0.515  

Total 221  213  ARR: -0.02 (-0.06, 0.03) 0.513  

Missing 5  12   NEb  

      NEc  
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Table 2.16.1.14 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 21 (5.92) 18 (5.17) OR: 1.15 (0.60, 2.20) 0.673a  

No Event 334 (94.08) 330 (94.83) RR: 1.14 (0.62, 2.10) 0.673  

Total 355  348  ARR: -0.01 (-0.04, 0.03) 0.672  

Missing 12  24   0.790b  

      0.682c  
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Table 2.16.1.14 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (7.14) 2 (4.26) OR: 2.53 (0.24, 27.13) 0.449a  

No Event 39 (92.86) 45 (95.74) RR: 2.42 (0.23, 25.35) 0.461  

Total 42  47  ARR: -0.03 (-0.12, 0.05) 0.427  

Missing 4  2   0.635b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.16.1.15 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 15 (5.68) 13 (4.87) OR: 1.19 (0.55, 2.56) 0.655a  

No Event 249 (94.32) 254 (95.13) RR: 1.18 (0.57, 2.42) 0.655  

Total 264  267  ARR: -0.01 (-0.05, 0.03) 0.655  

Missing 10  14   0.348b  

      0.634c  
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Table 2.16.1.15 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 8 (11.59) 5 (7.35) OR: 1.40 (0.42, 4.62) 0.584a  

No Event 61 (88.41) 63 (92.65) RR: 1.36 (0.44, 4.20) 0.589  

Total 69  68  ARR: -0.03 (-0.13, 0.07) 0.577  

Missing 4  6   0.227b  
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Table 2.16.1.16 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 21 (7.05) 15 (5.26) OR: 1.35 (0.68, 2.68) 0.388a  

No Event 277 (92.95) 270 (94.74) RR: 1.32 (0.70, 2.51) 0.390  

Total 298  285  ARR: -0.02 (-0.06, 0.02) 0.386  

Missing 13  18   0.739b  

      0.928c  
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Table 2.16.1.16 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 1 (3.13) 1 (2.63) OR: 0.79 (0.04, 14.03) 0.872a  

No Event 31 (96.88) 37 (97.37) RR: 0.80 (0.06, 11.50) 0.870  

Total 32  38  ARR: NE NE  

Missing 1  0   NEb  
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Table 2.16.1.21 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 12 (6.63) 11 (5.64) OR: 1.16 (0.50, 2.71) 0.727a  

No Event 169 (93.37) 184 (94.36) RR: 1.15 (0.52, 2.54) 0.726  

Total 181  195  ARR: -0.01 (-0.06, 0.04) 0.726  

Missing 7  13   0.774b  

      NEc  
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Table 2.16.1.23 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 9 (4.46) 9 (4.74) OR: 0.92 (0.35, 2.37) 0.858a  

No Event 193 (95.54) 181 (95.26) RR: 0.92 (0.38, 2.25) 0.858  

Total 202  190  ARR: 0.00 (-0.04, 0.05) 0.858  

Missing 9  13   0.546b  

      NEc  
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Table 2.16.1.24 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 2 (4.00) 5 (8.20) OR: 0.46 (0.08, 2.49) 0.361a  

No Event 48 (96.00) 56 (91.80) RR: 0.48 (0.10, 2.38) 0.370  

Total 50  61  ARR: 0.04 (-0.04, 0.13) 0.339  

Missing 2  2   0.959b  

      0.180c  
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Table 2.16.1.24 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 22 (6.51) 14 (4.27) OR: 1.53 (0.77, 3.06) 0.223a  

No Event 316 (93.49) 314 (95.73) RR: 1.49 (0.78, 2.86) 0.226  

Total 338  328  ARR: -0.02 (-0.06, 0.01) 0.220  

Missing 14  24   0.971b  
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Table 2.16.1.25 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (4.37) 10 (4.83) OR: 0.86 (0.34, 2.19) 0.759a  

No Event 197 (95.63) 197 (95.17) RR: 0.87 (0.36, 2.11) 0.758  

Total 206  207  ARR: 0.01 (-0.03, 0.05) 0.757  

Missing 7  11   0.395b  

      0.407c  
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Table 2.16.1.25 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 15 (7.85) 10 (5.32) OR: 1.52 (0.67, 3.49) 0.317a  

No Event 176 (92.15) 178 (94.68) RR: 1.48 (0.68, 3.21) 0.319  

Total 191  188  ARR: -0.03 (-0.08, 0.02) 0.314  

Missing 9  15   0.804b  
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Table 2.16.1.26 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 19 (5.86) 17 (5.35) OR: 1.07 (0.55, 2.12) 0.836a  

No Event 305 (94.14) 301 (94.65) RR: 1.07 (0.57, 2.02) 0.836  

Total 324  318  ARR: 0.00 (-0.04, 0.03) 0.835  

Missing 11  18   0.195b  

      0.544c  
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Table 2.16.1.26 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 5 (6.85) 3 (3.90) OR: 1.79 (0.41, 7.80) 0.438a  

No Event 68 (93.15) 74 (96.10) RR: 1.74 (0.42, 7.11) 0.442  

Total 73  77  ARR: -0.03 (-0.10, 0.04) 0.436  

Missing 5  8   0.508b  
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Table 2.16.1.27 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 22 (6.04) 20 (5.36) OR: 1.11 (0.59, 2.08) 0.744a  

No Event 342 (93.96) 353 (94.64) RR: 1.10 (0.61, 1.99) 0.744  

Total 364  373  ARR: -0.01 (-0.04, 0.03) 0.743  

Missing 15  22   0.254b  

      0.275c  
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Table 2.16.1.27 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 2 (6.06) 0 (0.00) OR: NE 0.307a  

No Event 31 (93.94) 22 (100.00) RR: NE NE  

Total 33  22  ARR: -0.05 (-0.13, 0.03) 0.189  

Missing 1  4   NEb  
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Table 2.16.2.1 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 28 (7.76) 25 (7.00) OR: 1.11 (0.64, 1.95) 0.708a  

No Event 333 (92.24) 332 (93.00) RR: 1.10 (0.66, 1.85) 0.708  

Total 361  357  ARR: -0.01 (-0.05, 0.03) 0.707  

Missing 3  12   0.926b  

      0.300c  
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Table 2.16.2.1 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 5 (11.11) 2 (4.26) OR: 2.87 (0.52, 15.80) 0.213a  

No Event 40 (88.89) 45 (95.74) RR: 2.66 (0.54, 13.11) 0.230  

Total 45  47  ARR: -0.07 (-0.18, 0.04) 0.209  

Missing 4  5   0.963b  
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Table 2.16.2.2 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 33 (8.46) 27 (6.82) OR: 1.26 (0.74, 2.14) 0.395a  

No Event 357 (91.54) 369 (93.18) RR: 1.24 (0.76, 2.01) 0.396  

Total 390  396  ARR: -0.02 (-0.05, 0.02) 0.395  

Missing 5  15   0.889b  

      NEc  
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Table 2.16.2.2 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 16 (100.00) 8 (100.00) RR: NE NE  

Total 16  8  ARR: NE NE  

Missing 2  2   NEb  
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Table 2.16.2.3 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 33 (8.29) 27 (6.75) OR: 1.24 (0.73, 2.11) 0.424a  

No Event 365 (91.71) 373 (93.25) RR: 1.22 (0.75, 1.99) 0.425  

Total 398  400  ARR: -0.01 (-0.05, 0.02) 0.424  

Missing 6  16   0.852b  

      NEc  
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Table 2.16.2.3 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 8 (100.00) 4 (100.00) RR: NE NE  

Total 8  4  ARR: NE NE  

Missing 1  1   NEb  
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Table 2.16.2.4 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 13 (7.10) 18 (8.82) OR: 0.74 (0.35, 1.57) 0.434a  

No Event 170 (92.90) 186 (91.18) RR: 0.76 (0.38, 1.52) 0.434  

Total 183  204  ARR: 0.02 (-0.03, 0.08) 0.427  

Missing 4  11   0.872b  

      0.080c  
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Table 2.16.2.4 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 20 (8.97) 9 (4.50) OR: 2.06 (0.91, 4.66) 0.080a  

No Event 203 (91.03) 191 (95.50) RR: 1.95 (0.91, 4.18) 0.086  

Total 223  200  ARR: -0.04 (-0.09, 0.00) 0.072  

Missing 3  6   0.739b  
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Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 5 (5.15) 3 (2.75) OR: 1.81 (0.42, 7.87) 0.418a  

No Event 92 (94.85) 106 (97.25) RR: 1.75 (0.43, 7.10) 0.433  

Total 97  109  ARR: NE NE  

Missing 0  4   NEb  

      0.798c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 5 

Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 0 (0.00) OR: NE NEa  

No Event 10 (100.00) 9 (100.00) RR: NE NE  

Total 10  9  ARR: NE NE  

Missing 0  0   NEb  
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Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 2 (13.33) 1 (5.26) OR: 2.75 (0.21, 35.84) 0.438a  

No Event 13 (86.67) 18 (94.74) RR: 2.40 (0.25, 22.75) 0.445  

Total 15  19  ARR: -0.08 (-0.27, 0.12) 0.443  

Missing 1  1   NEb  
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Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 1 (4.76) OR: 1.10 (0.06, 20.01) 0.950a  

No Event 19 (95.00) 20 (95.24) RR: 1.09 (0.08, 15.41) 0.949  

Total 20  21  ARR: 0.00 (-0.14, 0.13) 0.949  

Missing 0  0   NEb  
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Table 2.16.2.5 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 25 (9.47) 22 (8.94) OR: 1.04 (0.57, 1.91) 0.890a  

No Event 239 (90.53) 224 (91.06) RR: 1.04 (0.60, 1.80) 0.890  

Total 264  246  ARR: 0.00 (-0.05, 0.05) 0.889  

Missing 6  12   0.776b  
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Table 2.16.2.6 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 14 (6.36) 14 (6.25) OR: 1.03 (0.48, 2.22) 0.932a  

No Event 206 (93.64) 210 (93.75) RR: 1.03 (0.51, 2.10) 0.932  

Total 220  224  ARR: 0.00 (-0.05, 0.04) 0.932  

Missing 3  10   0.381b  

      0.506c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.16.2.6 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 19 (10.22) 13 (7.22) OR: 1.37 (0.66, 2.85) 0.393a  

No Event 167 (89.78) 167 (92.78) RR: 1.33 (0.69, 2.57) 0.394  

Total 186  180  ARR: -0.03 (-0.08, 0.03) 0.396  

Missing 4  7   0.402b  
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Table 2.16.2.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 9 (14.75) 4 (11.76) OR: 0.98 (0.27, 3.55) 0.975a  

No Event 52 (85.25) 30 (88.24) RR: 0.98 (0.33, 2.91) 0.975  

Total 61  34  ARR: 0.00 (-0.14, 0.15) 0.975  

Missing 2  3   0.390b  

      0.945c  
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Table 2.16.2.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 14 (8.24) 12 (6.94) OR: 1.18 (0.53, 2.64) 0.680a  

No Event 156 (91.76) 161 (93.06) RR: 1.17 (0.56, 2.46) 0.680  

Total 170  173  ARR: -0.01 (-0.07, 0.04) 0.680  

Missing 3  4   0.477b  
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Table 2.16.2.7 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 10 (5.71) 11 (5.58) OR: 1.04 (0.43, 2.50) 0.937a  

No Event 165 (94.29) 186 (94.42) RR: 1.03 (0.46, 2.34) 0.937  

Total 175  197  ARR: 0.00 (-0.05, 0.05) 0.938  

Missing 2  10   0.273b  
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Table 2.16.2.8 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 23 (9.13) 19 (7.82) OR: 1.18 (0.63, 2.24) 0.602a  

No Event 229 (90.87) 224 (92.18) RR: 1.17 (0.65, 2.09) 0.602  

Total 252  243  ARR: -0.01 (-0.06, 0.04) 0.601  

Missing 3  10   0.661b  

      0.845c  
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Table 2.16.2.8 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 10 (6.49) 8 (4.97) OR: 1.32 (0.51, 3.44) 0.566a  

No Event 144 (93.51) 153 (95.03) RR: 1.30 (0.53, 3.20) 0.567  

Total 154  161  ARR: -0.02 (-0.07, 0.04) 0.567  

Missing 4  7   0.325b  
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Table 2.16.2.9 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 10 (11.11) 10 (12.35) OR: 0.90 (0.35, 2.28) 0.820a  

No Event 80 (88.89) 71 (87.65) RR: 0.91 (0.40, 2.07) 0.819  

Total 90  81  ARR: 0.01 (-0.09, 0.11) 0.820  

Missing 1  3   0.760b  

      0.421c  
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Table 2.16.2.9 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 23 (7.28) 17 (5.26) OR: 1.39 (0.73, 2.66) 0.313a  

No Event 293 (92.72) 306 (94.74) RR: 1.36 (0.75, 2.50) 0.314  

Total 316  323  ARR: -0.02 (-0.06, 0.02) 0.313  

Missing 6  14   0.587b  
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Table 2.16.2.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 10 (11.11) 10 (12.35) OR: 0.90 (0.35, 2.28) 0.820a  

No Event 80 (88.89) 71 (87.65) RR: 0.91 (0.40, 2.07) 0.819  

Total 90  81  ARR: 0.01 (-0.09, 0.11) 0.820  

Missing 1  3   0.760b  

      0.873c  
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Table 2.16.2.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 6 (7.50) 4 (5.56) OR: 1.32 (0.36, 4.91) 0.676a  

No Event 74 (92.50) 68 (94.44) RR: 1.30 (0.38, 4.39) 0.676  

Total 80  72  ARR: -0.02 (-0.10, 0.06) 0.672  

Missing 2  3   NEb  
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Table 2.16.2.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 7 (8.54) 5 (5.56) OR: 1.52 (0.48, 4.81) 0.450a  

No Event 75 (91.46) 85 (94.44) RR: 1.47 (0.50, 4.28) 0.484  

Total 82  90  ARR: NE NE  

Missing 0  4   NEb  
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Table 2.16.2.10 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 10 (6.49) 8 (4.97) OR: 1.32 (0.51, 3.44) 0.566a  

No Event 144 (93.51) 153 (95.03) RR: 1.30 (0.53, 3.20) 0.567  

Total 154  161  ARR: -0.02 (-0.07, 0.04) 0.567  

Missing 4  7   0.325b  
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Table 2.16.2.11 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 30 (8.24) 26 (7.20) OR: 1.15 (0.66, 1.99) 0.618a  

No Event 334 (91.76) 335 (92.80) RR: 1.14 (0.69, 1.88) 0.618  

Total 364  361  ARR: -0.01 (-0.05, 0.03) 0.617  

Missing 7  17   0.956b  

      0.380c  
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Table 2.16.2.11 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 3 (7.14) 1 (2.33) OR: 3.13 (0.32, 30.88) 0.306a  

No Event 39 (92.86) 42 (97.67) RR: 2.98 (0.33, 26.63) 0.328  

Total 42  43  ARR: -0.05 (-0.14, 0.04) 0.303  

Missing 0  0   0.469b  
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Table 2.16.2.12 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 21 (9.42) 18 (8.37) OR: 1.14 (0.59, 2.20) 0.701a  

No Event 202 (90.58) 197 (91.63) RR: 1.12 (0.62, 2.05) 0.701  

Total 223  215  ARR: -0.01 (-0.06, 0.04) 0.701  

Missing 3  10   NEb  

      NEc  
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Table 2.16.2.14 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 29 (8.03) 25 (7.04) OR: 1.15 (0.66, 2.01) 0.623a  

No Event 332 (91.97) 330 (92.96) RR: 1.14 (0.68, 1.90) 0.623  

Total 361  355  ARR: -0.01 (-0.05, 0.03) 0.622  

Missing 6  17   0.770b  

      0.457c  
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Table 2.16.2.14 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 4 (8.89) 2 (4.08) OR: 2.33 (0.41, 13.37) 0.242a  

No Event 41 (91.11) 47 (95.92) RR: 2.05 (0.44, 9.57) 0.362  

Total 45  49  ARR: NE NE  

Missing 1  0   NEb  
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Table 2.16.2.15 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 20 (7.38) 17 (6.20) OR: 1.20 (0.61, 2.35) 0.590a  

No Event 251 (92.62) 257 (93.80) RR: 1.19 (0.64, 2.21) 0.590  

Total 271  274  ARR: -0.01 (-0.05, 0.03) 0.590  

Missing 3  7   0.365b  

      0.878c  
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Table 2.16.2.15 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 8 (11.27) 6 (8.70) OR: 1.12 (0.36, 3.48) 0.851a  

No Event 63 (88.73) 63 (91.30) RR: 1.10 (0.39, 3.12) 0.852  

Total 71  69  ARR: -0.01 (-0.11, 0.09) 0.850  

Missing 2  5   0.333b  
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Table 2.16.2.16 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 25 (8.17) 20 (6.85) OR: 1.19 (0.65, 2.20) 0.573a  

No Event 281 (91.83) 272 (93.15) RR: 1.18 (0.67, 2.07) 0.573  

Total 306  292  ARR: -0.01 (-0.05, 0.03) 0.572  

Missing 5  11   0.944b  

      0.592c  
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Table 2.16.2.16 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (6.06) 1 (2.63) OR: 1.69 (0.13, 21.27) 0.687a  

No Event 31 (93.94) 37 (97.37) RR: 1.60 (0.16, 15.60) 0.686  

Total 33  38  ARR: -0.02 (-0.11, 0.07) 0.681  

Missing 0  0   NEb  
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Table 2.16.2.21 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 17 (9.24) 13 (6.60) OR: 1.41 (0.66, 2.98) 0.374a  

No Event 167 (90.76) 184 (93.40) RR: 1.37 (0.69, 2.73) 0.374  

Total 184  197  ARR: -0.02 (-0.08, 0.03) 0.374  

Missing 4  11   0.881b  

      NEc  
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Table 2.16.2.23 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 13 (6.25) 13 (6.60) OR: 0.93 (0.42, 2.05) 0.849a  

No Event 195 (93.75) 184 (93.40) RR: 0.93 (0.44, 1.95) 0.848  

Total 208  197  ARR: 0.00 (-0.04, 0.05) 0.848  

Missing 3  6   0.516b  

      NEc  
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Table 2.16.2.24 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 3 (5.88) 6 (9.52) OR: 0.59 (0.14, 2.55) 0.482a  

No Event 48 (94.12) 57 (90.48) RR: 0.63 (0.17, 2.35) 0.491  

Total 51  63  ARR: NE NE  

Missing 1  0   NEb  

      0.228c  
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Table 2.16.2.24 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 29 (8.38) 19 (5.67) OR: 1.51 (0.83, 2.75) 0.177a  

No Event 317 (91.62) 316 (94.33) RR: 1.47 (0.84, 2.56) 0.180  

Total 346  335  ARR: -0.03 (-0.06, 0.01) 0.175  

Missing 6  17   0.832b  
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Table 2.16.2.25 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 14 (6.64) 14 (6.57) OR: 1.00 (0.47, 2.16) 0.997a  

No Event 197 (93.36) 199 (93.43) RR: 1.00 (0.49, 2.05) 0.997  

Total 211  213  ARR: 0.00 (-0.05, 0.05) 0.997  

Missing 2  5   0.834b  

      0.482c  
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Table 2.16.2.25 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 19 (9.74) 13 (6.81) OR: 1.48 (0.71, 3.10) 0.293a  

No Event 176 (90.26) 178 (93.19) RR: 1.43 (0.73, 2.82) 0.296  

Total 195  191  ARR: -0.03 (-0.08, 0.03) 0.291  

Missing 5  12   0.857b  
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Table 2.16.2.26 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 27 (8.16) 24 (7.38) OR: 1.10 (0.62, 1.95) 0.753a  

No Event 304 (91.84) 301 (92.62) RR: 1.09 (0.64, 1.84) 0.753  

Total 331  325  ARR: -0.01 (-0.05, 0.03) 0.753  

Missing 4  11   0.956b  

      0.379c  
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Table 2.16.2.26 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 6 (8.00) 3 (3.80) OR: 2.19 (0.53, 9.14) 0.274a  

No Event 69 (92.00) 76 (96.20) RR: 2.10 (0.54, 8.17) 0.284  

Total 75  79  ARR: -0.04 (-0.12, 0.03) 0.272  

Missing 3  6   0.694b  
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Table 2.16.2.27 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 30 (8.04) 27 (7.07) OR: 1.13 (0.66, 1.95) 0.650a  

No Event 343 (91.96) 355 (92.93) RR: 1.12 (0.68, 1.85) 0.649  

Total 373  382  ARR: -0.01 (-0.05, 0.03) 0.649  

Missing 6  13   0.970b  

      0.180c  
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Table 2.16.2.27 

Subgroup Analysis for Exploratory Endpoint: New SARS-CoV-2 Positivity among Household Contacts Through to Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADFAHI Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 3 (9.09) 0 (0.00) OR: NE 0.173a  

No Event 30 (90.91) 22 (100.00) RR: NE NE  

Total 33  22  ARR: -0.09 (-0.18, 0.01) 0.082  

Missing 1  4   NEb  
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Table 2.17.1 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age < 65 1 Event 0 (0.00) 1 (0.27) OR: <.01 (NE, NE) 0.325a  

No Event 364 (100.0) 368 (99.73) RR: <.01 (NE, NE) NE  

Total 364  369  ARR: 0.00 (-0.01, 0.00) 0.319  

Missing 0  0   NEb  

      0.274c  

 

 2 Event 8 (2.20) 23 (6.23) OR: 0.33 (0.15, 0.76) 0.006a  

No Event 356 (97.80) 346 (93.77) RR: 0.35 (0.16, 0.77) 0.009  

Total 364  369  ARR: -0.04 (-0.07, -0.01) 0.006  

Missing 0  0   0.905b  

 

 3 Event 2 (0.55) 5 (1.36) OR: 0.40 (0.08, 2.11) 0.267a  

No Event 362 (99.45) 364 (98.64) RR: 0.41 (0.08, 2.08) 0.282  

Total 364  369  ARR: -0.01 (-0.02, 0.01) 0.264  

Missing 0  0   0.284b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 364 (100.0) 369 (100.0) RR: NE (NE, NE) NE  

Total 364  369  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 364 (100.0) 369 (100.0) RR: NE (NE, NE) NE  

Total 364  369  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.1 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age ≥ 65 1 Event 0 (0.00) 1 (1.92) OR: <.01 (NE, NE) 0.309a  

No Event 49 (100.0) 51 (98.08) RR: <.01 (NE, NE) NE  

Total 49  52  ARR: -0.02 (-0.06, 0.02) 0.301  

Missing 0  0   NEb  

 

 2 Event 4 (8.16) 6 (11.54) OR: 0.71 (0.19, 2.61) 0.594a  

No Event 45 (91.84) 46 (88.46) RR: 0.73 (0.22, 2.37) 0.596  

Total 49  52  ARR: -0.03 (-0.15, 0.09) 0.596  

Missing 0  0   0.125b  

 

 3 Event 2 (4.08) 1 (1.92) OR: 2.08 (0.19, 22.80) 0.537a  

No Event 47 (95.92) 51 (98.08) RR: 2.04 (0.20, 20.48) 0.543  

Total 49  52  ARR: 0.02 (-0.05, 0.09) 0.542  

Missing 0  0   0.342b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 49 (100.0) 52 (100.0) RR: NE (NE, NE) NE  

Total 49  52  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (1.92) OR: <.01 (NE, NE) 0.309a  

No Event 49 (100.0) 51 (98.08) RR: <.01 (NE, NE) NE  

Total 49  52  ARR: -0.02 (-0.06, 0.02) 0.301  

Missing 0  0   NEb  
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Table 2.17.2 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age < 75 1 Event 0 (0.00) 2 (0.49) OR: <.01 (NE, NE) 0.167a  

No Event 395 (100.0) 409 (99.51) RR: <.01 (NE, NE) NE  

Total 395  411  ARR: 0.00 (-0.01, 0.00) 0.157  

Missing 0  0   NEb  

      0.196c  

 

 2 Event 9 (2.28) 28 (6.81) OR: 0.32 (0.15, 0.68) 0.002a  

No Event 386 (97.72) 383 (93.19) RR: 0.33 (0.16, 0.69) 0.003  

Total 395  411  ARR: -0.05 (-0.07, -0.02) 0.002  

Missing 0  0   0.827b  

 

 3 Event 3 (0.76) 6 (1.46) OR: 0.52 (0.13, 2.11) 0.353a  

No Event 392 (99.24) 405 (98.54) RR: 0.53 (0.13, 2.08) 0.361  

Total 395  411  ARR: -0.01 (-0.02, 0.01) 0.349  

Missing 0  0   0.128b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 395 (100.0) 411 (100.0) RR: NE (NE, NE) NE  

Total 395  411  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 395 (100.0) 411 (100.0) RR: NE (NE, NE) NE  

Total 395  411  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.2 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age ≥ 75 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 18 (100.0) 10 (100.0) RR: NE (NE, NE) NE  

Total 18  10  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 3 (16.67) 1 (10.00) OR: 1.68 (0.19, 15.07) 0.614a  

No Event 15 (83.33) 9 (90.00) RR: 1.62 (0.24, 10.87) 0.618  

Total 18  10  ARR: 0.07 (-0.22, 0.37) 0.618  

Missing 0  0   0.099b  

 

 3 Event 1 (5.56) 0 (0.00) OR: NE (NE, NE) 0.546a  

No Event 17 (94.44) 10 (100.0) RR: NE (NE, NE) NE  

Total 18  10  ARR: 0.04 (-0.05, 0.14) 0.388  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 18 (100.0) 10 (100.0) RR: NE (NE, NE) NE  

Total 18  10  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (10.00) OR: <.01 (NE, NE) 0.097a  

No Event 18 (100.0) 9 (90.00) RR: <.01 (NE, NE) NE  

Total 18  10  ARR: -0.12 (-0.32, 0.08) 0.246  

Missing 0  0   NEb  
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Table 2.17.3 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age < 80 1 Event 0 (0.00) 2 (0.48) OR: <.01 (NE, NE) 0.165a  

No Event 404 (100.0) 414 (99.52) RR: <.01 (NE, NE) NE  

Total 404  416  ARR: 0.00 (-0.01, 0.00) 0.157  

Missing 0  0   NEb  

      0.393c  

 

 2 Event 10 (2.48) 29 (6.97) OR: 0.33 (0.16, 0.70) 0.002a  

No Event 394 (97.52) 387 (93.03) RR: 0.35 (0.17, 0.71) 0.004  

Total 404  416  ARR: -0.05 (-0.07, -0.02) 0.002  

Missing 0  0   0.855b  

 

 3 Event 4 (0.99) 6 (1.44) OR: 0.69 (0.19, 2.47) 0.570a  

No Event 400 (99.01) 410 (98.56) RR: 0.70 (0.20, 2.43) 0.571  

Total 404  416  ARR: 0.00 (-0.02, 0.01) 0.569  

Missing 0  0   0.401b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 404 (100.0) 416 (100.0) RR: NE (NE, NE) NE  

Total 404  416  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 404 (100.0) 416 (100.0) RR: NE (NE, NE) NE  

Total 404  416  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.3 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Age ≥ 80 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.0) 5 (100.0) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 2 (22.22) 0 (0.00) OR: NE (NE, NE) 0.264a  

No Event 7 (77.78) 5 (100.0) RR: NE (NE, NE) NE  

Total 9  5  ARR: 0.21 (-0.06, 0.48) 0.128  

Missing 0  0   NEb  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.0) 5 (100.0) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.0) 5 (100.0) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (20.00) OR: <.01 (NE, NE) 0.197a  

No Event 9 (100.0) 4 (80.00) RR: <.01 (NE, NE) NE  

Total 9  5  ARR: -0.19 (-0.54, 0.15) 0.273  

Missing 0  0   NEb  
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Table 2.17.4 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Male 1 Event 0 (0.00) 1 (0.47) OR: <.01 (NE, NE) 0.381a  

No Event 187 (100.0) 214 (99.53) RR: <.01 (NE, NE) NE  

Total 187  215  ARR: 0.00 (-0.01, 0.00) 0.333  

Missing 0  0   NEb  

 

 2 Event 4 (2.14) 17 (7.91) OR: 0.26 (0.09, 0.77) 0.009a  

No Event 183 (97.86) 198 (92.09) RR: 0.27 (0.09, 0.78) 0.015  

Total 187  215  ARR: -0.06 (-0.10, -0.02) 0.007  

Missing 0  0   0.242b  

 

 3 Event 4 (2.14) 3 (1.40) OR: 1.67 (0.37, 7.57) 0.505a  

No Event 183 (97.86) 212 (98.60) RR: 1.64 (0.38, 7.15) 0.508  

Total 187  215  ARR: 0.01 (-0.02, 0.04) 0.513  

Missing 0  0   0.717b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 187 (100.0) 215 (100.0) RR: NE (NE, NE) NE  

Total 187  215  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.47) OR: <.01 (NE, NE) 0.337a  

No Event 187 (100.0) 214 (99.53) RR: <.01 (NE, NE) NE  

Total 187  215  ARR: 0.00 (-0.01, 0.00) 0.309  

Missing 0  0   NEb  
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Table 2.17.4 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Female 1 Event 0 (0.00) 1 (0.49) OR: <.01 (NE, NE) 0.296a  

No Event 226 (100.0) 205 (99.51) RR: <.01 (NE, NE) NE  

Total 226  206  ARR: 0.00 (-0.01, 0.00) 0.317  

Missing 0  0   NEb  

      0.881c  

 

 2 Event 8 (3.54) 12 (5.83) OR: 0.61 (0.24, 1.53) 0.293a  

No Event 218 (96.46) 194 (94.17) RR: 0.63 (0.26, 1.50) 0.296  

Total 226  206  ARR: -0.02 (-0.06, 0.02) 0.295  

Missing 0  0   0.998b  

 

 3 Event 0 (0.00) 3 (1.46) OR: <.01 (NE, NE) 0.067a  

No Event 226 (100.0) 203 (98.54) RR: <.01 (NE, NE) NE  

Total 226  206  ARR: -0.01 (-0.03, 0.00) 0.080  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 226 (100.0) 206 (100.0) RR: NE (NE, NE) NE  

Total 226  206  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 226 (100.0) 206 (100.0) RR: NE (NE, NE) NE  

Total 226  206  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

American Indian or Alaska Native 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 97 (100.0) 113 (100.0) RR: NE (NE, NE) NE  

Total 97  113  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

      0.407c  

 

 2 Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

No Event 95 (97.94) 99 (87.61) RR: 0.16 (0.03, 0.75) 0.020  

Total 97  113  ARR: -0.10 (-0.17, -0.03) 0.003  

Missing 0  0   0.237b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 97 (100.0) 113 (100.0) RR: NE (NE, NE) NE  

Total 97  113  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 97 (100.0) 113 (100.0) RR: NE (NE, NE) NE  

Total 97  113  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 97 (100.0) 113 (100.0) RR: NE (NE, NE) NE  

Total 97  113  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Asian 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 10 (100.0) 9 (100.0) RR: NE (NE, NE) NE  

Total 10  9  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 0 (0.00) 1 (11.11) OR: <.01 (NE, NE) 0.237a  

No Event 10 (100.0) 8 (88.89) RR: <.01 (NE, NE) NE  

Total 10  9  ARR: -0.14 (-0.40, 0.12) 0.282  

Missing 0  0   NEb  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 10 (100.0) 9 (100.0) RR: NE (NE, NE) NE  

Total 10  9  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 10 (100.0) 9 (100.0) RR: NE (NE, NE) NE  

Total 10  9  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 10 (100.0) 9 (100.0) RR: NE (NE, NE) NE  

Total 10  9  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Black or African American 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.0) 20 (100.0) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 0 (0.00) 1 (5.00) OR: <.01 (NE, NE) 0.380a  

No Event 16 (100.0) 19 (95.00) RR: <.01 (NE, NE) NE  

Total 16  20  ARR: -0.05 (-0.14, 0.05) 0.311  

Missing 0  0   NEb  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.0) 20 (100.0) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.0) 20 (100.0) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.0) 20 (100.0) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 20 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 20  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 19 (95.00) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 20  21  ARR: -0.11 (-0.30, 0.08) 0.268  

Missing 0  0   0.354b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 20 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 20  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 20 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 20  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 20 (100.0) 21 (100.0) RR: NE (NE, NE) NE  

Total 20  21  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.5 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

White 1 Event 0 (0.00) 2 (0.78) OR: <.01 (NE, NE) 0.155a  

No Event 270 (100.0) 256 (99.22) RR: <.01 (NE, NE) NE  

Total 270  258  ARR: -0.01 (-0.02, 0.00) 0.159  

Missing 0  0   NEb  

 

 2 Event 9 (3.33) 10 (3.88) OR: 0.84 (0.34, 2.10) 0.711a  

No Event 261 (96.67) 248 (96.12) RR: 0.85 (0.35, 2.04) 0.711  

Total 270  258  ARR: -0.01 (-0.04, 0.03) 0.712  

Missing 0  0   0.355b  

 

 3 Event 4 (1.48) 6 (2.33) OR: 0.67 (0.19, 2.39) 0.533a  

No Event 266 (98.52) 252 (97.67) RR: 0.68 (0.20, 2.32) 0.535  

Total 270  258  ARR: -0.01 (-0.03, 0.02) 0.535  

Missing 0  0   0.349b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 270 (100.0) 258 (100.0) RR: NE (NE, NE) NE  

Total 270  258  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.39) OR: <.01 (NE, NE) 0.292a  

No Event 270 (100.0) 257 (99.61) RR: <.01 (NE, NE) NE  

Total 270  258  ARR: 0.00 (-0.01, 0.00) 0.309  

Missing 0  0   NEb  
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Table 2.17.6 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Hispanic 1 Event 0 (0.00) 1 (0.43) OR: <.01 (NE, NE) 0.297a  

No Event 223 (100.0) 233 (99.57) RR: <.01 (NE, NE) NE  

Total 223  234  ARR: 0.00 (-0.01, 0.00) 0.300  

Missing 0  0   NEb  

      0.236c  

 

 2 Event 5 (2.24) 22 (9.40) OR: 0.23 (0.08, 0.61) 0.002a  

No Event 218 (97.76) 212 (90.60) RR: 0.24 (0.09, 0.63) 0.004  

Total 223  234  ARR: -0.07 (-0.11, -0.03) 0.001  

Missing 0  0   0.631b  

 

 3 Event 3 (1.35) 2 (0.85) OR: 1.47 (0.24, 9.18) 0.681a  

No Event 220 (98.65) 232 (99.15) RR: 1.46 (0.24, 9.13) 0.683  

Total 223  234  ARR: 0.00 (-0.01, 0.02) 0.677  

Missing 0  0   0.209b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 223 (100.0) 234 (100.0) RR: NE (NE, NE) NE  

Total 223  234  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.43) OR: <.01 (NE, NE) 0.356a  

No Event 223 (100.0) 233 (99.57) RR: <.01 (NE, NE) NE  

Total 223  234  ARR: 0.00 (-0.01, 0.00) 0.331  

Missing 0  0   NEb  
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Table 2.17.6 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Not Hispanic 1 Event 0 (0.00) 1 (0.53) OR: <.01 (NE, NE) 0.272a  

No Event 190 (100.0) 186 (99.47) RR: <.01 (NE, NE) NE  

Total 190  187  ARR: -0.01 (-0.02, 0.01) 0.296  

Missing 0  0   NEb  

 

 2 Event 7 (3.68) 7 (3.74) OR: 0.97 (0.34, 2.79) 0.960a  

No Event 183 (96.32) 180 (96.26) RR: 0.97 (0.36, 2.66) 0.960  

Total 190  187  ARR: 0.00 (-0.04, 0.04) 0.961  

Missing 0  0   0.278b  

 

 3 Event 1 (0.53) 4 (2.14) OR: 0.23 (0.02, 2.15) 0.168a  

No Event 189 (99.47) 183 (97.86) RR: 0.23 (0.02, 2.27) 0.207  

Total 190  187  ARR: -0.02 (-0.04, 0.01) 0.163  

Missing 0  0   0.435b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 190 (100.0) 187 (100.0) RR: NE (NE, NE) NE  

Total 190  187  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 190 (100.0) 187 (100.0) RR: NE (NE, NE) NE  

Total 190  187  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.7 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

US 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 63 (100.0) 37 (100.0) RR: NE (NE, NE) NE  

Total 63  37  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 1 (1.59) 1 (2.70) OR: 0.50 (0.03, 8.42) 0.627a  

No Event 62 (98.41) 36 (97.30) RR: 0.51 (0.03, 7.79) 0.630  

Total 63  37  ARR: -0.01 (-0.08, 0.05) 0.654  

Missing 0  0   NEb  

 

 3 Event 1 (1.59) 1 (2.70) OR: 0.93 (0.05, 16.39) 0.963a  

No Event 62 (98.41) 36 (97.30) RR: 0.94 (0.06, 13.68) 0.962  

Total 63  37  ARR: 0.00 (-0.06, 0.06) 0.963  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 63 (100.0) 37 (100.0) RR: NE (NE, NE) NE  

Total 63  37  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 63 (100.0) 37 (100.0) RR: NE (NE, NE) NE  

Total 63  37  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 3 

Table 2.17.7 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Europe 1 Event 0 (0.00) 1 (0.56) OR: <.01 (NE, NE) 0.298a  

No Event 173 (100.0) 176 (99.44) RR: <.01 (NE, NE) NE  

Total 173  177  ARR: -0.01 (-0.02, 0.01) 0.304  

Missing 0  0   NEb  

      0.136c  

 

 2 Event 7 (4.05) 5 (2.82) OR: 1.49 (0.47, 4.74) 0.495a  

No Event 166 (95.95) 172 (97.18) RR: 1.47 (0.48, 4.46) 0.496  

Total 173  177  ARR: 0.01 (-0.03, 0.05) 0.499  

Missing 0  0   0.509b  

 

 3 Event 2 (1.16) 5 (2.82) OR: 0.41 (0.08, 2.11) 0.267a  

No Event 171 (98.84) 172 (97.18) RR: 0.41 (0.08, 2.07) 0.282  

Total 173  177  ARR: -0.02 (-0.05, 0.01) 0.265  

Missing 0  0   0.694b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 173 (100.0) 177 (100.0) RR: NE (NE, NE) NE  

Total 173  177  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 173 (100.0) 177 (100.0) RR: NE (NE, NE) NE  

Total 173  177  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.7 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Other 1 Event 0 (0.00) 1 (0.48) OR: <.01 (NE, NE) 0.314a  

No Event 177 (100.0) 206 (99.52) RR: <.01 (NE, NE) NE  

Total 177  207  ARR: -0.01 (-0.02, 0.00) 0.295  

Missing 0  0   NEb  

 

 2 Event 4 (2.26) 23 (11.11) OR: 0.19 (0.06, 0.56) 0.001a  

No Event 173 (97.74) 184 (88.89) RR: 0.21 (0.07, 0.60) 0.004  

Total 177  207  ARR: -0.09 (-0.13, -0.04) <.001  

Missing 0  0   0.565b  

 

 3 Event 1 (0.56) 0 (0.00) OR: NE (NE, NE) 0.321a  

No Event 176 (99.44) 207 (100.0) RR: NE (NE, NE) NE  

Total 177  207  ARR: 0.01 (-0.01, 0.02) 0.336  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 177 (100.0) 207 (100.0) RR: NE (NE, NE) NE  

Total 177  207  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.48) OR: <.01 (NE, NE) 0.386a  

No Event 177 (100.0) 206 (99.52) RR: <.01 (NE, NE) NE  

Total 177  207  ARR: 0.00 (-0.01, 0.00) 0.334  

Missing 0  0   NEb  
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Table 2.17.8 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Time from symptom onset ≤ 5 days 1 Event 0 (0.00) 1 (0.40) OR: <.01 (NE, NE) 0.316a  

No Event 255 (100.0) 252 (99.60) RR: <.01 (NE, NE) NE  

Total 255  253  ARR: 0.00 (-0.01, 0.00) 0.317  

Missing 0  0   NEb  

      0.108c  

 

 2 Event 7 (2.75) 22 (8.70) OR: 0.30 (0.12, 0.71) 0.004a  

No Event 248 (97.25) 231 (91.30) RR: 0.32 (0.14, 0.73) 0.007  

Total 255  253  ARR: -0.06 (-0.10, -0.02) 0.004  

Missing 0  0   0.996b  

 

 3 Event 1 (0.39) 3 (1.19) OR: 0.33 (0.03, 3.19) 0.314a  

No Event 254 (99.61) 250 (98.81) RR: 0.33 (0.03, 3.17) 0.338  

Total 255  253  ARR: -0.01 (-0.02, 0.01) 0.313  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 255 (100.0) 253 (100.0) RR: NE (NE, NE) NE  

Total 255  253  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.40) OR: <.01 (NE, NE) 0.316a  

No Event 255 (100.0) 252 (99.60) RR: <.01 (NE, NE) NE  

Total 255  253  ARR: 0.00 (-0.01, 0.00) 0.317  

Missing 0  0   NEb  
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Table 2.17.8 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Time from symptom onset > 5 days 1 Event 0 (0.00) 1 (0.60) OR: <.01 (NE, NE) 0.330a  

No Event 158 (100.0) 167 (99.40) RR: <.01 (NE, NE) NE  

Total 158  168  ARR: -0.01 (-0.02, 0.01) 0.315  

Missing 0  0   NEb  

 

 2 Event 5 (3.16) 7 (4.17) OR: 0.75 (0.23, 2.42) 0.632a  

No Event 153 (96.84) 161 (95.83) RR: 0.76 (0.24, 2.35) 0.632  

Total 158  168  ARR: -0.01 (-0.05, 0.03) 0.629  

Missing 0  0   0.389b  

 

 3 Event 3 (1.90) 3 (1.79) OR: 1.06 (0.21, 5.32) 0.947a  

No Event 155 (98.10) 165 (98.21) RR: 1.06 (0.22, 5.14) 0.947  

Total 158  168  ARR: 0.00 (-0.03, 0.03) 0.947  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 158 (100.0) 168 (100.0) RR: NE (NE, NE) NE  

Total 158  168  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 158 (100.0) 168 (100.0) RR: NE (NE, NE) NE  

Total 158  168  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.9 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Time from symptom onset ≤ 3 days 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 91 (100.0) 84 (100.0) RR: NE (NE, NE) NE  

Total 91  84  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

      0.141c  

 

 2 Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

No Event 90 (98.90) 76 (90.48) RR: 0.12 (0.02, 0.90) 0.039  

Total 91  84  ARR: -0.08 (-0.15, -0.02) 0.013  

Missing 0  0   0.636b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 91 (100.0) 84 (100.0) RR: NE (NE, NE) NE  

Total 91  84  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 91 (100.0) 84 (100.0) RR: NE (NE, NE) NE  

Total 91  84  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 91 (100.0) 84 (100.0) RR: NE (NE, NE) NE  

Total 91  84  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.9 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Time from symptom onset > 3 days 1 Event 0 (0.00) 2 (0.59) OR: <.01 (NE, NE) 0.164a  

No Event 322 (100.0) 335 (99.41) RR: <.01 (NE, NE) NE  

Total 322  337  ARR: -0.01 (-0.01, 0.00) 0.154  

Missing 0  0   NEb  

 

 2 Event 11 (3.42) 21 (6.23) OR: 0.53 (0.25, 1.12) 0.094a  

No Event 311 (96.58) 316 (93.77) RR: 0.55 (0.27, 1.12) 0.099  

Total 322  337  ARR: -0.03 (-0.06, 0.00) 0.091  

Missing 0  0   0.697b  

 

 3 Event 4 (1.24) 6 (1.78) OR: 0.69 (0.19, 2.45) 0.561a  

No Event 318 (98.76) 331 (98.22) RR: 0.69 (0.20, 2.41) 0.563  

Total 322  337  ARR: -0.01 (-0.02, 0.01) 0.559  

Missing 0  0   0.406b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 322 (100.0) 337 (100.0) RR: NE (NE, NE) NE  

Total 322  337  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.30) OR: <.01 (NE, NE) 0.319a  

No Event 322 (100.0) 336 (99.70) RR: <.01 (NE, NE) NE  

Total 322  337  ARR: 0.00 (-0.01, 0.00) 0.312  

Missing 0  0   NEb  
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Table 2.17.11 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

High risk 1 Event 0 (0.00) 2 (0.53) OR: <.01 (NE, NE) 0.162a  

No Event 371 (100.0) 376 (99.47) RR: <.01 (NE, NE) NE  

Total 371  378  ARR: -0.01 (-0.01, 0.00) 0.157  

Missing 0  0   NEb  

      0.623c  

 

 2 Event 11 (2.96) 25 (6.61) OR: 0.43 (0.21, 0.89) 0.019a  

No Event 360 (97.04) 353 (93.39) RR: 0.45 (0.22, 0.89) 0.023  

Total 371  378  ARR: -0.04 (-0.07, -0.01) 0.018  

Missing 0  0   0.158b  

 

 3 Event 4 (1.08) 6 (1.59) OR: 0.68 (0.19, 2.44) 0.556a  

No Event 367 (98.92) 372 (98.41) RR: 0.69 (0.20, 2.40) 0.558  

Total 371  378  ARR: 0.00 (-0.02, 0.01) 0.556  

Missing 0  0   0.403b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 371 (100.0) 378 (100.0) RR: NE (NE, NE) NE  

Total 371  378  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.26) OR: <.01 (NE, NE) 0.316a  

No Event 371 (100.0) 377 (99.74) RR: <.01 (NE, NE) NE  

Total 371  378  ARR: 0.00 (-0.01, 0.00) 0.314  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.17.11 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Low risk 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 42 (100.0) 43 (100.0) RR: NE (NE, NE) NE  

Total 42  43  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 1 (2.38) 4 (9.30) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 41 (97.62) 39 (90.70) RR: 0.25 (0.03, 2.16) 0.206  

Total 42  43  ARR: -0.07 (-0.17, 0.03) 0.158  

Missing 0  0   0.608b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 42 (100.0) 43 (100.0) RR: NE (NE, NE) NE  

Total 42  43  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 42 (100.0) 43 (100.0) RR: NE (NE, NE) NE  

Total 42  43  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 42 (100.0) 43 (100.0) RR: NE (NE, NE) NE  

Total 42  43  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.12 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

1 Event 0 (0.00) 1 (0.44) OR: <.01 (NE, NE) 0.316a  

No Event 226 (100.0) 224 (99.56) RR: <.01 (NE, NE) NE  

Total 226  225  ARR: 0.00 (-0.01, 0.00) 0.316  

Missing 0  0   NEb  

      NEc  

 

 2 Event 6 (2.65) 19 (8.44) OR: 0.30 (0.12, 0.75) 0.007a  

No Event 220 (97.35) 206 (91.56) RR: 0.31 (0.13, 0.77) 0.012  

Total 226  225  ARR: -0.06 (-0.10, -0.02) 0.007  

Missing 0  0   NEb  

 

 3 Event 1 (0.44) 3 (1.33) OR: 0.33 (0.03, 3.19) 0.314a  

No Event 225 (99.56) 222 (98.67) RR: 0.33 (0.03, 3.17) 0.338  

Total 226  225  ARR: -0.01 (-0.03, 0.01) 0.313  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 226 (100.0) 225 (100.0) RR: NE (NE, NE) NE  

Total 226  225  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.44) OR: <.01 (NE, NE) 0.316a  

No Event 226 (100.0) 224 (99.56) RR: <.01 (NE, NE) NE  

Total 226  225  ARR: 0.00 (-0.01, 0.00) 0.316  

Missing 0  0   NEb  
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Table 2.17.14 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

At least one co-morbidity 1 Event 0 (0.00) 2 (0.54) OR: <.01 (NE, NE) 0.161a  

No Event 367 (100.0) 370 (99.46) RR: <.01 (NE, NE) NE  

Total 367  372  ARR: -0.01 (-0.01, 0.00) 0.156  

Missing 0  0   NEb  

 

 2 Event 11 (3.00) 25 (6.72) OR: 0.43 (0.21, 0.88) 0.018a  

No Event 356 (97.00) 347 (93.28) RR: 0.45 (0.22, 0.89) 0.022  

Total 367  372  ARR: -0.04 (-0.07, -0.01) 0.018  

Missing 0  0   0.173b  

 

 3 Event 2 (0.54) 6 (1.61) OR: 0.34 (0.07, 1.68) 0.163a  

No Event 365 (99.46) 366 (98.39) RR: 0.34 (0.07, 1.67) 0.184  

Total 367  372  ARR: -0.01 (-0.03, 0.00) 0.161  

Missing 0  0   0.202b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 367 (100.0) 372 (100.0) RR: NE (NE, NE) NE  

Total 367  372  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.27) OR: <.01 (NE, NE) 0.318a  

No Event 367 (100.0) 371 (99.73) RR: <.01 (NE, NE) NE  

Total 367  372  ARR: 0.00 (-0.01, 0.00) 0.316  

Missing 0  0   NEb  
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Table 2.17.14 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

No co-morbidity 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 46 (100.0) 49 (100.0) RR: NE (NE, NE) NE  

Total 46  49  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

      0.375c  

 

 2 Event 1 (2.17) 4 (8.16) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 45 (97.83) 45 (91.84) RR: 0.25 (0.03, 2.16) 0.206  

Total 46  49  ARR: -0.07 (-0.16, 0.03) 0.157  

Missing 0  0   0.608b  

 

 3 Event 2 (4.35) 0 (0.00) OR: NE (NE, NE) 0.058a  

No Event 44 (95.65) 49 (100.0) RR: NE (NE, NE) NE  

Total 46  49  ARR: 0.05 (-0.01, 0.11) 0.131  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 46 (100.0) 49 (100.0) RR: NE (NE, NE) NE  

Total 46  49  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 46 (100.0) 49 (100.0) RR: NE (NE, NE) NE  

Total 46  49  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.15 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL 1 Event 0 (0.00) 2 (0.71) OR: <.01 (NE, NE) 0.156a  

No Event 274 (100.0) 279 (99.29) RR: <.01 (NE, NE) NE  

Total 274  281  ARR: -0.01 (-0.02, 0.00) 0.153  

Missing 0  0   NEb  

      0.831c  

 

 2 Event 11 (4.01) 19 (6.76) OR: 0.57 (0.27, 1.23) 0.152a  

No Event 263 (95.99) 262 (93.24) RR: 0.59 (0.28, 1.22) 0.156  

Total 274  281  ARR: -0.03 (-0.07, 0.01) 0.147  

Missing 0  0   0.827b  

 

 3 Event 3 (1.09) 5 (1.78) OR: 0.59 (0.14, 2.51) 0.473a  

No Event 271 (98.91) 276 (98.22) RR: 0.59 (0.14, 2.49) 0.477  

Total 274  281  ARR: -0.01 (-0.03, 0.01) 0.470  

Missing 0  0   0.521b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 274 (100.0) 281 (100.0) RR: NE (NE, NE) NE  

Total 274  281  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 274 (100.0) 281 (100.0) RR: NE (NE, NE) NE  

Total 274  281  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.17.15 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 73 (100.0) 74 (100.0) RR: NE (NE, NE) NE  

Total 73  74  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 1 (1.37) 2 (2.70) OR: 0.37 (0.03, 4.28) 0.414a  

No Event 72 (98.63) 72 (97.30) RR: 0.39 (0.04, 4.09) 0.429  

Total 73  74  ARR: -0.02 (-0.07, 0.03) 0.423  

Missing 0  0   NEb  

 

 3 Event 1 (1.37) 1 (1.35) OR: 1.48 (0.09, 24.85) 0.787a  

No Event 72 (98.63) 73 (98.65) RR: 1.46 (0.10, 22.20) 0.786  

Total 73  74  ARR: 0.01 (-0.03, 0.04) 0.788  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 73 (100.0) 74 (100.0) RR: NE (NE, NE) NE  

Total 73  74  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 73 (100.0) 74 (100.0) RR: NE (NE, NE) NE  

Total 73  74  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.16 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Baseline zinc < 100 ug/dL 1 Event 0 (0.00) 2 (0.66) OR: <.01 (NE, NE) 0.147a  

No Event 311 (100.0) 301 (99.34) RR: <.01 (NE, NE) NE  

Total 311  303  ARR: -0.01 (-0.02, 0.00) 0.153  

Missing 0  0   NEb  

      0.421c  

 

 2 Event 10 (3.22) 20 (6.60) OR: 0.47 (0.22, 1.02) 0.054a  

No Event 301 (96.78) 283 (93.40) RR: 0.49 (0.23, 1.03) 0.060  

Total 311  303  ARR: -0.03 (-0.07, 0.00) 0.053  

Missing 0  0   0.491b  

 

 3 Event 4 (1.29) 5 (1.65) OR: 0.75 (0.20, 2.83) 0.668a  

No Event 307 (98.71) 298 (98.35) RR: 0.75 (0.20, 2.77) 0.669  

Total 311  303  ARR: 0.00 (-0.02, 0.01) 0.668  

Missing 0  0   0.663b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 311 (100.0) 303 (100.0) RR: NE (NE, NE) NE  

Total 311  303  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 311 (100.0) 303 (100.0) RR: NE (NE, NE) NE  

Total 311  303  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.16 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 33 (100.0) 38 (100.0) RR: NE (NE, NE) NE  

Total 33  38  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 2 (6.06) 1 (2.63) OR: 1.66 (0.14, 19.32) 0.686a  

No Event 31 (93.94) 37 (97.37) RR: 1.62 (0.16, 16.60) 0.685  

Total 33  38  ARR: 0.02 (-0.08, 0.12) 0.681  

Missing 0  0   0.359b  

 

 3 Event 0 (0.00) 1 (2.63) OR: <.01 (NE, NE) 0.264a  

No Event 33 (100.0) 37 (97.37) RR: <.01 (NE, NE) NE  

Total 33  38  ARR: -0.03 (-0.09, 0.03) 0.268  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 33 (100.0) 38 (100.0) RR: NE (NE, NE) NE  

Total 33  38  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 33 (100.0) 38 (100.0) RR: NE (NE, NE) NE  

Total 33  38  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.21 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Adjunctive therapy 1 Event 0 (0.00) 1 (0.48) OR: <.01 (NE, NE) 0.332a  

No Event 188 (100.0) 207 (99.52) RR: <.01 (NE, NE) NE  

Total 188  208  ARR: 0.00 (-0.01, 0.00) 0.311  

Missing 0  0   NEb  

      NEc  

 

 2 Event 7 (3.72) 18 (8.65) OR: 0.41 (0.17, 1.01) 0.047a  

No Event 181 (96.28) 190 (91.35) RR: 0.43 (0.18, 1.02) 0.055  

Total 188  208  ARR: -0.05 (-0.10, 0.00) 0.040  

Missing 0  0   0.297b  

 

 3 Event 1 (0.53) 4 (1.92) OR: 0.27 (0.03, 2.42) 0.210a  

No Event 187 (99.47) 204 (98.08) RR: 0.27 (0.03, 2.43) 0.242  

Total 188  208  ARR: -0.01 (-0.04, 0.01) 0.195  

Missing 0  0   0.372b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 188 (100.0) 208 (100.0) RR: NE (NE, NE) NE  

Total 188  208  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.48) OR: <.01 (NE, NE) 0.346a  

No Event 188 (100.0) 207 (99.52) RR: <.01 (NE, NE) NE  

Total 188  208  ARR: 0.00 (-0.01, 0.00) 0.319  

Missing 0  0   NEb  
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Table 2.17.23 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

None 1 Event 0 (0.00) 1 (0.49) OR: <.01 (NE, NE) 0.301a  

No Event 211 (100.0) 202 (99.51) RR: <.01 (NE, NE) NE  

Total 211  203  ARR: -0.01 (-0.01, 0.00) 0.313  

Missing 0  0   NEb  

      NEc  

 

 2 Event 4 (1.90) 10 (4.93) OR: 0.37 (0.11, 1.20) 0.087a  

No Event 207 (98.10) 193 (95.07) RR: 0.38 (0.12, 1.20) 0.100  

Total 211  203  ARR: -0.03 (-0.07, 0.00) 0.088  

Missing 0  0   0.502b  

 

 3 Event 2 (0.95) 2 (0.99) OR: 0.98 (0.14, 7.06) 0.986a  

No Event 209 (99.05) 201 (99.01) RR: 0.98 (0.14, 6.89) 0.986  

Total 211  203  ARR: 0.00 (-0.02, 0.02) 0.986  

Missing 0  0   0.960b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 211 (100.0) 203 (100.0) RR: NE (NE, NE) NE  

Total 211  203  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 211 (100.0) 203 (100.0) RR: NE (NE, NE) NE  

Total 211  203  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.24 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 52 (100.0) 63 (100.0) RR: NE (NE, NE) NE  

Total 52  63  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

No Event 49 (94.23) 62 (98.41) RR: 4.71 (0.33, 67.61) 0.254  

Total 52  63  ARR: 0.04 (-0.02, 0.11) 0.211  

Missing 0  0   0.227b  

 

 3 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 52 (100.0) 63 (100.0) RR: NE (NE, NE) NE  

Total 52  63  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 52 (100.0) 63 (100.0) RR: NE (NE, NE) NE  

Total 52  63  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 52 (100.0) 63 (100.0) RR: NE (NE, NE) NE  

Total 52  63  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.17.24 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

1 Event 0 (0.00) 2 (0.57) OR: <.01 (NE, NE) 0.161a  

No Event 352 (100.0) 350 (99.43) RR: <.01 (NE, NE) NE  

Total 352  352  ARR: -0.01 (-0.01, 0.00) 0.158  

Missing 0  0   NEb  

      0.020c  

 

 2 Event 9 (2.56) 28 (7.95) OR: 0.30 (0.14, 0.65) 0.001a  

No Event 343 (97.44) 324 (92.05) RR: 0.32 (0.15, 0.67) 0.002  

Total 352  352  ARR: -0.05 (-0.09, -0.02) 0.001  

Missing 0  0   0.662b  

 

 3 Event 4 (1.14) 6 (1.70) OR: 0.68 (0.19, 2.43) 0.552a  

No Event 348 (98.86) 346 (98.30) RR: 0.69 (0.20, 2.39) 0.554  

Total 352  352  ARR: -0.01 (-0.02, 0.01) 0.552  

Missing 0  0   0.387b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 352 (100.0) 352 (100.0) RR: NE (NE, NE) NE  

Total 352  352  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.28) OR: <.01 (NE, NE) 0.310a  

No Event 352 (100.0) 351 (99.72) RR: <.01 (NE, NE) NE  

Total 352  352  ARR: 0.00 (-0.01, 0.00) 0.313  

Missing 0  0   NEb  
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Table 2.17.25 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 213 (100.0) 218 (100.0) RR: NE (NE, NE) NE  

Total 213  218  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

      0.617c  

 

 2 Event 5 (2.35) 11 (5.05) OR: 0.44 (0.15, 1.30) 0.132a  

No Event 208 (97.65) 207 (94.95) RR: 0.46 (0.16, 1.30) 0.142  

Total 213  218  ARR: -0.03 (-0.06, 0.01) 0.128  

Missing 0  0   0.819b  

 

 3 Event 2 (0.94) 3 (1.38) OR: 0.68 (0.11, 4.08) 0.669a  

No Event 211 (99.06) 215 (98.62) RR: 0.68 (0.12, 3.98) 0.670  

Total 213  218  ARR: 0.00 (-0.02, 0.02) 0.668  

Missing 0  0   0.647b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 213 (100.0) 218 (100.0) RR: NE (NE, NE) NE  

Total 213  218  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 213 (100.0) 218 (100.0) RR: NE (NE, NE) NE  

Total 213  218  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.25 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 1 Event 0 (0.00) 2 (0.99) OR: <.01 (NE, NE) 0.160a  

No Event 200 (100.0) 201 (99.01) RR: <.01 (NE, NE) NE  

Total 200  203  ARR: -0.01 (-0.02, 0.00) 0.155  

Missing 0  0   NEb  

 

 2 Event 7 (3.50) 18 (8.87) OR: 0.38 (0.15, 0.92) 0.026a  

No Event 193 (96.50) 185 (91.13) RR: 0.39 (0.17, 0.93) 0.034  

Total 200  203  ARR: -0.05 (-0.10, -0.01) 0.025  

Missing 0  0   0.039b  

 

 3 Event 2 (1.00) 3 (1.48) OR: 0.66 (0.11, 4.06) 0.656a  

No Event 198 (99.00) 200 (98.52) RR: 0.67 (0.11, 3.94) 0.657  

Total 200  203  ARR: 0.00 (-0.03, 0.02) 0.654  

Missing 0  0   0.366b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 200 (100.0) 203 (100.0) RR: NE (NE, NE) NE  

Total 200  203  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.49) OR: <.01 (NE, NE) 0.323a  

No Event 200 (100.0) 202 (99.51) RR: <.01 (NE, NE) NE  

Total 200  203  ARR: 0.00 (-0.01, 0.00) 0.317  

Missing 0  0   NEb  
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Table 2.17.26 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 1 Event 0 (0.00) 1 (0.30) OR: <.01 (NE, NE) 0.336a  

No Event 335 (100.0) 335 (99.70) RR: <.01 (NE, NE) NE  

Total 335  336  ARR: 0.00 (-0.01, 0.00) 0.326  

Missing 0  0   NEb  

      0.586c  

 

 2 Event 8 (2.39) 19 (5.65) OR: 0.40 (0.17, 0.94) 0.029a  

No Event 327 (97.61) 317 (94.35) RR: 0.42 (0.19, 0.94) 0.035  

Total 335  336  ARR: -0.03 (-0.06, 0.00) 0.029  

Missing 0  0   0.712b  

 

 3 Event 2 (0.60) 5 (1.49) OR: 0.40 (0.08, 2.07) 0.257a  

No Event 333 (99.40) 331 (98.51) RR: 0.40 (0.08, 2.05) 0.273  

Total 335  336  ARR: -0.01 (-0.02, 0.01) 0.256  

Missing 0  0   0.749b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 335 (100.0) 336 (100.0) RR: NE (NE, NE) NE  

Total 335  336  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.30) OR: <.01 (NE, NE) 0.305a  

No Event 335 (100.0) 335 (99.70) RR: <.01 (NE, NE) NE  

Total 335  336  ARR: 0.00 (-0.01, 0.00) 0.310  

Missing 0  0   NEb  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.17.26 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 1 Event 0 (0.00) 1 (1.18) OR: <.01 (NE, NE) 0.357a  

No Event 78 (100.0) 84 (98.82) RR: <.01 (NE, NE) NE  

Total 78  85  ARR: -0.01 (-0.03, 0.01) 0.325  

Missing 0  0   NEb  

 

 2 Event 4 (5.13) 10 (11.76) OR: 0.41 (0.12, 1.38) 0.143a  

No Event 74 (94.87) 75 (88.24) RR: 0.44 (0.14, 1.37) 0.158  

Total 78  85  ARR: -0.06 (-0.15, 0.02) 0.131  

Missing 0  0   0.310b  

 

 3 Event 2 (2.56) 1 (1.18) OR: 2.00 (0.17, 23.21) 0.576a  

No Event 76 (97.44) 84 (98.82) RR: 1.94 (0.18, 20.35) 0.581  

Total 78  85  ARR: 0.01 (-0.03, 0.05) 0.575  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 78 (100.0) 85 (100.0) RR: NE (NE, NE) NE  

Total 78  85  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 78 (100.0) 85 (100.0) RR: NE (NE, NE) NE  

Total 78  85  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.17.27 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 1 Event 0 (0.00) 2 (0.51) OR: <.01 (NE, NE) 0.169a  

No Event 379 (100.0) 393 (99.49) RR: <.01 (NE, NE) NE  

Total 379  395  ARR: -0.01 (-0.01, 0.00) 0.158  

Missing 0  0   NEb  

      0.518c  

 

 2 Event 10 (2.64) 22 (5.57) OR: 0.46 (0.21, 0.97) 0.038a  

No Event 369 (97.36) 373 (94.43) RR: 0.47 (0.23, 0.98) 0.043  

Total 379  395  ARR: -0.03 (-0.06, 0.00) 0.036  

Missing 0  0   0.637b  

 

 3 Event 3 (0.79) 5 (1.27) OR: 0.63 (0.15, 2.66) 0.527a  

No Event 376 (99.21) 390 (98.73) RR: 0.64 (0.15, 2.61) 0.530  

Total 379  395  ARR: 0.00 (-0.02, 0.01) 0.526  

Missing 0  0   0.418b  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 379 (100.0) 395 (100.0) RR: NE (NE, NE) NE  

Total 379  395  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 1 (0.25) OR: <.01 (NE, NE) 0.317a  

No Event 379 (100.0) 394 (99.75) RR: <.01 (NE, NE) NE  

Total 379  395  ARR: 0.00 (-0.01, 0.00) 0.312  

Missing 0  0   NEb  
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Table 2.17.27 

Subgroup Analysis for Exploratory Endpoint: Worst Clinical Status Assessed Using Ordinal Scale Among Participants Who Become Hospitalized 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

1. Hospitalized, not requiring supplemental oxygen (COVID-19 related or otherwise); 2. Hospitalized, requiring supplemental oxygen; 3. Hospitalized, on 

non-invasive ventilation or high-flow oxygen devices; 4. Hospitalized, on invasive mechanical ventilation or ECMO; 5. Death. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADQS Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup Worst Clinical Status  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 1 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 34 (100.0) 26 (100.0) RR: NE (NE, NE) NE  

Total 34  26  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 2 Event 2 (5.88) 7 (26.92) OR: 0.18 (0.03, 0.97) 0.036a  

No Event 32 (94.12) 19 (73.08) RR: 0.23 (0.05, 1.09) 0.063  

Total 34  26  ARR: -0.20 (-0.38, -0.01) 0.039  

Missing 0  0   0.349b  

 

 3 Event 1 (2.94) 1 (3.85) OR: 0.56 (0.03, 10.12) 0.699a  

No Event 33 (97.06) 25 (96.15) RR: 0.59 (0.04, 8.41) 0.696  

Total 34  26  ARR: -0.02 (-0.11, 0.08) 0.707  

Missing 0  0   NEb  

 

 4 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 34 (100.0) 26 (100.0) RR: NE (NE, NE) NE  

Total 34  26  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  

 

 5 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 34 (100.0) 26 (100.0) RR: NE (NE, NE) NE  

Total 34  26  ARR: NE (NE, NE) NE  

Missing 0  0   NEb  
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Table 2.18.1.1 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 13 (3.57) 33 (8.94) OR: 0.38 (0.20, 0.73) 0.003a  

  Disease under study (including COVID-19 

complications) 

11 (3.02) 30 (8.13) RR: 0.40 (0.21, 0.75) 0.004  

  Adverse event (unrelated to COVID-19) 0 (0.00) 2 (0.54) ARR: 0.05 (0.02, 0.09) 0.002  

  Admission for only isolation purpose 2 (0.55) 0 (0.00)  0.361b  

  Other 0 (0.00) 1 (0.27)  0.183c  

No Event 351 (96.43) 336 (91.06)    

Total 364  369     
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Table 2.18.1.1 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 9 (18.37) 11 (21.15) OR: 0.86 (0.33, 2.22) 0.742a  

  Disease under study (including COVID-19 

complications) 

6 (12.24) 10 (19.23) RR: 0.88 (0.40, 1.92) 0.744  

  Adverse event (unrelated to COVID-19) 3 (6.12) 1 (1.92) ARR: 0.03 (-0.13, 0.19) 0.747  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.025b  

  Other 0 (0.00) 0 (0.00)    

No Event 40 (81.63) 41 (78.85)    

Total 49  52     
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Table 2.18.1.2 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 16 (4.05) 42 (10.22) OR: 0.37 (0.21, 0.67) 0.001a  

  Disease under study (including COVID-19 

complications) 

13 (3.29) 38 (9.25) RR: 0.40 (0.23, 0.69) 0.001  

  Adverse event (unrelated to COVID-19) 1 (0.25) 3 (0.73) ARR: 0.06 (0.03, 0.10) 0.001  

  Admission for only isolation purpose 2 (0.51) 0 (0.00)  0.084b  

  Other 0 (0.00) 1 (0.24)  0.075c  

No Event 379 (95.95) 369 (89.78)    

Total 395  411     
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Table 2.18.1.2 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (33.33) 2 (20.00) OR: 1.67 (0.30, 9.23) 0.532a  

  Disease under study (including COVID-19 

complications) 

4 (22.22) 2 (20.00) RR: 1.49 (0.42, 5.25) 0.535  

  Adverse event (unrelated to COVID-19) 2 (11.11) 0 (0.00) ARR: -0.12 (-0.49, 0.25) 0.538  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.049b  

  Other 0 (0.00) 0 (0.00)    

No Event 12 (66.67) 8 (80.00)    

Total 18  10     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.18.1.3 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 19 (4.70) 43 (10.34) OR: 0.43 (0.25, 0.75) 0.002a  

  Disease under study (including COVID-19 

complications) 

15 (3.71) 39 (9.38) RR: 0.46 (0.27, 0.77) 0.003  

  Adverse event (unrelated to COVID-19) 2 (0.50) 3 (0.72) ARR: 0.06 (0.02, 0.09) 0.002  

  Admission for only isolation purpose 2 (0.50) 0 (0.00)  0.193b  

  Other 0 (0.00) 1 (0.24)  0.237c  

No Event 385 (95.30) 373 (89.66)    

Total 404  416     
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Table 2.18.1.3 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

  Disease under study (including COVID-19 

complications) 

2 (22.22) 1 (20.00) RR: 1.60 (0.15, 16.83) 0.695  

  Adverse event (unrelated to COVID-19) 1 (11.11) 0 (0.00) ARR: -0.12 (-0.65, 0.42) 0.668  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.025b  

  Other 0 (0.00) 0 (0.00)    

No Event 6 (66.67) 4 (80.00)    

Total 9  5     
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Table 2.18.1.4 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 11 (5.88) 27 (12.56) OR: 0.47 (0.23, 0.96) 0.031a  

  Disease under study (including COVID-19 

complications) 

8 (4.28) 23 (10.70) RR: 0.49 (0.25, 0.96) 0.037  

  Adverse event (unrelated to COVID-19) 2 (1.07) 3 (1.40) ARR: 0.06 (0.01, 0.12) 0.029  

  Admission for only isolation purpose 1 (0.53) 0 (0.00)  0.026b  

  Other 0 (0.00) 1 (0.47)  0.624c  

No Event 176 (94.12) 188 (87.44)    

Total 187  215     
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Table 2.18.1.4 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 11 (4.87) 17 (8.25) OR: 0.58 (0.26, 1.27) 0.172a  

  Disease under study (including COVID-19 

complications) 

9 (3.98) 17 (8.25) RR: 0.60 (0.29, 1.25) 0.175  

  Adverse event (unrelated to COVID-19) 1 (0.44) 0 (0.00) ARR: 0.03 (-0.01, 0.08) 0.173  

  Admission for only isolation purpose 1 (0.44) 0 (0.00)  0.958b  

  Other 0 (0.00) 0 (0.00)    

No Event 215 (95.13) 189 (91.75)    

Total 226  206     
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Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

  Disease under study (including COVID-19 

complications) 

2 (2.06) 14 (12.39) RR: 0.16 (0.03, 0.75) 0.020  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.10 (0.03, 0.17) 0.003  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.237b  

  Other 0 (0.00) 0 (0.00)  0.305c  

No Event 95 (97.94) 99 (87.61)    

Total 97  113     
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Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 2 (20.00) 1 (11.11) OR: 1.33 (0.10, 17.96) 0.838a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 1 (11.11) RR: 1.29 (0.12, 13.38) 0.833  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.04 (-0.40, 0.32) 0.825  

  Admission for only isolation purpose 2 (20.00) 0 (0.00)  0.371b  

  Other 0 (0.00) 0 (0.00)    

No Event 8 (80.00) 8 (88.89)    

Total 10  9     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 5 

Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

  Disease under study (including COVID-19 

complications) 

1 (6.25) 1 (5.00) RR: 1.25 (0.07, 21.21) 0.875  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.01 (-0.17, 0.14) 0.875  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.150b  

  Other 0 (0.00) 0 (0.00)    

No Event 15 (93.75) 19 (95.00)    

Total 16  20     
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Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

  Disease under study (including COVID-19 

complications) 

1 (5.00) 3 (14.29) RR: 0.33 (0.04, 2.57) 0.287  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.11 (-0.08, 0.30) 0.268  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.354b  

  Other 0 (0.00) 0 (0.00)    

No Event 19 (95.00) 18 (85.71)    

Total 20  21     
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Table 2.18.1.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 16 (5.93) 25 (9.69) OR: 0.60 (0.31, 1.14) 0.114a  

  Disease under study (including COVID-19 

complications) 

13 (4.81) 21 (8.14) RR: 0.62 (0.34, 1.13) 0.118  

  Adverse event (unrelated to COVID-19) 3 (1.11) 3 (1.16) ARR: 0.04 (-0.01, 0.08) 0.117  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.198b  

  Other 0 (0.00) 1 (0.39)    

No Event 254 (94.07) 233 (90.31)    

Total 270  258     
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Table 2.18.1.6 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 9 (4.04) 28 (11.97) OR: 0.31 (0.14, 0.67) 0.002a  

  Disease under study (including COVID-19 

complications) 

8 (3.59) 26 (11.11) RR: 0.33 (0.16, 0.70) 0.004  

  Adverse event (unrelated to COVID-19) 1 (0.45) 2 (0.85) ARR: 0.08 (0.03, 0.13) 0.002  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.186b  

  Other 0 (0.00) 0 (0.00)  0.090c  

No Event 214 (95.96) 206 (88.03)    

Total 223  234     
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Table 2.18.1.6 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 13 (6.84) 16 (8.56) OR: 0.80 (0.37, 1.69) 0.551a  

  Disease under study (including COVID-19 

complications) 

9 (4.74) 14 (7.49) RR: 0.81 (0.40, 1.62) 0.551  

  Adverse event (unrelated to COVID-19) 2 (1.05) 1 (0.53) ARR: 0.02 (-0.04, 0.07) 0.555  

  Admission for only isolation purpose 2 (1.05) 0 (0.00)  0.250b  

  Other 0 (0.00) 1 (0.53)    

No Event 177 (93.16) 171 (91.44)    

Total 190  187     
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Table 2.18.1.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 3 (4.76) 2 (5.41) OR: 1.12 (0.18, 6.95) 0.904a  

  Disease under study (including COVID-19 

complications) 

3 (4.76) 2 (5.41) RR: 1.11 (0.21, 5.89) 0.903  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.01 (-0.10, 0.09) 0.904  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.463b  

  Other 0 (0.00) 0 (0.00)  0.289c  

No Event 60 (95.24) 35 (94.59)    

Total 63  37     
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Table 2.18.1.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 11 (6.36) 15 (8.47) OR: 0.74 (0.33, 1.65) 0.457a  

  Disease under study (including COVID-19 

complications) 

9 (5.20) 13 (7.34) RR: 0.76 (0.36, 1.58) 0.458  

  Adverse event (unrelated to COVID-19) 2 (1.16) 1 (0.56) ARR: 0.02 (-0.03, 0.08) 0.460  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.268b  

  Other 0 (0.00) 1 (0.56)    

No Event 162 (93.64) 162 (91.53)    

Total 173  177     
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Table 2.18.1.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 8 (4.52) 27 (13.04) OR: 0.32 (0.14, 0.72) 0.005a  

  Disease under study (including COVID-19 

complications) 

5 (2.82) 25 (12.08) RR: 0.35 (0.16, 0.76) 0.008  

  Adverse event (unrelated to COVID-19) 1 (0.56) 2 (0.97) ARR: 0.08 (0.03, 0.14) 0.003  

  Admission for only isolation purpose 2 (1.13) 0 (0.00)  0.249b  

  Other 0 (0.00) 0 (0.00)    

No Event 169 (95.48) 180 (86.96)    

Total 177  207     
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Table 2.18.1.8 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 10 (3.92) 30 (11.86) OR: 0.30 (0.15, 0.64) 0.001a  

  Disease under study (including COVID-19 

complications) 

8 (3.14) 29 (11.46) RR: 0.33 (0.17, 0.66) 0.002  

  Adverse event (unrelated to COVID-19) 1 (0.39) 1 (0.40) ARR: 0.08 (0.03, 0.13) 0.001  

  Admission for only isolation purpose 1 (0.39) 0 (0.00)  0.986b  

  Other 0 (0.00) 0 (0.00)  0.047c  

No Event 245 (96.08) 223 (88.14)    

Total 255  253     
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Table 2.18.1.8 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 12 (7.59) 14 (8.33) OR: 0.90 (0.40, 2.02) 0.805a  

  Disease under study (including COVID-19 

complications) 

9 (5.70) 11 (6.55) RR: 0.91 (0.43, 1.92) 0.805  

  Adverse event (unrelated to COVID-19) 2 (1.27) 2 (1.19) ARR: 0.01 (-0.05, 0.07) 0.804  

  Admission for only isolation purpose 1 (0.63) 0 (0.00)  0.175b  

  Other 0 (0.00) 1 (0.60)    

No Event 146 (92.41) 154 (91.67)    

Total 158  168     
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Table 2.18.1.9 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

  Disease under study (including COVID-19 

complications) 

1 (1.10) 8 (9.52) RR: 0.12 (0.02, 0.90) 0.039  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.08 (0.02, 0.15) 0.013  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.636b  

  Other 0 (0.00) 0 (0.00)  0.093c  

No Event 90 (98.90) 76 (90.48)    

Total 91  84     
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Table 2.18.1.9 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 21 (6.52) 36 (10.68) OR: 0.58 (0.33, 1.02) 0.057a  

  Disease under study (including COVID-19 

complications) 

16 (4.97) 32 (9.50) RR: 0.61 (0.36, 1.02) 0.060  

  Adverse event (unrelated to COVID-19) 3 (0.93) 3 (0.89) ARR: 0.04 (0.00, 0.08) 0.055  

  Admission for only isolation purpose 2 (0.62) 0 (0.00)  0.234b  

  Other 0 (0.00) 1 (0.30)    

No Event 301 (93.48) 301 (89.32)    

Total 322  337     
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Table 2.18.1.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

  Disease under study (including COVID-19 

complications) 

1 (1.10) 8 (9.52) RR: 0.12 (0.02, 0.90) 0.039  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.08 (0.02, 0.15) 0.013  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.636b  

  Other 0 (0.00) 0 (0.00)  0.096c  

No Event 90 (98.90) 76 (90.48)    

Total 91  84     
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Table 2.18.1.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 3 (3.66) 11 (14.67) OR: 0.22 (0.06, 0.81) 0.015a  

  Disease under study (including COVID-19 

complications) 

2 (2.44) 10 (13.33) RR: 0.24 (0.07, 0.85) 0.027  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (1.33) ARR: 0.11 (0.02, 0.20) 0.015  

  Admission for only isolation purpose 1 (1.22) 0 (0.00)  0.656b  

  Other 0 (0.00) 0 (0.00)    

No Event 79 (96.34) 64 (85.33)    

Total 82  75     
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Table 2.18.1.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 6 (7.32) 11 (11.70) OR: 0.60 (0.21, 1.69) 0.328a  

  Disease under study (including COVID-19 

complications) 

5 (6.10) 11 (11.70) RR: 0.63 (0.24, 1.62) 0.332  

  Adverse event (unrelated to COVID-19) 1 (1.22) 0 (0.00) ARR: 0.04 (-0.04, 0.13) 0.318  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.600b  

  Other 0 (0.00) 0 (0.00)    

No Event 76 (92.68) 83 (88.30)    

Total 82  94     
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Table 2.18.1.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 12 (7.59) 14 (8.33) OR: 0.90 (0.40, 2.02) 0.805a  

  Disease under study (including COVID-19 

complications) 

9 (5.70) 11 (6.55) RR: 0.91 (0.43, 1.92) 0.805  

  Adverse event (unrelated to COVID-19) 2 (1.27) 2 (1.19) ARR: 0.01 (-0.05, 0.07) 0.804  

  Admission for only isolation purpose 1 (0.63) 0 (0.00)  0.175b  

  Other 0 (0.00) 1 (0.60)    

No Event 146 (92.41) 154 (91.67)    

Total 158  168     
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Table 2.18.1.11 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 21 (5.66) 39 (10.32) OR: 0.52 (0.30, 0.91) 0.019a  

  Disease under study (including COVID-19 

complications) 

16 (4.31) 36 (9.52) RR: 0.55 (0.33, 0.92) 0.022  

  Adverse event (unrelated to COVID-19) 3 (0.81) 3 (0.79) ARR: 0.05 (0.01, 0.09) 0.019  

  Admission for only isolation purpose 2 (0.54) 0 (0.00)  0.029b  

  Other 0 (0.00) 0 (0.00)  0.354c  

No Event 350 (94.34) 339 (89.68)    

Total 371  378     
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Table 2.18.1.11 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 5 (11.63) OR: 0.18 (0.02, 1.66) 0.100a  

  Disease under study (including COVID-19 

complications) 

1 (2.38) 4 (9.30) RR: 0.20 (0.02, 1.71) 0.142  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.09 (-0.01, 0.20) 0.087  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.465b  

  Other 0 (0.00) 1 (2.33)    

No Event 41 (97.62) 38 (88.37)    

Total 42  43     
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Table 2.18.1.12 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 9 (3.98) 27 (12.00) OR: 0.30 (0.14, 0.66) 0.002a  

  Disease under study (including COVID-19 

complications) 

7 (3.10) 26 (11.56) RR: 0.33 (0.16, 0.69) 0.003  

  Adverse event (unrelated to COVID-19) 1 (0.44) 1 (0.44) ARR: 0.08 (0.03, 0.13) 0.002  

  Admission for only isolation purpose 1 (0.44) 0 (0.00)  NEb  

  Other 0 (0.00) 0 (0.00)  NEc  

No Event 217 (96.02) 198 (88.00)    

Total 226  225     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.18.1.14 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 19 (5.18) 39 (10.48) OR: 0.47 (0.27, 0.83) 0.007a  

  Disease under study (including COVID-19 

complications) 

14 (3.81) 36 (9.68) RR: 0.49 (0.29, 0.84) 0.009  

  Adverse event (unrelated to COVID-19) 3 (0.82) 3 (0.81) ARR: 0.05 (0.01, 0.09) 0.007  

  Admission for only isolation purpose 2 (0.54) 0 (0.00)  0.036b  

  Other 0 (0.00) 0 (0.00)  0.735c  

No Event 348 (94.82) 333 (89.52)    

Total 367  372     
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Table 2.18.1.14 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 5 (10.20) OR: 0.63 (0.15, 2.76) 0.506a  

  Disease under study (including COVID-19 

complications) 

3 (6.52) 4 (8.16) RR: 0.64 (0.17, 2.42) 0.512  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.04 (-0.08, 0.16) 0.528  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.013b  

  Other 0 (0.00) 1 (2.04)    

No Event 43 (93.48) 44 (89.80)    

Total 46  49     
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Table 2.18.1.15 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 17 (6.20) 30 (10.68) OR: 0.55 (0.29, 1.02) 0.056a  

  Disease under study (including COVID-19 

complications) 

14 (5.11) 28 (9.96) RR: 0.57 (0.32, 1.02) 0.060  

  Adverse event (unrelated to COVID-19) 1 (0.36) 1 (0.36) ARR: 0.05 (0.00, 0.09) 0.053  

  Admission for only isolation purpose 2 (0.73) 0 (0.00)  0.582b  

  Other 0 (0.00) 1 (0.36)  0.493c  

No Event 257 (93.80) 251 (89.32)    

Total 274  281     
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Table 2.18.1.15 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (4.11) 3 (4.05) OR: 0.95 (0.19, 4.90) 0.953a  

  Disease under study (including COVID-19 

complications) 

2 (2.74) 3 (4.05) RR: 0.95 (0.20, 4.48) 0.953  

  Adverse event (unrelated to COVID-19) 1 (1.37) 0 (0.00) ARR: 0.00 (-0.06, 0.07) 0.953  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.706b  

  Other 0 (0.00) 0 (0.00)    

No Event 70 (95.89) 71 (95.95)    

Total 73  74     
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Table 2.18.1.16 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 18 (5.79) 31 (10.23) OR: 0.54 (0.29, 0.98) 0.042a  

  Disease under study (including COVID-19 

complications) 

14 (4.50) 29 (9.57) RR: 0.56 (0.32, 0.99) 0.046  

  Adverse event (unrelated to COVID-19) 2 (0.64) 1 (0.33) ARR: 0.04 (0.00, 0.09) 0.041  

  Admission for only isolation purpose 2 (0.64) 0 (0.00)  0.325b  

  Other 0 (0.00) 1 (0.33)  0.468c  

No Event 293 (94.21) 272 (89.77)    

Total 311  303     
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Table 2.18.1.16 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (6.06) 2 (5.26) OR: 0.80 (0.10, 6.07) 0.826a  

  Disease under study (including COVID-19 

complications) 

2 (6.06) 2 (5.26) RR: 0.81 (0.12, 5.28) 0.825  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.01 (-0.10, 0.12) 0.825  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.216b  

  Other 0 (0.00) 0 (0.00)    

No Event 31 (93.94) 36 (94.74)    

Total 33  38     
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Table 2.18.1.21 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 11 (5.85) 27 (12.98) OR: 0.42 (0.20, 0.88) 0.019a  

  Disease under study (including COVID-19 

complications) 

8 (4.26) 24 (11.54) RR: 0.45 (0.23, 0.90) 0.024  

  Adverse event (unrelated to COVID-19) 1 (0.53) 2 (0.96) ARR: 0.07 (0.01, 0.13) 0.016  

  Admission for only isolation purpose 2 (1.06) 0 (0.00)  0.425b  

  Other 0 (0.00) 1 (0.48)  NEc  

No Event 177 (94.15) 181 (87.02)    

Total 188  208     
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Table 2.18.1.23 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 9 (4.27) 15 (7.39) OR: 0.57 (0.24, 1.32) 0.183a  

  Disease under study (including COVID-19 

complications) 

7 (3.32) 14 (6.90) RR: 0.59 (0.26, 1.30) 0.189  

  Adverse event (unrelated to COVID-19) 2 (0.95) 1 (0.49) ARR: 0.03 (-0.01, 0.08) 0.186  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.112b  

  Other 0 (0.00) 0 (0.00)  NEc  

No Event 202 (95.73) 188 (92.61)    

Total 211  203     
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Table 2.18.1.24 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

  Disease under study (including COVID-19 

complications) 

3 (5.77) 1 (1.59) RR: 4.71 (0.33, 67.61) 0.254  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.04 (-0.11, 0.02) 0.211  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.227b  

  Other 0 (0.00) 0 (0.00)  0.032c  

No Event 49 (94.23) 62 (98.41)    

Total 52  63     
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Table 2.18.1.24 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 19 (5.40) 43 (12.22) OR: 0.41 (0.24, 0.73) 0.001a  

  Disease under study (including COVID-19 

complications) 

14 (3.98) 39 (11.08) RR: 0.44 (0.27, 0.75) 0.002  

  Adverse event (unrelated to COVID-19) 3 (0.85) 3 (0.85) ARR: 0.07 (0.03, 0.11) 0.001  

  Admission for only isolation purpose 2 (0.57) 0 (0.00)  0.184b  

  Other 0 (0.00) 1 (0.28)    

No Event 333 (94.60) 309 (87.78)    

Total 352  352     
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Table 2.18.1.25 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (4.23) 16 (7.34) OR: 0.55 (0.24, 1.28) 0.162a  

  Disease under study (including COVID-19 

complications) 

7 (3.29) 15 (6.88) RR: 0.57 (0.26, 1.26) 0.167  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.03 (-0.01, 0.08) 0.158  

  Admission for only isolation purpose 2 (0.94) 0 (0.00)  0.979b  

  Other 0 (0.00) 1 (0.46)  0.654c  

No Event 204 (95.77) 202 (92.66)    

Total 213  218     
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Table 2.18.1.25 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 13 (6.50) 28 (13.79) OR: 0.44 (0.22, 0.87) 0.016a  

  Disease under study (including COVID-19 

complications) 

10 (5.00) 25 (12.32) RR: 0.47 (0.25, 0.89) 0.019  

  Adverse event (unrelated to COVID-19) 3 (1.50) 3 (1.48) ARR: 0.07 (0.01, 0.13) 0.015  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.012b  

  Other 0 (0.00) 0 (0.00)    

No Event 187 (93.50) 175 (86.21)    

Total 200  203     
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Table 2.18.1.26 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 13 (3.88) 29 (8.63) OR: 0.43 (0.22, 0.84) 0.011a  

  Disease under study (including COVID-19 

complications) 

11 (3.28) 27 (8.04) RR: 0.45 (0.24, 0.85) 0.014  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (0.30) ARR: 0.05 (0.01, 0.08) 0.011  

  Admission for only isolation purpose 2 (0.60) 0 (0.00)  0.343b  

  Other 0 (0.00) 1 (0.30)  0.534c  

No Event 322 (96.12) 307 (91.37)    

Total 335  336     
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Table 2.18.1.26 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 9 (11.54) 15 (17.65) OR: 0.61 (0.25, 1.48) 0.270a  

  Disease under study (including COVID-19 

complications) 

6 (7.69) 13 (15.29) RR: 0.65 (0.29, 1.42) 0.279  

  Adverse event (unrelated to COVID-19) 3 (3.85) 2 (2.35) ARR: 0.06 (-0.05, 0.17) 0.263  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.069b  

  Other 0 (0.00) 0 (0.00)    

No Event 69 (88.46) 70 (82.35)    

Total 78  85     
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Table 2.18.1.27 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 17 (4.49) 36 (9.11) OR: 0.47 (0.26, 0.85) 0.011a  

  Disease under study (including COVID-19 

complications) 

14 (3.69) 32 (8.10) RR: 0.49 (0.28, 0.86) 0.013  

  Adverse event (unrelated to COVID-19) 1 (0.26) 3 (0.76) ARR: 0.05 (0.01, 0.08) 0.010  

  Admission for only isolation purpose 2 (0.53) 0 (0.00)  0.229b  

  Other 0 (0.00) 1 (0.25)  0.791c  

No Event 362 (95.51) 359 (90.89)    

Total 379  395     
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Table 2.18.1.27 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 5 (14.71) 8 (30.77) OR: 0.38 (0.11, 1.37) 0.136a  

  Disease under study (including COVID-19 

complications) 

3 (8.82) 8 (30.77) RR: 0.45 (0.15, 1.35) 0.155  

  Adverse event (unrelated to COVID-19) 2 (5.88) 0 (0.00) ARR: 0.16 (-0.05, 0.38) 0.137  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.088b  

  Other 0 (0.00) 0 (0.00)    

No Event 29 (85.29) 18 (69.23)    

Total 34  26     
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Table 2.18.2.1 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 18 (4.95) 36 (9.76) OR: 0.48 (0.27, 0.86) 0.013a  

  Disease under study (including COVID-19 

complications) 

12 (3.30) 30 (8.13) RR: 0.51 (0.29, 0.88) 0.015  

  Adverse event (unrelated to COVID-19) 5 (1.37) 6 (1.63) ARR: 0.05 (0.01, 0.09) 0.012  

  Admission for only isolation purpose 2 (0.55) 0 (0.00)  0.361b  

  Other 0 (0.00) 1 (0.27)  0.311c  

No Event 346 (95.05) 333 (90.24)    

Total 364  369     
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Table 2.18.2.1 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 10 (20.41) 12 (23.08) OR: 0.86 (0.34, 2.16) 0.744a  

  Disease under study (including COVID-19 

complications) 

6 (12.24) 10 (19.23) RR: 0.89 (0.42, 1.85) 0.746  

  Adverse event (unrelated to COVID-19) 4 (8.16) 2 (3.85) ARR: 0.03 (-0.14, 0.19) 0.749  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.030b  

  Other 0 (0.00) 0 (0.00)    

No Event 39 (79.59) 40 (76.92)    

Total 49  52     
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Table 2.18.2.2 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 22 (5.57) 46 (11.19) OR: 0.47 (0.28, 0.80) 0.004a  

  Disease under study (including COVID-19 

complications) 

14 (3.54) 38 (9.25) RR: 0.50 (0.31, 0.81) 0.005  

  Adverse event (unrelated to COVID-19) 7 (1.77) 8 (1.95) ARR: 0.06 (0.02, 0.09) 0.004  

  Admission for only isolation purpose 2 (0.51) 0 (0.00)  0.124b  

  Other 0 (0.00) 1 (0.24)  0.124c  

No Event 373 (94.43) 365 (88.81)    

Total 395  411     
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Table 2.18.2.2 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (33.33) 2 (20.00) OR: 1.67 (0.30, 9.23) 0.532a  

  Disease under study (including COVID-19 

complications) 

4 (22.22) 2 (20.00) RR: 1.49 (0.42, 5.25) 0.535  

  Adverse event (unrelated to COVID-19) 2 (11.11) 0 (0.00) ARR: -0.12 (-0.49, 0.25) 0.538  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.049b  

  Other 0 (0.00) 0 (0.00)    

No Event 12 (66.67) 8 (80.00)    

Total 18  10     
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Table 2.18.2.3 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 25 (6.19) 47 (11.30) OR: 0.52 (0.31, 0.86) 0.010a  

  Disease under study (including COVID-19 

complications) 

16 (3.96) 39 (9.38) RR: 0.55 (0.34, 0.87) 0.011  

  Adverse event (unrelated to COVID-19) 8 (1.98) 8 (1.92) ARR: 0.05 (0.01, 0.09) 0.009  

  Admission for only isolation purpose 2 (0.50) 0 (0.00)  0.219b  

  Other 0 (0.00) 1 (0.24)  0.302c  

No Event 379 (93.81) 369 (88.70)    

Total 404  416     
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Table 2.18.2.3 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

  Disease under study (including COVID-19 

complications) 

2 (22.22) 1 (20.00) RR: 1.60 (0.15, 16.83) 0.695  

  Adverse event (unrelated to COVID-19) 1 (11.11) 0 (0.00) ARR: -0.12 (-0.65, 0.42) 0.668  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.025b  

  Other 0 (0.00) 0 (0.00)    

No Event 6 (66.67) 4 (80.00)    

Total 9  5     
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Table 2.18.2.4 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 13 (6.95) 30 (13.95) OR: 0.49 (0.25, 0.96) 0.033a  

  Disease under study (including COVID-19 

complications) 

8 (4.28) 23 (10.70) RR: 0.52 (0.28, 0.97) 0.038  

  Adverse event (unrelated to COVID-19) 4 (2.14) 6 (2.79) ARR: 0.07 (0.01, 0.13) 0.030  

  Admission for only isolation purpose 1 (0.53) 0 (0.00)  0.026b  

  Other 0 (0.00) 1 (0.47)  0.342c  

No Event 174 (93.05) 185 (86.05)    

Total 187  215     
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Table 2.18.2.4 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 15 (6.64) 18 (8.74) OR: 0.75 (0.37, 1.54) 0.442a  

  Disease under study (including COVID-19 

complications) 

10 (4.42) 17 (8.25) RR: 0.77 (0.40, 1.49) 0.442  

  Adverse event (unrelated to COVID-19) 5 (2.21) 2 (0.97) ARR: 0.02 (-0.03, 0.07) 0.442  

  Admission for only isolation purpose 1 (0.44) 0 (0.00)  0.964b  

  Other 0 (0.00) 0 (0.00)    

No Event 211 (93.36) 188 (91.26)    

Total 226  206     
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Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

  Disease under study (including COVID-19 

complications) 

2 (2.06) 14 (12.39) RR: 0.16 (0.03, 0.75) 0.020  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.10 (0.03, 0.17) 0.003  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.237b  

  Other 0 (0.00) 0 (0.00)  0.219c  

No Event 95 (97.94) 99 (87.61)    

Total 97  113     
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Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 2 (20.00) 1 (11.11) OR: 1.33 (0.10, 17.96) 0.838a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 1 (11.11) RR: 1.29 (0.12, 13.38) 0.833  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.04 (-0.40, 0.32) 0.825  

  Admission for only isolation purpose 2 (20.00) 0 (0.00)  0.371b  

  Other 0 (0.00) 0 (0.00)    

No Event 8 (80.00) 8 (88.89)    

Total 10  9     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 5 

Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 3 (15.00) OR: 0.42 (0.04, 4.04) 0.428a  

  Disease under study (including COVID-19 

complications) 

1 (6.25) 1 (5.00) RR: 0.42 (0.04, 4.20) 0.459  

  Adverse event (unrelated to COVID-19) 0 (0.00) 2 (10.00) ARR: 0.09 (-0.12, 0.29) 0.413  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.044b  

  Other 0 (0.00) 0 (0.00)    

No Event 15 (93.75) 17 (85.00)    

Total 16  20     
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Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

  Disease under study (including COVID-19 

complications) 

1 (5.00) 3 (14.29) RR: 0.33 (0.04, 2.57) 0.287  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (4.76) ARR: 0.11 (-0.08, 0.30) 0.268  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.354b  

  Other 0 (0.00) 0 (0.00)    

No Event 19 (95.00) 18 (85.71)    

Total 20  21     
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Table 2.18.2.5 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 22 (8.15) 27 (10.47) OR: 0.77 (0.43, 1.39) 0.380a  

  Disease under study (including COVID-19 

complications) 

14 (5.19) 21 (8.14) RR: 0.79 (0.46, 1.34) 0.381  

  Adverse event (unrelated to COVID-19) 9 (3.33) 5 (1.94) ARR: 0.02 (-0.03, 0.07) 0.382  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.290b  

  Other 0 (0.00) 1 (0.39)    

No Event 248 (91.85) 231 (89.53)    

Total 270  258     
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Table 2.18.2.6 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 12 (5.38) 29 (12.39) OR: 0.40 (0.20, 0.82) 0.010a  

  Disease under study (including COVID-19 

complications) 

8 (3.59) 26 (11.11) RR: 0.43 (0.22, 0.84) 0.013  

  Adverse event (unrelated to COVID-19) 4 (1.79) 4 (1.71) ARR: 0.07 (0.02, 0.12) 0.008  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.209b  

  Other 0 (0.00) 0 (0.00)  0.161c  

No Event 211 (94.62) 205 (87.61)    

Total 223  234     
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Table 2.18.2.6 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 16 (8.42) 19 (10.16) OR: 0.82 (0.41, 1.64) 0.566a  

  Disease under study (including COVID-19 

complications) 

10 (5.26) 14 (7.49) RR: 0.83 (0.45, 1.56) 0.565  

  Adverse event (unrelated to COVID-19) 5 (2.63) 4 (2.14) ARR: 0.02 (-0.04, 0.08) 0.569  

  Admission for only isolation purpose 2 (1.05) 0 (0.00)  0.261b  

  Other 0 (0.00) 1 (0.53)    

No Event 174 (91.58) 168 (89.84)    

Total 190  187     
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Table 2.18.2.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 4 (6.35) 3 (8.11) OR: 0.89 (0.19, 4.13) 0.877a  

  Disease under study (including COVID-19 

complications) 

3 (4.76) 2 (5.41) RR: 0.89 (0.22, 3.58) 0.875  

  Adverse event (unrelated to COVID-19) 1 (1.59) 1 (2.70) ARR: 0.01 (-0.10, 0.12) 0.880  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.383b  

  Other 0 (0.00) 0 (0.00)  0.330c  

No Event 59 (93.65) 34 (91.89)    

Total 63  37     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 3 

Table 2.18.2.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 14 (8.09) 17 (9.60) OR: 0.83 (0.40, 1.74) 0.624a  

  Disease under study (including COVID-19 

complications) 

10 (5.78) 13 (7.34) RR: 0.85 (0.43, 1.65) 0.624  

  Adverse event (unrelated to COVID-19) 5 (2.89) 3 (1.69) ARR: 0.01 (-0.05, 0.08) 0.626  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.322b  

  Other 0 (0.00) 1 (0.56)    

No Event 159 (91.91) 160 (90.40)    

Total 173  177     
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Table 2.18.2.7 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 10 (5.65) 28 (13.53) OR: 0.39 (0.18, 0.83) 0.012a  

  Disease under study (including COVID-19 

complications) 

5 (2.82) 25 (12.08) RR: 0.42 (0.21, 0.85) 0.016  

  Adverse event (unrelated to COVID-19) 3 (1.69) 4 (1.93) ARR: 0.08 (0.02, 0.13) 0.009  

  Admission for only isolation purpose 2 (1.13) 0 (0.00)  0.201b  

  Other 0 (0.00) 0 (0.00)    

No Event 167 (94.35) 179 (86.47)    

Total 177  207     
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Table 2.18.2.8 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 14 (5.49) 33 (13.04) OR: 0.39 (0.20, 0.74) 0.003a  

  Disease under study (including COVID-19 

complications) 

8 (3.14) 29 (11.46) RR: 0.42 (0.23, 0.77) 0.005  

  Adverse event (unrelated to COVID-19) 5 (1.96) 4 (1.58) ARR: 0.08 (0.03, 0.13) 0.003  

  Admission for only isolation purpose 1 (0.39) 0 (0.00)  0.816b  

  Other 0 (0.00) 0 (0.00)  0.064c  

No Event 241 (94.51) 220 (86.96)    

Total 255  253     
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Table 2.18.2.8 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 14 (8.86) 15 (8.93) OR: 0.99 (0.46, 2.12) 0.980a  

  Disease under study (including COVID-19 

complications) 

10 (6.33) 11 (6.55) RR: 0.99 (0.49, 1.99) 0.980  

  Adverse event (unrelated to COVID-19) 4 (2.53) 4 (2.38) ARR: 0.00 (-0.06, 0.06) 0.979  

  Admission for only isolation purpose 1 (0.63) 0 (0.00)  0.159b  

  Other 0 (0.00) 1 (0.60)    

No Event 144 (91.14) 153 (91.07)    

Total 158  168     
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Table 2.18.2.9 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.10) 9 (10.71) OR: 0.10 (0.01, 0.76) 0.007a  

  Disease under study (including COVID-19 

complications) 

1 (1.10) 8 (9.52) RR: 0.11 (0.01, 0.79) 0.029  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (1.19) ARR: 0.10 (0.03, 0.17) 0.007  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.659b  

  Other 0 (0.00) 0 (0.00)  0.038c  

No Event 90 (98.90) 75 (89.29)    

Total 91  84     
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Table 2.18.2.9 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 27 (8.39) 39 (11.57) OR: 0.70 (0.42, 1.17) 0.166a  

  Disease under study (including COVID-19 

complications) 

17 (5.28) 32 (9.50) RR: 0.72 (0.45, 1.15) 0.169  

  Adverse event (unrelated to COVID-19) 9 (2.80) 7 (2.08) ARR: 0.03 (-0.01, 0.08) 0.164  

  Admission for only isolation purpose 2 (0.62) 0 (0.00)  0.308b  

  Other 0 (0.00) 1 (0.30)    

No Event 295 (91.61) 298 (88.43)    

Total 322  337     
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Table 2.18.2.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 1 (1.10) 9 (10.71) OR: 0.10 (0.01, 0.76) 0.007a  

  Disease under study (including COVID-19 

complications) 

1 (1.10) 8 (9.52) RR: 0.11 (0.01, 0.79) 0.029  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (1.19) ARR: 0.10 (0.03, 0.17) 0.007  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.659b  

  Other 0 (0.00) 0 (0.00)  0.092c  

No Event 90 (98.90) 75 (89.29)    

Total 91  84     
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Table 2.18.2.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 5 (6.10) 11 (14.67) OR: 0.37 (0.12, 1.13) 0.074a  

  Disease under study (including COVID-19 

complications) 

2 (2.44) 10 (13.33) RR: 0.41 (0.15, 1.13) 0.084  

  Adverse event (unrelated to COVID-19) 2 (2.44) 1 (1.33) ARR: 0.09 (-0.01, 0.18) 0.073  

  Admission for only isolation purpose 1 (1.22) 0 (0.00)  0.565b  

  Other 0 (0.00) 0 (0.00)    

No Event 77 (93.90) 64 (85.33)    

Total 82  75     
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Table 2.18.2.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 8 (9.76) 13 (13.83) OR: 0.67 (0.26, 1.71) 0.406a  

  Disease under study (including COVID-19 

complications) 

5 (6.10) 11 (11.70) RR: 0.70 (0.31, 1.61) 0.408  

  Adverse event (unrelated to COVID-19) 3 (3.66) 2 (2.13) ARR: 0.04 (-0.05, 0.14) 0.398  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.668b  

  Other 0 (0.00) 0 (0.00)    

No Event 74 (90.24) 81 (86.17)    

Total 82  94     
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Table 2.18.2.10 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 14 (8.86) 15 (8.93) OR: 0.99 (0.46, 2.12) 0.980a  

  Disease under study (including COVID-19 

complications) 

10 (6.33) 11 (6.55) RR: 0.99 (0.49, 1.99) 0.980  

  Adverse event (unrelated to COVID-19) 4 (2.53) 4 (2.38) ARR: 0.00 (-0.06, 0.06) 0.979  

  Admission for only isolation purpose 1 (0.63) 0 (0.00)  0.159b  

  Other 0 (0.00) 1 (0.60)    

No Event 144 (91.14) 153 (91.07)    

Total 158  168     
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Table 2.18.2.11 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 27 (7.28) 43 (11.38) OR: 0.61 (0.37, 1.01) 0.054a  

  Disease under study (including COVID-19 

complications) 

17 (4.58) 36 (9.52) RR: 0.64 (0.40, 1.01) 0.057  

  Adverse event (unrelated to COVID-19) 9 (2.43) 8 (2.12) ARR: 0.04 (0.00, 0.08) 0.054  

  Admission for only isolation purpose 2 (0.54) 0 (0.00)  0.043b  

  Other 0 (0.00) 0 (0.00)  0.277c  

No Event 344 (92.72) 335 (88.62)    

Total 371  378     
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Table 2.18.2.11 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 5 (11.63) OR: 0.18 (0.02, 1.66) 0.100a  

  Disease under study (including COVID-19 

complications) 

1 (2.38) 4 (9.30) RR: 0.20 (0.02, 1.71) 0.142  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.09 (-0.01, 0.20) 0.087  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.465b  

  Other 0 (0.00) 1 (2.33)    

No Event 41 (97.62) 38 (88.37)    

Total 42  43     
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Table 2.18.2.12 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 13 (5.75) 30 (13.33) OR: 0.40 (0.20, 0.78) 0.006a  

  Disease under study (including COVID-19 

complications) 

7 (3.10) 26 (11.56) RR: 0.43 (0.23, 0.81) 0.008  

  Adverse event (unrelated to COVID-19) 5 (2.21) 4 (1.78) ARR: 0.08 (0.02, 0.13) 0.006  

  Admission for only isolation purpose 1 (0.44) 0 (0.00)  NEb  

  Other 0 (0.00) 0 (0.00)  NEc  

No Event 213 (94.25) 195 (86.67)    

Total 226  225     
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Table 2.18.2.14 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 25 (6.81) 43 (11.56) OR: 0.56 (0.34, 0.94) 0.026a  

  Disease under study (including COVID-19 

complications) 

15 (4.09) 36 (9.68) RR: 0.59 (0.37, 0.94) 0.028  

  Adverse event (unrelated to COVID-19) 9 (2.45) 8 (2.15) ARR: 0.05 (0.01, 0.09) 0.025  

  Admission for only isolation purpose 2 (0.54) 0 (0.00)  0.055b  

  Other 0 (0.00) 0 (0.00)  0.908c  

No Event 342 (93.19) 329 (88.44)    

Total 367  372     
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Table 2.18.2.14 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 5 (10.20) OR: 0.63 (0.15, 2.76) 0.506a  

  Disease under study (including COVID-19 

complications) 

3 (6.52) 4 (8.16) RR: 0.64 (0.17, 2.42) 0.512  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: 0.04 (-0.08, 0.16) 0.528  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.013b  

  Other 0 (0.00) 1 (2.04)    

No Event 43 (93.48) 44 (89.80)    

Total 46  49     
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Table 2.18.2.15 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 21 (7.66) 32 (11.39) OR: 0.64 (0.36, 1.15) 0.135a  

  Disease under study (including COVID-19 

complications) 

15 (5.47) 28 (9.96) RR: 0.67 (0.39, 1.14) 0.138  

  Adverse event (unrelated to COVID-19) 5 (1.82) 4 (1.42) ARR: 0.04 (-0.01, 0.09) 0.132  

  Admission for only isolation purpose 2 (0.73) 0 (0.00)  0.639b  

  Other 0 (0.00) 1 (0.36)  0.776c  

No Event 253 (92.34) 249 (88.61)    

Total 274  281     
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Table 2.18.2.15 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 4 (5.48) 5 (6.76) OR: 0.81 (0.21, 3.12) 0.756a  

  Disease under study (including COVID-19 

complications) 

2 (2.74) 3 (4.05) RR: 0.82 (0.24, 2.83) 0.755  

  Adverse event (unrelated to COVID-19) 2 (2.74) 2 (2.70) ARR: 0.01 (-0.07, 0.09) 0.759  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.421b  

  Other 0 (0.00) 0 (0.00)    

No Event 69 (94.52) 69 (93.24)    

Total 73  74     
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Table 2.18.2.16 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 22 (7.07) 34 (11.22) OR: 0.60 (0.34, 1.05) 0.073a  

  Disease under study (including COVID-19 

complications) 

15 (4.82) 29 (9.57) RR: 0.63 (0.37, 1.05) 0.076  

  Adverse event (unrelated to COVID-19) 6 (1.93) 5 (1.65) ARR: 0.04 (0.00, 0.09) 0.072  

  Admission for only isolation purpose 2 (0.64) 0 (0.00)  0.336b  

  Other 0 (0.00) 1 (0.33)  0.458c  

No Event 289 (92.93) 269 (88.78)    

Total 311  303     
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Table 2.18.2.16 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 3 (9.09) 3 (7.89) OR: 0.78 (0.14, 4.38) 0.776a  

  Disease under study (including COVID-19 

complications) 

2 (6.06) 2 (5.26) RR: 0.81 (0.19, 3.51) 0.774  

  Adverse event (unrelated to COVID-19) 1 (3.03) 1 (2.63) ARR: 0.02 (-0.11, 0.15) 0.774  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.233b  

  Other 0 (0.00) 0 (0.00)    

No Event 30 (90.91) 35 (92.11)    

Total 33  38     
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Table 2.18.2.21 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 15 (7.98) 29 (13.94) OR: 0.54 (0.28, 1.05) 0.068a  

  Disease under study (including COVID-19 

complications) 

8 (4.26) 24 (11.54) RR: 0.58 (0.32, 1.05) 0.073  

  Adverse event (unrelated to COVID-19) 5 (2.66) 5 (2.40) ARR: 0.06 (0.00, 0.12) 0.062  

  Admission for only isolation purpose 2 (1.06) 0 (0.00)  0.457b  

  Other 0 (0.00) 1 (0.48)  NEc  

No Event 173 (92.02) 179 (86.06)    

Total 188  208     
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Table 2.18.2.23 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 11 (5.21) 17 (8.37) OR: 0.61 (0.28, 1.33) 0.205a  

  Disease under study (including COVID-19 

complications) 

8 (3.79) 14 (6.90) RR: 0.63 (0.30, 1.30) 0.210  

  Adverse event (unrelated to COVID-19) 4 (1.90) 3 (1.48) ARR: 0.03 (-0.02, 0.08) 0.208  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.141b  

  Other 0 (0.00) 0 (0.00)  NEc  

No Event 200 (94.79) 186 (91.63)    

Total 211  203     
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Table 2.18.2.24 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 4 (7.69) 2 (3.17) OR: 2.92 (0.47, 18.08) 0.246a  

  Disease under study (including COVID-19 

complications) 

3 (5.77) 1 (1.59) RR: 2.81 (0.45, 17.45) 0.267  

  Adverse event (unrelated to COVID-19) 1 (1.92) 1 (1.59) ARR: -0.05 (-0.13, 0.03) 0.249  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.333b  

  Other 0 (0.00) 0 (0.00)  0.055c  

No Event 48 (92.31) 61 (96.83)    

Total 52  63     
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Table 2.18.2.24 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 24 (6.82) 46 (13.07) OR: 0.49 (0.29, 0.82) 0.006a  

  Disease under study (including COVID-19 

complications) 

15 (4.26) 39 (11.08) RR: 0.52 (0.33, 0.84) 0.007  

  Adverse event (unrelated to COVID-19) 8 (2.27) 7 (1.99) ARR: 0.06 (0.02, 0.11) 0.006  

  Admission for only isolation purpose 2 (0.57) 0 (0.00)  0.193b  

  Other 0 (0.00) 1 (0.28)    

No Event 328 (93.18) 306 (86.93)    

Total 352  352     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.18.2.25 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (4.23) 16 (7.34) OR: 0.55 (0.24, 1.28) 0.162a  

  Disease under study (including COVID-19 

complications) 

8 (3.76) 15 (6.88) RR: 0.57 (0.26, 1.26) 0.167  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (0.46) ARR: 0.03 (-0.01, 0.08) 0.158  

  Admission for only isolation purpose 2 (0.94) 0 (0.00)  0.979b  

  Other 0 (0.00) 1 (0.46)  0.989c  

No Event 204 (95.77) 202 (92.66)    

Total 213  218     
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Table 2.18.2.25 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 19 (9.50) 32 (15.76) OR: 0.56 (0.31, 1.03) 0.059a  

  Disease under study (including COVID-19 

complications) 

10 (5.00) 25 (12.32) RR: 0.60 (0.35, 1.03) 0.064  

  Adverse event (unrelated to COVID-19) 9 (4.50) 7 (3.45) ARR: 0.06 (0.00, 0.13) 0.058  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.029b  

  Other 0 (0.00) 0 (0.00)    

No Event 181 (90.50) 171 (84.24)    

Total 200  203     
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Table 2.18.2.26 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 17 (5.07) 31 (9.23) OR: 0.53 (0.29, 0.97) 0.037a  

  Disease under study (including COVID-19 

complications) 

12 (3.58) 27 (8.04) RR: 0.55 (0.31, 0.97) 0.040  

  Adverse event (unrelated to COVID-19) 4 (1.19) 4 (1.19) ARR: 0.04 (0.00, 0.08) 0.036  

  Admission for only isolation purpose 2 (0.60) 0 (0.00)  0.201b  

  Other 0 (0.00) 1 (0.30)  0.673c  

No Event 318 (94.93) 305 (90.77)    

Total 335  336     
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Table 2.18.2.26 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 11 (14.10) 17 (20.00) OR: 0.66 (0.29, 1.51) 0.323a  

  Disease under study (including COVID-19 

complications) 

6 (7.69) 13 (15.29) RR: 0.70 (0.35, 1.42) 0.327  

  Adverse event (unrelated to COVID-19) 5 (6.41) 4 (4.71) ARR: 0.06 (-0.06, 0.17) 0.316  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.237b  

  Other 0 (0.00) 0 (0.00)    

No Event 67 (85.90) 68 (80.00)    

Total 78  85     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.18.2.27 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 22 (5.80) 40 (10.13) OR: 0.55 (0.32, 0.94) 0.026a  

  Disease under study (including COVID-19 

complications) 

15 (3.96) 32 (8.10) RR: 0.57 (0.35, 0.94) 0.029  

  Adverse event (unrelated to COVID-19) 6 (1.58) 8 (2.03) ARR: 0.04 (0.01, 0.08) 0.025  

  Admission for only isolation purpose 2 (0.53) 0 (0.00)  0.199b  

  Other 0 (0.00) 1 (0.25)  0.852c  

No Event 357 (94.20) 355 (89.87)    

Total 379  395     
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Table 2.18.2.27 

Subgroup Analysis for Exploratory Endpoint: Hospitalization (Yes/No) among Participants (by Reason) through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 6 (17.65) 8 (30.77) OR: 0.49 (0.14, 1.64) 0.247a  

  Disease under study (including COVID-19 

complications) 

3 (8.82) 8 (30.77) RR: 0.56 (0.21, 1.52) 0.258  

  Adverse event (unrelated to COVID-19) 3 (8.82) 0 (0.00) ARR: 0.13 (-0.09, 0.35) 0.247  

  Admission for only isolation purpose 0 (0.00) 0 (0.00)  0.193b  

  Other 0 (0.00) 0 (0.00)    

No Event 28 (82.35) 18 (69.23)    

Total 34  26     
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Table 2.19.1.2 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 3 (0.76) 10 (2.43) OR: 0.31 (0.08, 1.13) 0.060a  

  Disease under study (including COVID-19 

complications) 

2 (0.51) 10 (2.43) RR: 0.31 (0.09, 1.13) 0.075  

  Adverse event (unrelated to COVID-19) 1 (0.25) 0 (0.00) ARR: 0.02 (0.00, 0.03) 0.057  

No Event 392 (99.24) 401 (97.57)  0.234b  

Total 395  411   0.187c  
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Table 2.19.1.2 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 3 (16.67) 1 (10.00) OR: 1.44 (0.13, 15.46) 0.763a  

  Disease under study (including COVID-19 

complications) 

1 (5.56) 1 (10.00) RR: 1.36 (0.20, 9.28) 0.756  

  Adverse event (unrelated to COVID-19) 2 (11.11) 0 (0.00) ARR: -0.04 (-0.31, 0.22) 0.755  

No Event 15 (83.33) 9 (90.00)  0.324b  

Total 18  10     
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Table 2.19.1.3 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 5 (1.24) 10 (2.40) OR: 0.51 (0.17, 1.50) 0.210a  

  Disease under study (including COVID-19 

complications) 

3 (0.74) 10 (2.40) RR: 0.51 (0.18, 1.49) 0.219  

  Adverse event (unrelated to COVID-19) 2 (0.50) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.208  

No Event 399 (98.76) 406 (97.60)  0.646b  

Total 404  416   0.992c  
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Table 2.19.1.3 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 1 (11.11) 1 (20.00) OR: 0.53 (0.03, 9.29) 0.666a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 1 (20.00) RR: 0.53 (0.03, 9.71) 0.671  

  Adverse event (unrelated to COVID-19) 1 (11.11) 0 (0.00) ARR: 0.09 (-0.34, 0.52) 0.679  

No Event 8 (88.89) 4 (80.00)  0.143b  

Total 9  5     
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Table 2.19.1.11 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 6 (1.62) 11 (2.91) OR: 0.55 (0.20, 1.50) 0.233a  

  Disease under study (including COVID-19 

complications) 

3 (0.81) 11 (2.91) RR: 0.56 (0.21, 1.48) 0.240  

  Adverse event (unrelated to COVID-19) 3 (0.81) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.232  

No Event 365 (98.38) 367 (97.09)  0.314b  

Total 371  378   NEc  
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Table 2.19.1.11 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 0 (0.00) 0 (0.00) OR: NE NEa  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 0 (0.00) RR: NE NE  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: NE NE  

No Event 42 (100.00) 43 (100.00)  NEb  

Total 42  43     
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Table 2.19.1.14 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 4 (1.09) 11 (2.96) OR: 0.36 (0.11, 1.15) 0.072a  

  Disease under study (including COVID-19 

complications) 

1 (0.27) 11 (2.96) RR: 0.37 (0.12, 1.15) 0.085  

  Adverse event (unrelated to COVID-19) 3 (0.82) 0 (0.00) ARR: 0.02 (0.00, 0.04) 0.070  

No Event 363 (98.91) 361 (97.04)  0.392b  

Total 367  372   0.036c  
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Table 2.19.1.14 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (4.35) 0 (0.00) OR: 6.38 (0.37, >99.99) 0.058a  

  Disease under study (including COVID-19 

complications) 

2 (4.35) 0 (0.00) RR: 3.60 (0.52, 25.06) 0.195  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.05 (-0.11, 0.01) 0.131  

No Event 44 (95.65) 49 (100.00)  NEb  

Total 46  49     
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Table 2.19.1.24 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 1 (1.92) 0 (0.00) OR: 4.17 (0.16, >99.99) 0.248a  

  Disease under study (including COVID-19 

complications) 

1 (1.92) 0 (0.00) RR: 3.95 (0.17, 92.49) 0.393  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.02 (-0.06, 0.02) 0.301  

No Event 51 (98.08) 63 (100.00)  NEb  

Total 52  63   0.125c  
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Table 2.19.1.24 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 5 (1.42) 11 (3.13) OR: 0.45 (0.16, 1.31) 0.132a  

  Disease under study (including COVID-19 

complications) 

2 (0.57) 11 (3.13) RR: 0.46 (0.16, 1.30) 0.142  

  Adverse event (unrelated to COVID-19) 3 (0.85) 0 (0.00) ARR: 0.02 (-0.01, 0.04) 0.132  

No Event 347 (98.58) 341 (96.88)  0.174b  

Total 352  352     
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Table 2.19.2.1 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 2 (0.55) 10 (2.71) OR: 0.20 (0.04, 0.90) 0.021a  

  Disease under study (including COVID-19 

complications) 

1 (0.27) 9 (2.44) RR: 0.20 (0.04, 0.91) 0.038  

  Adverse event (unrelated to COVID-19) 1 (0.27) 1 (0.27) ARR: 0.02 (0.00, 0.04) 0.019  

No Event 362 (99.45) 359 (97.29)  0.382b  

Total 364  369   0.014c  
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Table 2.19.2.1 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 5 (10.20) 2 (3.85) OR: 2.70 (0.52, 13.90) 0.211a  

  Disease under study (including COVID-19 

complications) 

2 (4.08) 2 (3.85) RR: 2.58 (0.55, 12.19) 0.231  

  Adverse event (unrelated to COVID-19) 3 (6.12) 0 (0.00) ARR: -0.06 (-0.17, 0.04) 0.220  

No Event 44 (89.80) 50 (96.15)  0.107b  

Total 49  52     
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Table 2.19.2.2 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 4 (1.01) 11 (2.68) OR: 0.37 (0.12, 1.18) 0.080a  

  Disease under study (including COVID-19 

complications) 

2 (0.51) 10 (2.43) RR: 0.38 (0.12, 1.17) 0.093  

  Adverse event (unrelated to COVID-19) 2 (0.51) 1 (0.24) ARR: 0.02 (0.00, 0.04) 0.077  

No Event 391 (98.99) 400 (97.32)  0.380b  

Total 395  411   0.230c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.19.2.2 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 3 (16.67) 1 (10.00) OR: 1.44 (0.13, 15.46) 0.763a  

  Disease under study (including COVID-19 

complications) 

1 (5.56) 1 (10.00) RR: 1.36 (0.20, 9.28) 0.756  

  Adverse event (unrelated to COVID-19) 2 (11.11) 0 (0.00) ARR: -0.04 (-0.31, 0.22) 0.755  

No Event 15 (83.33) 9 (90.00)  0.324b  

Total 18  10     
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Table 2.19.2.3 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 6 (1.49) 11 (2.64) OR: 0.55 (0.20, 1.50) 0.238a  

  Disease under study (including COVID-19 

complications) 

3 (0.74) 10 (2.40) RR: 0.56 (0.21, 1.49) 0.245  

  Adverse event (unrelated to COVID-19) 3 (0.74) 1 (0.24) ARR: 0.01 (-0.01, 0.03) 0.236  

No Event 398 (98.51) 405 (97.36)  0.735b  

Total 404  416   0.949c  
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Table 2.19.2.3 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 1 (11.11) 1 (20.00) OR: 0.53 (0.03, 9.29) 0.666a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 1 (20.00) RR: 0.53 (0.03, 9.71) 0.671  

  Adverse event (unrelated to COVID-19) 1 (11.11) 0 (0.00) ARR: 0.09 (-0.34, 0.52) 0.679  

No Event 8 (88.89) 4 (80.00)  0.143b  

Total 9  5     
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Table 2.19.2.11 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 7 (1.89) 12 (3.17) OR: 0.58 (0.23, 1.50) 0.258a  

  Disease under study (including COVID-19 

complications) 

3 (0.81) 11 (2.91) RR: 0.59 (0.24, 1.48) 0.264  

  Adverse event (unrelated to COVID-19) 4 (1.08) 1 (0.26) ARR: 0.01 (-0.01, 0.04) 0.257  

No Event 364 (98.11) 366 (96.83)  0.378b  

Total 371  378   NEc  
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Table 2.19.2.11 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 0 (0.00) 0 (0.00) OR: NE NEa  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 0 (0.00) RR: NE NE  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: NE NE  

No Event 42 (100.00) 43 (100.00)  NEb  

Total 42  43     
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Table 2.19.2.14 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 5 (1.36) 12 (3.23) OR: 0.41 (0.14, 1.19) 0.090a  

  Disease under study (including COVID-19 

complications) 

1 (0.27) 11 (2.96) RR: 0.42 (0.15, 1.18) 0.101  

  Adverse event (unrelated to COVID-19) 4 (1.09) 1 (0.27) ARR: 0.02 (0.00, 0.04) 0.089  

No Event 362 (98.64) 360 (96.77)  0.514b  

Total 367  372   0.043c  
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Table 2.19.2.14 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (4.35) 0 (0.00) OR: 6.38 (0.37, >99.99) 0.058a  

  Disease under study (including COVID-19 

complications) 

2 (4.35) 0 (0.00) RR: 3.60 (0.52, 25.06) 0.195  

  Adverse event (unrelated to COVID-19) 0 (0.00) 0 (0.00) ARR: -0.05 (-0.11, 0.01) 0.131  

No Event 44 (95.65) 49 (100.00)  NEb  

Total 46  49     
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Table 2.19.2.16 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 5 (1.61) 10 (3.30) OR: 0.47 (0.16, 1.39) 0.164a  

  Disease under study (including COVID-19 

complications) 

3 (0.96) 9 (2.97) RR: 0.48 (0.17, 1.38) 0.174  

  Adverse event (unrelated to COVID-19) 2 (0.64) 1 (0.33) ARR: 0.02 (-0.01, 0.04) 0.165  

No Event 306 (98.39) 293 (96.70)  0.727b  

Total 311  303   0.559c  
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Table 2.19.2.16 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 1 (3.03) 1 (2.63) OR: 0.79 (0.04, 14.03) 0.872a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 1 (2.63) RR: 0.80 (0.06, 11.50) 0.870  

  Adverse event (unrelated to COVID-19) 1 (3.03) 0 (0.00) ARR: 0.01 (-0.07, 0.09) 0.870  

No Event 32 (96.97) 37 (97.37)  NEb  

Total 33  38     
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Table 2.19.2.24 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 1 (1.92) 1 (1.59) OR: 1.35 (0.08, 22.91) 0.837a  

  Disease under study (including COVID-19 

complications) 

1 (1.92) 0 (0.00) RR: 1.33 (0.09, 20.11) 0.835  

  Adverse event (unrelated to COVID-19) 0 (0.00) 1 (1.59) ARR: -0.01 (-0.05, 0.04) 0.838  

No Event 51 (98.08) 62 (98.41)  NEb  

Total 52  63   0.584c  
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Table 2.19.2.24 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 6 (1.70) 11 (3.13) OR: 0.54 (0.20, 1.48) 0.222a  

  Disease under study (including COVID-19 

complications) 

2 (0.57) 11 (3.13) RR: 0.55 (0.21, 1.46) 0.229  

  Adverse event (unrelated to COVID-19) 4 (1.14) 0 (0.00) ARR: 0.01 (-0.01, 0.04) 0.222  

No Event 346 (98.30) 341 (96.88)  0.295b  

Total 352  352     
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Table 2.19.2.27 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 4 (1.06) 10 (2.53) OR: 0.40 (0.13, 1.29) 0.114a  

  Disease under study (including COVID-19 

complications) 

3 (0.79) 9 (2.28) RR: 0.41 (0.13, 1.29) 0.127  

  Adverse event (unrelated to COVID-19) 1 (0.26) 1 (0.25) ARR: 0.02 (0.00, 0.03) 0.111  

No Event 375 (98.94) 385 (97.47)  0.764b  

Total 379  395   0.348c  
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Table 2.19.2.27 

Subgroup Analysis for Exploratory Endpoint: ICU Admission (Yes/No) among Participants Who Become Hospitalized Through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 3 (8.82) 2 (7.69) OR: 1.08 (0.16, 7.14) 0.939a  

  Disease under study (including COVID-19 

complications) 

0 (0.00) 2 (7.69) RR: 1.07 (0.19, 6.05) 0.938  

  Adverse event (unrelated to COVID-19) 3 (8.82) 0 (0.00) ARR: -0.01 (-0.15, 0.13) 0.938  

No Event 31 (91.18) 24 (92.31)  0.899b  

Total 34  26     
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Table 2.20.1.1 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 13 (3.57) 33 (8.94) OR: 0.38 (0.20, 0.73) 0.003a  

  Inpatient hospital setting 10 (2.75) 20 (5.42) RR: 0.40 (0.21, 0.75) 0.004  

  Temporary facility for managing severe 

COVID 19 

3 (0.82) 5 (1.36) ARR: 0.05 (0.02, 0.09) 0.002  

  ER admission greater > 24 hours 0 (0.00) 3 (0.81)  0.361b  

  Acute hospital care at home 0 (0.00) 5 (1.36)  0.183c  

  ICU 1 (0.27) 9 (2.44)    

No Event 351 (96.43) 336 (91.06)    

Total 364  369     
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Table 2.20.1.1 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 9 (18.37) 11 (21.15) OR: 0.86 (0.33, 2.22) 0.742a  

  Inpatient hospital setting 6 (12.24) 8 (15.38) RR: 0.88 (0.40, 1.92) 0.744  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (1.92) ARR: 0.03 (-0.13, 0.19) 0.747  

  ER admission greater > 24 hours 2 (4.08) 0 (0.00)  0.025b  

  Acute hospital care at home 1 (2.04) 2 (3.85)    

  ICU 5 (10.20) 2 (3.85)    

No Event 40 (81.63) 41 (78.85)    

Total 49  52     
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Table 2.20.1.2 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 16 (4.05) 42 (10.22) OR: 0.37 (0.21, 0.67) 0.001a  

  Inpatient hospital setting 12 (3.04) 28 (6.81) RR: 0.40 (0.23, 0.69) 0.001  

  Temporary facility for managing severe 

COVID 19 

3 (0.76) 5 (1.22) ARR: 0.06 (0.03, 0.10) 0.001  

  ER admission greater > 24 hours 1 (0.25) 3 (0.73)  0.084b  

  Acute hospital care at home 0 (0.00) 6 (1.46)  0.075c  

  ICU 3 (0.76) 10 (2.43)    

No Event 379 (95.95) 369 (89.78)    

Total 395  411     
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Table 2.20.1.2 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (33.33) 2 (20.00) OR: 1.67 (0.30, 9.23) 0.532a  

  Inpatient hospital setting 4 (22.22) 0 (0.00) RR: 1.49 (0.42, 5.25) 0.535  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (10.00) ARR: -0.12 (-0.49, 0.25) 0.538  

  ER admission greater > 24 hours 1 (5.56) 0 (0.00)  0.049b  

  Acute hospital care at home 1 (5.56) 1 (10.00)    

  ICU 3 (16.67) 1 (10.00)    

No Event 12 (66.67) 8 (80.00)    

Total 18  10     
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Table 2.20.1.3 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 19 (4.70) 43 (10.34) OR: 0.43 (0.25, 0.75) 0.002a  

  Inpatient hospital setting 15 (3.71) 28 (6.73) RR: 0.46 (0.27, 0.77) 0.003  

  Temporary facility for managing severe 

COVID 19 

3 (0.74) 5 (1.20) ARR: 0.06 (0.02, 0.09) 0.002  

  ER admission greater > 24 hours 1 (0.25) 3 (0.72)  0.193b  

  Acute hospital care at home 0 (0.00) 7 (1.68)  0.237c  

  ICU 5 (1.24) 10 (2.40)    

No Event 385 (95.30) 373 (89.66)    

Total 404  416     
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Table 2.20.1.3 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

  Inpatient hospital setting 1 (11.11) 0 (0.00) RR: 1.60 (0.15, 16.83) 0.695  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (20.00) ARR: -0.12 (-0.65, 0.42) 0.668  

  ER admission greater > 24 hours 1 (11.11) 0 (0.00)  0.025b  

  Acute hospital care at home 1 (11.11) 0 (0.00)    

  ICU 1 (11.11) 1 (20.00)    

No Event 6 (66.67) 4 (80.00)    

Total 9  5     
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Table 2.20.1.4 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 11 (5.88) 27 (12.56) OR: 0.47 (0.23, 0.96) 0.031a  

  Inpatient hospital setting 8 (4.28) 19 (8.84) RR: 0.49 (0.25, 0.96) 0.037  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 5 (2.33) ARR: 0.06 (0.01, 0.12) 0.029  

  ER admission greater > 24 hours 2 (1.07) 1 (0.47)  0.026b  

  Acute hospital care at home 1 (0.53) 2 (0.93)  0.624c  

  ICU 4 (2.14) 5 (2.33)    

No Event 176 (94.12) 188 (87.44)    

Total 187  215     
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Table 2.20.1.4 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 11 (4.87) 17 (8.25) OR: 0.58 (0.26, 1.27) 0.172a  

  Inpatient hospital setting 8 (3.54) 9 (4.37) RR: 0.60 (0.29, 1.25) 0.175  

  Temporary facility for managing severe 

COVID 19 

3 (1.33) 1 (0.49) ARR: 0.03 (-0.01, 0.08) 0.173  

  ER admission greater > 24 hours 0 (0.00) 2 (0.97)  0.958b  

  Acute hospital care at home 0 (0.00) 5 (2.43)    

  ICU 2 (0.88) 6 (2.91)    

No Event 215 (95.13) 189 (91.75)    

Total 226  206     
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Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

  Inpatient hospital setting 1 (1.03) 6 (5.31) RR: 0.16 (0.03, 0.75) 0.020  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (0.88) ARR: 0.10 (0.03, 0.17) 0.003  

  ER admission greater > 24 hours 0 (0.00) 3 (2.65)  0.237b  

  Acute hospital care at home 1 (1.03) 4 (3.54)  0.305c  

  ICU 0 (0.00) 2 (1.77)    

No Event 95 (97.94) 99 (87.61)    

Total 97  113     
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Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 2 (20.00) 1 (11.11) OR: 1.33 (0.10, 17.96) 0.838a  

  Inpatient hospital setting 2 (20.00) 0 (0.00) RR: 1.29 (0.12, 13.38) 0.833  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (11.11) ARR: -0.04 (-0.40, 0.32) 0.825  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.371b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 0 (0.00) 0 (0.00)    

No Event 8 (80.00) 8 (88.89)    

Total 10  9     
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Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

  Inpatient hospital setting 1 (6.25) 0 (0.00) RR: 1.25 (0.07, 21.21) 0.875  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: -0.01 (-0.17, 0.14) 0.875  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.150b  

  Acute hospital care at home 0 (0.00) 1 (5.00)    

  ICU 0 (0.00) 0 (0.00)    

No Event 15 (93.75) 19 (95.00)    

Total 16  20     
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Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

  Inpatient hospital setting 1 (5.00) 2 (9.52) RR: 0.33 (0.04, 2.57) 0.287  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.11 (-0.08, 0.30) 0.268  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.354b  

  Acute hospital care at home 0 (0.00) 1 (4.76)    

  ICU 0 (0.00) 0 (0.00)    

No Event 19 (95.00) 18 (85.71)    

Total 20  21     
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Table 2.20.1.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 16 (5.93) 25 (9.69) OR: 0.60 (0.31, 1.14) 0.114a  

  Inpatient hospital setting 11 (4.07) 20 (7.75) RR: 0.62 (0.34, 1.13) 0.118  

  Temporary facility for managing severe 

COVID 19 

3 (1.11) 4 (1.55) ARR: 0.04 (-0.01, 0.08) 0.117  

  ER admission greater > 24 hours 2 (0.74) 0 (0.00)  0.198b  

  Acute hospital care at home 0 (0.00) 1 (0.39)    

  ICU 6 (2.22) 9 (3.49)    

No Event 254 (94.07) 233 (90.31)    

Total 270  258     
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Table 2.20.1.6 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 9 (4.04) 28 (11.97) OR: 0.31 (0.14, 0.67) 0.002a  

  Inpatient hospital setting 6 (2.69) 13 (5.56) RR: 0.33 (0.16, 0.70) 0.004  

  Temporary facility for managing severe 

COVID 19 

1 (0.45) 5 (2.14) ARR: 0.08 (0.03, 0.13) 0.002  

  ER admission greater > 24 hours 1 (0.45) 3 (1.28)  0.186b  

  Acute hospital care at home 1 (0.45) 7 (2.99)  0.090c  

  ICU 3 (1.35) 5 (2.14)    

No Event 214 (95.96) 206 (88.03)    

Total 223  234     
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Table 2.20.1.6 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 13 (6.84) 16 (8.56) OR: 0.80 (0.37, 1.69) 0.551a  

  Inpatient hospital setting 10 (5.26) 15 (8.02) RR: 0.81 (0.40, 1.62) 0.551  

  Temporary facility for managing severe 

COVID 19 

2 (1.05) 1 (0.53) ARR: 0.02 (-0.04, 0.07) 0.555  

  ER admission greater > 24 hours 1 (0.53) 0 (0.00)  0.250b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 3 (1.58) 6 (3.21)    

No Event 177 (93.16) 171 (91.44)    

Total 190  187     
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Table 2.20.1.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 3 (4.76) 2 (5.41) OR: 1.12 (0.18, 6.95) 0.904a  

  Inpatient hospital setting 2 (3.17) 2 (5.41) RR: 1.11 (0.21, 5.89) 0.903  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: -0.01 (-0.10, 0.09) 0.904  

  ER admission greater > 24 hours 1 (1.59) 0 (0.00)  0.463b  

  Acute hospital care at home 0 (0.00) 0 (0.00)  0.289c  

  ICU 1 (1.59) 2 (5.41)    

No Event 60 (95.24) 35 (94.59)    

Total 63  37     
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Table 2.20.1.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 11 (6.36) 15 (8.47) OR: 0.74 (0.33, 1.65) 0.457a  

  Inpatient hospital setting 8 (4.62) 14 (7.91) RR: 0.76 (0.36, 1.58) 0.458  

  Temporary facility for managing severe 

COVID 19 

2 (1.16) 1 (0.56) ARR: 0.02 (-0.03, 0.08) 0.460  

  ER admission greater > 24 hours 1 (0.58) 0 (0.00)  0.268b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 3 (1.73) 6 (3.39)    

No Event 162 (93.64) 162 (91.53)    

Total 173  177     
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Table 2.20.1.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 8 (4.52) 27 (13.04) OR: 0.32 (0.14, 0.72) 0.005a  

  Inpatient hospital setting 6 (3.39) 12 (5.80) RR: 0.35 (0.16, 0.76) 0.008  

  Temporary facility for managing severe 

COVID 19 

1 (0.56) 5 (2.42) ARR: 0.08 (0.03, 0.14) 0.003  

  ER admission greater > 24 hours 0 (0.00) 3 (1.45)  0.249b  

  Acute hospital care at home 1 (0.56) 7 (3.38)    

  ICU 2 (1.13) 3 (1.45)    

No Event 169 (95.48) 180 (86.96)    

Total 177  207     
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Table 2.20.1.8 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 10 (3.92) 30 (11.86) OR: 0.30 (0.15, 0.64) 0.001a  

  Inpatient hospital setting 8 (3.14) 18 (7.11) RR: 0.33 (0.17, 0.66) 0.002  

  Temporary facility for managing severe 

COVID 19 

2 (0.78) 6 (2.37) ARR: 0.08 (0.03, 0.13) 0.001  

  ER admission greater > 24 hours 0 (0.00) 2 (0.79)  0.986b  

  Acute hospital care at home 0 (0.00) 4 (1.58)  0.047c  

  ICU 3 (1.18) 8 (3.16)    

No Event 245 (96.08) 223 (88.14)    

Total 255  253     
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Table 2.20.1.8 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 12 (7.59) 14 (8.33) OR: 0.90 (0.40, 2.02) 0.805a  

  Inpatient hospital setting 8 (5.06) 10 (5.95) RR: 0.91 (0.43, 1.92) 0.805  

  Temporary facility for managing severe 

COVID 19 

1 (0.63) 0 (0.00) ARR: 0.01 (-0.05, 0.07) 0.804  

  ER admission greater > 24 hours 2 (1.27) 1 (0.60)  0.175b  

  Acute hospital care at home 1 (0.63) 3 (1.79)    

  ICU 3 (1.90) 3 (1.79)    

No Event 146 (92.41) 154 (91.67)    

Total 158  168     
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Table 2.20.1.9 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

  Inpatient hospital setting 0 (0.00) 1 (1.19) RR: 0.12 (0.02, 0.90) 0.039  

  Temporary facility for managing severe 

COVID 19 

1 (1.10) 3 (3.57) ARR: 0.08 (0.02, 0.15) 0.013  

  ER admission greater > 24 hours 0 (0.00) 2 (2.38)  0.636b  

  Acute hospital care at home 0 (0.00) 2 (2.38)  0.093c  

  ICU 1 (1.10) 2 (2.38)    

No Event 90 (98.90) 76 (90.48)    

Total 91  84     
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Table 2.20.1.9 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 21 (6.52) 36 (10.68) OR: 0.58 (0.33, 1.02) 0.057a  

  Inpatient hospital setting 16 (4.97) 27 (8.01) RR: 0.61 (0.36, 1.02) 0.060  

  Temporary facility for managing severe 

COVID 19 

2 (0.62) 3 (0.89) ARR: 0.04 (0.00, 0.08) 0.055  

  ER admission greater > 24 hours 2 (0.62) 1 (0.30)  0.234b  

  Acute hospital care at home 1 (0.31) 5 (1.48)    

  ICU 5 (1.55) 9 (2.67)    

No Event 301 (93.48) 301 (89.32)    

Total 322  337     
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Table 2.20.1.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

  Inpatient hospital setting 0 (0.00) 1 (1.19) RR: 0.12 (0.02, 0.90) 0.039  

  Temporary facility for managing severe 

COVID 19 

1 (1.10) 3 (3.57) ARR: 0.08 (0.02, 0.15) 0.013  

  ER admission greater > 24 hours 0 (0.00) 2 (2.38)  0.636b  

  Acute hospital care at home 0 (0.00) 2 (2.38)  0.096c  

  ICU 1 (1.10) 2 (2.38)    

No Event 90 (98.90) 76 (90.48)    

Total 91  84     
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Table 2.20.1.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 3 (3.66) 11 (14.67) OR: 0.22 (0.06, 0.81) 0.015a  

  Inpatient hospital setting 3 (3.66) 8 (10.67) RR: 0.24 (0.07, 0.85) 0.027  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 2 (2.67) ARR: 0.11 (0.02, 0.20) 0.015  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.656b  

  Acute hospital care at home 0 (0.00) 1 (1.33)    

  ICU 0 (0.00) 3 (4.00)    

No Event 79 (96.34) 64 (85.33)    

Total 82  75     
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Table 2.20.1.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 6 (7.32) 11 (11.70) OR: 0.60 (0.21, 1.69) 0.328a  

  Inpatient hospital setting 5 (6.10) 9 (9.57) RR: 0.63 (0.24, 1.62) 0.332  

  Temporary facility for managing severe 

COVID 19 

1 (1.22) 1 (1.06) ARR: 0.04 (-0.04, 0.13) 0.318  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.600b  

  Acute hospital care at home 0 (0.00) 1 (1.06)    

  ICU 2 (2.44) 3 (3.19)    

No Event 76 (92.68) 83 (88.30)    

Total 82  94     
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Table 2.20.1.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 12 (7.59) 14 (8.33) OR: 0.90 (0.40, 2.02) 0.805a  

  Inpatient hospital setting 8 (5.06) 10 (5.95) RR: 0.91 (0.43, 1.92) 0.805  

  Temporary facility for managing severe 

COVID 19 

1 (0.63) 0 (0.00) ARR: 0.01 (-0.05, 0.07) 0.804  

  ER admission greater > 24 hours 2 (1.27) 1 (0.60)  0.175b  

  Acute hospital care at home 1 (0.63) 3 (1.79)    

  ICU 3 (1.90) 3 (1.79)    

No Event 146 (92.41) 154 (91.67)    

Total 158  168     
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Table 2.20.1.11 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 21 (5.66) 39 (10.32) OR: 0.52 (0.30, 0.91) 0.019a  

  Inpatient hospital setting 16 (4.31) 24 (6.35) RR: 0.55 (0.33, 0.92) 0.022  

  Temporary facility for managing severe 

COVID 19 

2 (0.54) 6 (1.59) ARR: 0.05 (0.01, 0.09) 0.019  

  ER admission greater > 24 hours 2 (0.54) 3 (0.79)  0.029b  

  Acute hospital care at home 1 (0.27) 6 (1.59)  0.354c  

  ICU 6 (1.62) 11 (2.91)    

No Event 350 (94.34) 339 (89.68)    

Total 371  378     
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Table 2.20.1.11 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 5 (11.63) OR: 0.18 (0.02, 1.66) 0.100a  

  Inpatient hospital setting 0 (0.00) 4 (9.30) RR: 0.20 (0.02, 1.71) 0.142  

  Temporary facility for managing severe 

COVID 19 

1 (2.38) 0 (0.00) ARR: 0.09 (-0.01, 0.20) 0.087  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.465b  

  Acute hospital care at home 0 (0.00) 1 (2.33)    

  ICU 0 (0.00) 0 (0.00)    

No Event 41 (97.62) 38 (88.37)    

Total 42  43     
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Table 2.20.1.12 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 9 (3.98) 27 (12.00) OR: 0.30 (0.14, 0.66) 0.002a  

  Inpatient hospital setting 8 (3.54) 16 (7.11) RR: 0.33 (0.16, 0.69) 0.003  

  Temporary facility for managing severe 

COVID 19 

1 (0.44) 6 (2.67) ARR: 0.08 (0.03, 0.13) 0.002  

  ER admission greater > 24 hours 0 (0.00) 2 (0.89)  NEb  

  Acute hospital care at home 0 (0.00) 3 (1.33)  NEc  

  ICU 3 (1.33) 8 (3.56)    

No Event 217 (96.02) 198 (88.00)    

Total 226  225     
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Table 2.20.1.14 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 19 (5.18) 39 (10.48) OR: 0.47 (0.27, 0.83) 0.007a  

  Inpatient hospital setting 15 (4.09) 24 (6.45) RR: 0.49 (0.29, 0.84) 0.009  

  Temporary facility for managing severe 

COVID 19 

2 (0.54) 6 (1.61) ARR: 0.05 (0.01, 0.09) 0.007  

  ER admission greater > 24 hours 1 (0.27) 3 (0.81)  0.036b  

  Acute hospital care at home 1 (0.27) 6 (1.61)  0.735c  

  ICU 4 (1.09) 11 (2.96)    

No Event 348 (94.82) 333 (89.52)    

Total 367  372     
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Table 2.20.1.14 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 5 (10.20) OR: 0.63 (0.15, 2.76) 0.506a  

  Inpatient hospital setting 1 (2.17) 4 (8.16) RR: 0.64 (0.17, 2.42) 0.512  

  Temporary facility for managing severe 

COVID 19 

1 (2.17) 0 (0.00) ARR: 0.04 (-0.08, 0.16) 0.528  

  ER admission greater > 24 hours 1 (2.17) 0 (0.00)  0.013b  

  Acute hospital care at home 0 (0.00) 1 (2.04)    

  ICU 2 (4.35) 0 (0.00)    

No Event 43 (93.48) 44 (89.80)    

Total 46  49     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.20.1.15 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 17 (6.20) 30 (10.68) OR: 0.55 (0.29, 1.02) 0.056a  

  Inpatient hospital setting 12 (4.38) 18 (6.41) RR: 0.57 (0.32, 1.02) 0.060  

  Temporary facility for managing severe 

COVID 19 

3 (1.09) 3 (1.07) ARR: 0.05 (0.00, 0.09) 0.053  

  ER admission greater > 24 hours 1 (0.36) 3 (1.07)  0.582b  

  Acute hospital care at home 1 (0.36) 6 (2.14)  0.493c  

  ICU 3 (1.09) 9 (3.20)    

No Event 257 (93.80) 251 (89.32)    

Total 274  281     
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Table 2.20.1.15 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (4.11) 3 (4.05) OR: 0.95 (0.19, 4.90) 0.953a  

  Inpatient hospital setting 2 (2.74) 3 (4.05) RR: 0.95 (0.20, 4.48) 0.953  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.00 (-0.06, 0.07) 0.953  

  ER admission greater > 24 hours 1 (1.37) 0 (0.00)  0.706b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 2 (2.74) 1 (1.35)    

No Event 70 (95.89) 71 (95.95)    

Total 73  74     
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Table 2.20.1.16 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 18 (5.79) 31 (10.23) OR: 0.54 (0.29, 0.98) 0.042a  

  Inpatient hospital setting 13 (4.18) 19 (6.27) RR: 0.56 (0.32, 0.99) 0.046  

  Temporary facility for managing severe 

COVID 19 

2 (0.64) 3 (0.99) ARR: 0.04 (0.00, 0.09) 0.041  

  ER admission greater > 24 hours 2 (0.64) 3 (0.99)  0.325b  

  Acute hospital care at home 1 (0.32) 6 (1.98)  0.468c  

  ICU 5 (1.61) 9 (2.97)    

No Event 293 (94.21) 272 (89.77)    

Total 311  303     
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Table 2.20.1.16 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (6.06) 2 (5.26) OR: 0.80 (0.10, 6.07) 0.826a  

  Inpatient hospital setting 1 (3.03) 2 (5.26) RR: 0.81 (0.12, 5.28) 0.825  

  Temporary facility for managing severe 

COVID 19 

1 (3.03) 0 (0.00) ARR: 0.01 (-0.10, 0.12) 0.825  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.216b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 0 (0.00) 1 (2.63)    

No Event 31 (93.94) 36 (94.74)    

Total 33  38     
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Table 2.20.1.21 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 11 (5.85) 27 (12.98) OR: 0.42 (0.20, 0.88) 0.019a  

  Inpatient hospital setting 8 (4.26) 19 (9.13) RR: 0.45 (0.23, 0.90) 0.024  

  Temporary facility for managing severe 

COVID 19 

1 (0.53) 4 (1.92) ARR: 0.07 (0.01, 0.13) 0.016  

  ER admission greater > 24 hours 1 (0.53) 1 (0.48)  0.425b  

  Acute hospital care at home 1 (0.53) 3 (1.44)  NEc  

  ICU 2 (1.06) 7 (3.37)    

No Event 177 (94.15) 181 (87.02)    

Total 188  208     
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Table 2.20.1.23 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 9 (4.27) 15 (7.39) OR: 0.57 (0.24, 1.32) 0.183a  

  Inpatient hospital setting 6 (2.84) 8 (3.94) RR: 0.59 (0.26, 1.30) 0.189  

  Temporary facility for managing severe 

COVID 19 

2 (0.95) 2 (0.99) ARR: 0.03 (-0.01, 0.08) 0.186  

  ER admission greater > 24 hours 1 (0.47) 2 (0.99)  0.112b  

  Acute hospital care at home 0 (0.00) 3 (1.48)  NEc  

  ICU 4 (1.90) 4 (1.97)    

No Event 202 (95.73) 188 (92.61)    

Total 211  203     
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Table 2.20.1.24 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

  Inpatient hospital setting 1 (1.92) 1 (1.59) RR: 4.71 (0.33, 67.61) 0.254  

  Temporary facility for managing severe 

COVID 19 

1 (1.92) 0 (0.00) ARR: -0.04 (-0.11, 0.02) 0.211  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.227b  

  Acute hospital care at home 1 (1.92) 0 (0.00)  0.032c  

  ICU 1 (1.92) 0 (0.00)    

No Event 49 (94.23) 62 (98.41)    

Total 52  63     
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Table 2.20.1.24 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 19 (5.40) 43 (12.22) OR: 0.41 (0.24, 0.73) 0.001a  

  Inpatient hospital setting 15 (4.26) 27 (7.67) RR: 0.44 (0.27, 0.75) 0.002  

  Temporary facility for managing severe 

COVID 19 

2 (0.57) 6 (1.70) ARR: 0.07 (0.03, 0.11) 0.001  

  ER admission greater > 24 hours 2 (0.57) 3 (0.85)  0.184b  

  Acute hospital care at home 0 (0.00) 7 (1.99)    

  ICU 5 (1.42) 11 (3.13)    

No Event 333 (94.60) 309 (87.78)    

Total 352  352     
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Table 2.20.1.25 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (4.23) 16 (7.34) OR: 0.55 (0.24, 1.28) 0.162a  

  Inpatient hospital setting 5 (2.35) 11 (5.05) RR: 0.57 (0.26, 1.26) 0.167  

  Temporary facility for managing severe 

COVID 19 

3 (1.41) 0 (0.00) ARR: 0.03 (-0.01, 0.08) 0.158  

  ER admission greater > 24 hours 1 (0.47) 1 (0.46)  0.979b  

  Acute hospital care at home 0 (0.00) 4 (1.83)  0.654c  

  ICU 3 (1.41) 4 (1.83)    

No Event 204 (95.77) 202 (92.66)    

Total 213  218     
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Table 2.20.1.25 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 13 (6.50) 28 (13.79) OR: 0.44 (0.22, 0.87) 0.016a  

  Inpatient hospital setting 11 (5.50) 17 (8.37) RR: 0.47 (0.25, 0.89) 0.019  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 6 (2.96) ARR: 0.07 (0.01, 0.13) 0.015  

  ER admission greater > 24 hours 1 (0.50) 2 (0.99)  0.012b  

  Acute hospital care at home 1 (0.50) 3 (1.48)    

  ICU 3 (1.50) 7 (3.45)    

No Event 187 (93.50) 175 (86.21)    

Total 200  203     
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Table 2.20.1.26 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 13 (3.88) 29 (8.63) OR: 0.43 (0.22, 0.84) 0.011a  

  Inpatient hospital setting 8 (2.39) 17 (5.06) RR: 0.45 (0.24, 0.85) 0.014  

  Temporary facility for managing severe 

COVID 19 

3 (0.90) 5 (1.49) ARR: 0.05 (0.01, 0.08) 0.011  

  ER admission greater > 24 hours 1 (0.30) 2 (0.60)  0.343b  

  Acute hospital care at home 1 (0.30) 5 (1.49)  0.534c  

  ICU 3 (0.90) 9 (2.68)    

No Event 322 (96.12) 307 (91.37)    

Total 335  336     
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Table 2.20.1.26 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 9 (11.54) 15 (17.65) OR: 0.61 (0.25, 1.48) 0.270a  

  Inpatient hospital setting 8 (10.26) 11 (12.94) RR: 0.65 (0.29, 1.42) 0.279  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (1.18) ARR: 0.06 (-0.05, 0.17) 0.263  

  ER admission greater > 24 hours 1 (1.28) 1 (1.18)  0.069b  

  Acute hospital care at home 0 (0.00) 2 (2.35)    

  ICU 3 (3.85) 2 (2.35)    

No Event 69 (88.46) 70 (82.35)    

Total 78  85     
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Table 2.20.1.27 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 17 (4.49) 36 (9.11) OR: 0.47 (0.26, 0.85) 0.011a  

  Inpatient hospital setting 12 (3.17) 23 (5.82) RR: 0.49 (0.28, 0.86) 0.013  

  Temporary facility for managing severe 

COVID 19 

3 (0.79) 5 (1.27) ARR: 0.05 (0.01, 0.08) 0.010  

  ER admission greater > 24 hours 1 (0.26) 2 (0.51)  0.229b  

  Acute hospital care at home 1 (0.26) 6 (1.52)  0.791c  

  ICU 4 (1.06) 9 (2.28)    

No Event 362 (95.51) 359 (90.89)    

Total 379  395     
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Table 2.20.1.27 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 29 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 5 (14.71) 8 (30.77) OR: 0.38 (0.11, 1.37) 0.136a  

  Inpatient hospital setting 4 (11.76) 5 (19.23) RR: 0.45 (0.15, 1.35) 0.155  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (3.85) ARR: 0.16 (-0.05, 0.38) 0.137  

  ER admission greater > 24 hours 1 (2.94) 1 (3.85)  0.088b  

  Acute hospital care at home 0 (0.00) 1 (3.85)    

  ICU 2 (5.88) 2 (7.69)    

No Event 29 (85.29) 18 (69.23)    

Total 34  26     
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Table 2.20.2.1 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 18 (4.95) 36 (9.76) OR: 0.48 (0.27, 0.86) 0.013a  

  Inpatient hospital setting 16 (4.40) 23 (6.23) RR: 0.51 (0.29, 0.88) 0.015  

  Temporary facility for managing severe 

COVID 19 

3 (0.82) 5 (1.36) ARR: 0.05 (0.01, 0.09) 0.012  

  ER admission greater > 24 hours 0 (0.00) 4 (1.08)  0.361b  

  Acute hospital care at home 0 (0.00) 5 (1.36)  0.311c  

  ICU 2 (0.55) 10 (2.71)    

No Event 346 (95.05) 333 (90.24)    

Total 364  369     
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Table 2.20.2.1 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 10 (20.41) 12 (23.08) OR: 0.86 (0.34, 2.16) 0.744a  

  Inpatient hospital setting 7 (14.29) 9 (17.31) RR: 0.89 (0.42, 1.85) 0.746  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (1.92) ARR: 0.03 (-0.14, 0.19) 0.749  

  ER admission greater > 24 hours 2 (4.08) 0 (0.00)  0.030b  

  Acute hospital care at home 1 (2.04) 2 (3.85)    

  ICU 5 (10.20) 2 (3.85)    

No Event 39 (79.59) 40 (76.92)    

Total 49  52     
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Table 2.20.2.2 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 22 (5.57) 46 (11.19) OR: 0.47 (0.28, 0.80) 0.004a  

  Inpatient hospital setting 19 (4.81) 32 (7.79) RR: 0.50 (0.31, 0.81) 0.005  

  Temporary facility for managing severe 

COVID 19 

3 (0.76) 5 (1.22) ARR: 0.06 (0.02, 0.09) 0.004  

  ER admission greater > 24 hours 1 (0.25) 4 (0.97)  0.124b  

  Acute hospital care at home 0 (0.00) 6 (1.46)  0.124c  

  ICU 4 (1.01) 11 (2.68)    

No Event 373 (94.43) 365 (88.81)    

Total 395  411     
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Table 2.20.2.2 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (33.33) 2 (20.00) OR: 1.67 (0.30, 9.23) 0.532a  

  Inpatient hospital setting 4 (22.22) 0 (0.00) RR: 1.49 (0.42, 5.25) 0.535  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (10.00) ARR: -0.12 (-0.49, 0.25) 0.538  

  ER admission greater > 24 hours 1 (5.56) 0 (0.00)  0.049b  

  Acute hospital care at home 1 (5.56) 1 (10.00)    

  ICU 3 (16.67) 1 (10.00)    

No Event 12 (66.67) 8 (80.00)    

Total 18  10     
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Table 2.20.2.3 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 25 (6.19) 47 (11.30) OR: 0.52 (0.31, 0.86) 0.010a  

  Inpatient hospital setting 22 (5.45) 32 (7.69) RR: 0.55 (0.34, 0.87) 0.011  

  Temporary facility for managing severe 

COVID 19 

3 (0.74) 5 (1.20) ARR: 0.05 (0.01, 0.09) 0.009  

  ER admission greater > 24 hours 1 (0.25) 4 (0.96)  0.219b  

  Acute hospital care at home 0 (0.00) 7 (1.68)  0.302c  

  ICU 6 (1.49) 11 (2.64)    

No Event 379 (93.81) 369 (88.70)    

Total 404  416     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 2.20.2.3 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 1 (20.00) OR: 1.60 (0.17, 14.63) 0.638a  

  Inpatient hospital setting 1 (11.11) 0 (0.00) RR: 1.60 (0.15, 16.83) 0.695  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (20.00) ARR: -0.12 (-0.65, 0.42) 0.668  

  ER admission greater > 24 hours 1 (11.11) 0 (0.00)  0.025b  

  Acute hospital care at home 1 (11.11) 0 (0.00)    

  ICU 1 (11.11) 1 (20.00)    

No Event 6 (66.67) 4 (80.00)    

Total 9  5     
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Table 2.20.2.4 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 13 (6.95) 30 (13.95) OR: 0.49 (0.25, 0.96) 0.033a  

  Inpatient hospital setting 10 (5.35) 22 (10.23) RR: 0.52 (0.28, 0.97) 0.038  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 5 (2.33) ARR: 0.07 (0.01, 0.13) 0.030  

  ER admission greater > 24 hours 2 (1.07) 1 (0.47)  0.026b  

  Acute hospital care at home 1 (0.53) 2 (0.93)  0.342c  

  ICU 5 (2.67) 5 (2.33)    

No Event 174 (93.05) 185 (86.05)    

Total 187  215     
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Table 2.20.2.4 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 15 (6.64) 18 (8.74) OR: 0.75 (0.37, 1.54) 0.442a  

  Inpatient hospital setting 13 (5.75) 10 (4.85) RR: 0.77 (0.40, 1.49) 0.442  

  Temporary facility for managing severe 

COVID 19 

3 (1.33) 1 (0.49) ARR: 0.02 (-0.03, 0.07) 0.442  

  ER admission greater > 24 hours 0 (0.00) 3 (1.46)  0.964b  

  Acute hospital care at home 0 (0.00) 5 (2.43)    

  ICU 2 (0.88) 7 (3.40)    

No Event 211 (93.36) 188 (91.26)    

Total 226  206     
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Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

  Inpatient hospital setting 1 (1.03) 6 (5.31) RR: 0.16 (0.03, 0.75) 0.020  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (0.88) ARR: 0.10 (0.03, 0.17) 0.003  

  ER admission greater > 24 hours 0 (0.00) 3 (2.65)  0.237b  

  Acute hospital care at home 1 (1.03) 4 (3.54)  0.219c  

  ICU 0 (0.00) 2 (1.77)    

No Event 95 (97.94) 99 (87.61)    

Total 97  113     
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Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 2 (20.00) 1 (11.11) OR: 1.33 (0.10, 17.96) 0.838a  

  Inpatient hospital setting 2 (20.00) 0 (0.00) RR: 1.29 (0.12, 13.38) 0.833  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (11.11) ARR: -0.04 (-0.40, 0.32) 0.825  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.371b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 0 (0.00) 0 (0.00)    

No Event 8 (80.00) 8 (88.89)    

Total 10  9     
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Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 3 (15.00) OR: 0.42 (0.04, 4.04) 0.428a  

  Inpatient hospital setting 1 (6.25) 2 (10.00) RR: 0.42 (0.04, 4.20) 0.459  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.09 (-0.12, 0.29) 0.413  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.044b  

  Acute hospital care at home 0 (0.00) 1 (5.00)    

  ICU 0 (0.00) 1 (5.00)    

No Event 15 (93.75) 17 (85.00)    

Total 16  20     
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Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

  Inpatient hospital setting 1 (5.00) 2 (9.52) RR: 0.33 (0.04, 2.57) 0.287  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.11 (-0.08, 0.30) 0.268  

  ER admission greater > 24 hours 0 (0.00) 1 (4.76)  0.354b  

  Acute hospital care at home 0 (0.00) 1 (4.76)    

  ICU 0 (0.00) 0 (0.00)    

No Event 19 (95.00) 18 (85.71)    

Total 20  21     
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Table 2.20.2.5 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 22 (8.15) 27 (10.47) OR: 0.77 (0.43, 1.39) 0.380a  

  Inpatient hospital setting 18 (6.67) 22 (8.53) RR: 0.79 (0.46, 1.34) 0.381  

  Temporary facility for managing severe 

COVID 19 

3 (1.11) 4 (1.55) ARR: 0.02 (-0.03, 0.07) 0.382  

  ER admission greater > 24 hours 2 (0.74) 0 (0.00)  0.290b  

  Acute hospital care at home 0 (0.00) 1 (0.39)    

  ICU 7 (2.59) 9 (3.49)    

No Event 248 (91.85) 231 (89.53)    

Total 270  258     
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Table 2.20.2.6 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 12 (5.38) 29 (12.39) OR: 0.40 (0.20, 0.82) 0.010a  

  Inpatient hospital setting 9 (4.04) 14 (5.98) RR: 0.43 (0.22, 0.84) 0.013  

  Temporary facility for managing severe 

COVID 19 

1 (0.45) 5 (2.14) ARR: 0.07 (0.02, 0.12) 0.008  

  ER admission greater > 24 hours 1 (0.45) 4 (1.71)  0.209b  

  Acute hospital care at home 1 (0.45) 7 (2.99)  0.161c  

  ICU 4 (1.79) 6 (2.56)    

No Event 211 (94.62) 205 (87.61)    

Total 223  234     
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Table 2.20.2.6 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 16 (8.42) 19 (10.16) OR: 0.82 (0.41, 1.64) 0.566a  

  Inpatient hospital setting 14 (7.37) 18 (9.63) RR: 0.83 (0.45, 1.56) 0.565  

  Temporary facility for managing severe 

COVID 19 

2 (1.05) 1 (0.53) ARR: 0.02 (-0.04, 0.08) 0.569  

  ER admission greater > 24 hours 1 (0.53) 0 (0.00)  0.261b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 3 (1.58) 6 (3.21)    

No Event 174 (91.58) 168 (89.84)    

Total 190  187     
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Table 2.20.2.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 4 (6.35) 3 (8.11) OR: 0.89 (0.19, 4.13) 0.877a  

  Inpatient hospital setting 3 (4.76) 3 (8.11) RR: 0.89 (0.22, 3.58) 0.875  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.01 (-0.10, 0.12) 0.880  

  ER admission greater > 24 hours 1 (1.59) 0 (0.00)  0.383b  

  Acute hospital care at home 0 (0.00) 0 (0.00)  0.330c  

  ICU 2 (3.17) 2 (5.41)    

No Event 59 (93.65) 34 (91.89)    

Total 63  37     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 3 

Table 2.20.2.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 14 (8.09) 17 (9.60) OR: 0.83 (0.40, 1.74) 0.624a  

  Inpatient hospital setting 12 (6.94) 16 (9.04) RR: 0.85 (0.43, 1.65) 0.624  

  Temporary facility for managing severe 

COVID 19 

2 (1.16) 1 (0.56) ARR: 0.01 (-0.05, 0.08) 0.626  

  ER admission greater > 24 hours 1 (0.58) 0 (0.00)  0.322b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 3 (1.73) 6 (3.39)    

No Event 159 (91.91) 160 (90.40)    

Total 173  177     
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Table 2.20.2.7 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 10 (5.65) 28 (13.53) OR: 0.39 (0.18, 0.83) 0.012a  

  Inpatient hospital setting 8 (4.52) 13 (6.28) RR: 0.42 (0.21, 0.85) 0.016  

  Temporary facility for managing severe 

COVID 19 

1 (0.56) 5 (2.42) ARR: 0.08 (0.02, 0.13) 0.009  

  ER admission greater > 24 hours 0 (0.00) 4 (1.93)  0.201b  

  Acute hospital care at home 1 (0.56) 7 (3.38)    

  ICU 2 (1.13) 4 (1.93)    

No Event 167 (94.35) 179 (86.47)    

Total 177  207     
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Table 2.20.2.8 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 14 (5.49) 33 (13.04) OR: 0.39 (0.20, 0.74) 0.003a  

  Inpatient hospital setting 12 (4.71) 21 (8.30) RR: 0.42 (0.23, 0.77) 0.005  

  Temporary facility for managing severe 

COVID 19 

2 (0.78) 6 (2.37) ARR: 0.08 (0.03, 0.13) 0.003  

  ER admission greater > 24 hours 0 (0.00) 2 (0.79)  0.816b  

  Acute hospital care at home 0 (0.00) 4 (1.58)  0.064c  

  ICU 4 (1.57) 9 (3.56)    

No Event 241 (94.51) 220 (86.96)    

Total 255  253     
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Table 2.20.2.8 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 14 (8.86) 15 (8.93) OR: 0.99 (0.46, 2.12) 0.980a  

  Inpatient hospital setting 11 (6.96) 11 (6.55) RR: 0.99 (0.49, 1.99) 0.980  

  Temporary facility for managing severe 

COVID 19 

1 (0.63) 0 (0.00) ARR: 0.00 (-0.06, 0.06) 0.979  

  ER admission greater > 24 hours 2 (1.27) 2 (1.19)  0.159b  

  Acute hospital care at home 1 (0.63) 3 (1.79)    

  ICU 3 (1.90) 3 (1.79)    

No Event 144 (91.14) 153 (91.07)    

Total 158  168     
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Table 2.20.2.9 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.10) 9 (10.71) OR: 0.10 (0.01, 0.76) 0.007a  

  Inpatient hospital setting 0 (0.00) 2 (2.38) RR: 0.11 (0.01, 0.79) 0.029  

  Temporary facility for managing severe 

COVID 19 

1 (1.10) 3 (3.57) ARR: 0.10 (0.03, 0.17) 0.007  

  ER admission greater > 24 hours 0 (0.00) 2 (2.38)  0.659b  

  Acute hospital care at home 0 (0.00) 2 (2.38)  0.038c  

  ICU 1 (1.10) 3 (3.57)    

No Event 90 (98.90) 75 (89.29)    

Total 91  84     
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Table 2.20.2.9 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 27 (8.39) 39 (11.57) OR: 0.70 (0.42, 1.17) 0.166a  

  Inpatient hospital setting 23 (7.14) 30 (8.90) RR: 0.72 (0.45, 1.15) 0.169  

  Temporary facility for managing severe 

COVID 19 

2 (0.62) 3 (0.89) ARR: 0.03 (-0.01, 0.08) 0.164  

  ER admission greater > 24 hours 2 (0.62) 2 (0.59)  0.308b  

  Acute hospital care at home 1 (0.31) 5 (1.48)    

  ICU 6 (1.86) 9 (2.67)    

No Event 295 (91.61) 298 (88.43)    

Total 322  337     
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Table 2.20.2.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 1 (1.10) 9 (10.71) OR: 0.10 (0.01, 0.76) 0.007a  

  Inpatient hospital setting 0 (0.00) 2 (2.38) RR: 0.11 (0.01, 0.79) 0.029  

  Temporary facility for managing severe 

COVID 19 

1 (1.10) 3 (3.57) ARR: 0.10 (0.03, 0.17) 0.007  

  ER admission greater > 24 hours 0 (0.00) 2 (2.38)  0.659b  

  Acute hospital care at home 0 (0.00) 2 (2.38)  0.092c  

  ICU 1 (1.10) 3 (3.57)    

No Event 90 (98.90) 75 (89.29)    

Total 91  84     
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Table 2.20.2.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 5 (6.10) 11 (14.67) OR: 0.37 (0.12, 1.13) 0.074a  

  Inpatient hospital setting 5 (6.10) 8 (10.67) RR: 0.41 (0.15, 1.13) 0.084  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 2 (2.67) ARR: 0.09 (-0.01, 0.18) 0.073  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.565b  

  Acute hospital care at home 0 (0.00) 1 (1.33)    

  ICU 0 (0.00) 3 (4.00)    

No Event 77 (93.90) 64 (85.33)    

Total 82  75     
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Table 2.20.2.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 8 (9.76) 13 (13.83) OR: 0.67 (0.26, 1.71) 0.406a  

  Inpatient hospital setting 7 (8.54) 11 (11.70) RR: 0.70 (0.31, 1.61) 0.408  

  Temporary facility for managing severe 

COVID 19 

1 (1.22) 1 (1.06) ARR: 0.04 (-0.05, 0.14) 0.398  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.668b  

  Acute hospital care at home 0 (0.00) 1 (1.06)    

  ICU 3 (3.66) 3 (3.19)    

No Event 74 (90.24) 81 (86.17)    

Total 82  94     
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Table 2.20.2.10 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 14 (8.86) 15 (8.93) OR: 0.99 (0.46, 2.12) 0.980a  

  Inpatient hospital setting 11 (6.96) 11 (6.55) RR: 0.99 (0.49, 1.99) 0.980  

  Temporary facility for managing severe 

COVID 19 

1 (0.63) 0 (0.00) ARR: 0.00 (-0.06, 0.06) 0.979  

  ER admission greater > 24 hours 2 (1.27) 2 (1.19)  0.159b  

  Acute hospital care at home 1 (0.63) 3 (1.79)    

  ICU 3 (1.90) 3 (1.79)    

No Event 144 (91.14) 153 (91.07)    

Total 158  168     
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Table 2.20.2.11 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 27 (7.28) 43 (11.38) OR: 0.61 (0.37, 1.01) 0.054a  

  Inpatient hospital setting 23 (6.20) 28 (7.41) RR: 0.64 (0.40, 1.01) 0.057  

  Temporary facility for managing severe 

COVID 19 

2 (0.54) 6 (1.59) ARR: 0.04 (0.00, 0.08) 0.054  

  ER admission greater > 24 hours 2 (0.54) 4 (1.06)  0.043b  

  Acute hospital care at home 1 (0.27) 6 (1.59)  0.277c  

  ICU 7 (1.89) 12 (3.17)    

No Event 344 (92.72) 335 (88.62)    

Total 371  378     
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Table 2.20.2.11 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 5 (11.63) OR: 0.18 (0.02, 1.66) 0.100a  

  Inpatient hospital setting 0 (0.00) 4 (9.30) RR: 0.20 (0.02, 1.71) 0.142  

  Temporary facility for managing severe 

COVID 19 

1 (2.38) 0 (0.00) ARR: 0.09 (-0.01, 0.20) 0.087  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.465b  

  Acute hospital care at home 0 (0.00) 1 (2.33)    

  ICU 0 (0.00) 0 (0.00)    

No Event 41 (97.62) 38 (88.37)    

Total 42  43     
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Table 2.20.2.12 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 13 (5.75) 30 (13.33) OR: 0.40 (0.20, 0.78) 0.006a  

  Inpatient hospital setting 12 (5.31) 19 (8.44) RR: 0.43 (0.23, 0.81) 0.008  

  Temporary facility for managing severe 

COVID 19 

1 (0.44) 6 (2.67) ARR: 0.08 (0.02, 0.13) 0.006  

  ER admission greater > 24 hours 0 (0.00) 2 (0.89)  NEb  

  Acute hospital care at home 0 (0.00) 3 (1.33)  NEc  

  ICU 4 (1.77) 9 (4.00)    

No Event 213 (94.25) 195 (86.67)    

Total 226  225     
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Table 2.20.2.14 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 25 (6.81) 43 (11.56) OR: 0.56 (0.34, 0.94) 0.026a  

  Inpatient hospital setting 22 (5.99) 28 (7.53) RR: 0.59 (0.37, 0.94) 0.028  

  Temporary facility for managing severe 

COVID 19 

2 (0.54) 6 (1.61) ARR: 0.05 (0.01, 0.09) 0.025  

  ER admission greater > 24 hours 1 (0.27) 4 (1.08)  0.055b  

  Acute hospital care at home 1 (0.27) 6 (1.61)  0.908c  

  ICU 5 (1.36) 12 (3.23)    

No Event 342 (93.19) 329 (88.44)    

Total 367  372     
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Table 2.20.2.14 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 5 (10.20) OR: 0.63 (0.15, 2.76) 0.506a  

  Inpatient hospital setting 1 (2.17) 4 (8.16) RR: 0.64 (0.17, 2.42) 0.512  

  Temporary facility for managing severe 

COVID 19 

1 (2.17) 0 (0.00) ARR: 0.04 (-0.08, 0.16) 0.528  

  ER admission greater > 24 hours 1 (2.17) 0 (0.00)  0.013b  

  Acute hospital care at home 0 (0.00) 1 (2.04)    

  ICU 2 (4.35) 0 (0.00)    

No Event 43 (93.48) 44 (89.80)    

Total 46  49     
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Table 2.20.2.15 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 21 (7.66) 32 (11.39) OR: 0.64 (0.36, 1.15) 0.135a  

  Inpatient hospital setting 17 (6.20) 20 (7.12) RR: 0.67 (0.39, 1.14) 0.138  

  Temporary facility for managing severe 

COVID 19 

3 (1.09) 3 (1.07) ARR: 0.04 (-0.01, 0.09) 0.132  

  ER admission greater > 24 hours 1 (0.36) 4 (1.42)  0.639b  

  Acute hospital care at home 1 (0.36) 6 (2.14)  0.776c  

  ICU 4 (1.46) 9 (3.20)    

No Event 253 (92.34) 249 (88.61)    

Total 274  281     
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Table 2.20.2.15 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 4 (5.48) 5 (6.76) OR: 0.81 (0.21, 3.12) 0.756a  

  Inpatient hospital setting 3 (4.11) 5 (6.76) RR: 0.82 (0.24, 2.83) 0.755  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 0 (0.00) ARR: 0.01 (-0.07, 0.09) 0.759  

  ER admission greater > 24 hours 1 (1.37) 0 (0.00)  0.421b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 2 (2.74) 2 (2.70)    

No Event 69 (94.52) 69 (93.24)    

Total 73  74     
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Table 2.20.2.16 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 22 (7.07) 34 (11.22) OR: 0.60 (0.34, 1.05) 0.073a  

  Inpatient hospital setting 18 (5.79) 22 (7.26) RR: 0.63 (0.37, 1.05) 0.076  

  Temporary facility for managing severe 

COVID 19 

2 (0.64) 3 (0.99) ARR: 0.04 (0.00, 0.09) 0.072  

  ER admission greater > 24 hours 2 (0.64) 4 (1.32)  0.336b  

  Acute hospital care at home 1 (0.32) 6 (1.98)  0.458c  

  ICU 5 (1.61) 10 (3.30)    

No Event 289 (92.93) 269 (88.78)    

Total 311  303     
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Table 2.20.2.16 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 3 (9.09) 3 (7.89) OR: 0.78 (0.14, 4.38) 0.776a  

  Inpatient hospital setting 2 (6.06) 3 (7.89) RR: 0.81 (0.19, 3.51) 0.774  

  Temporary facility for managing severe 

COVID 19 

1 (3.03) 0 (0.00) ARR: 0.02 (-0.11, 0.15) 0.774  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.233b  

  Acute hospital care at home 0 (0.00) 0 (0.00)    

  ICU 1 (3.03) 1 (2.63)    

No Event 30 (90.91) 35 (92.11)    

Total 33  38     
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Table 2.20.2.21 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 15 (7.98) 29 (13.94) OR: 0.54 (0.28, 1.05) 0.068a  

  Inpatient hospital setting 12 (6.38) 21 (10.10) RR: 0.58 (0.32, 1.05) 0.073  

  Temporary facility for managing severe 

COVID 19 

1 (0.53) 4 (1.92) ARR: 0.06 (0.00, 0.12) 0.062  

  ER admission greater > 24 hours 1 (0.53) 2 (0.96)  0.457b  

  Acute hospital care at home 1 (0.53) 3 (1.44)  NEc  

  ICU 3 (1.60) 7 (3.37)    

No Event 173 (92.02) 179 (86.06)    

Total 188  208     
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Table 2.20.2.23 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 11 (5.21) 17 (8.37) OR: 0.61 (0.28, 1.33) 0.205a  

  Inpatient hospital setting 9 (4.27) 10 (4.93) RR: 0.63 (0.30, 1.30) 0.210  

  Temporary facility for managing severe 

COVID 19 

2 (0.95) 2 (0.99) ARR: 0.03 (-0.02, 0.08) 0.208  

  ER admission greater > 24 hours 1 (0.47) 2 (0.99)  0.141b  

  Acute hospital care at home 0 (0.00) 3 (1.48)  NEc  

  ICU 4 (1.90) 5 (2.46)    

No Event 200 (94.79) 186 (91.63)    

Total 211  203     
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Table 2.20.2.24 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 4 (7.69) 2 (3.17) OR: 2.92 (0.47, 18.08) 0.246a  

  Inpatient hospital setting 2 (3.85) 2 (3.17) RR: 2.81 (0.45, 17.45) 0.267  

  Temporary facility for managing severe 

COVID 19 

1 (1.92) 0 (0.00) ARR: -0.05 (-0.13, 0.03) 0.249  

  ER admission greater > 24 hours 0 (0.00) 0 (0.00)  0.333b  

  Acute hospital care at home 1 (1.92) 0 (0.00)  0.055c  

  ICU 1 (1.92) 1 (1.59)    

No Event 48 (92.31) 61 (96.83)    

Total 52  63     
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Table 2.20.2.24 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 24 (6.82) 46 (13.07) OR: 0.49 (0.29, 0.82) 0.006a  

  Inpatient hospital setting 21 (5.97) 30 (8.52) RR: 0.52 (0.33, 0.84) 0.007  

  Temporary facility for managing severe 

COVID 19 

2 (0.57) 6 (1.70) ARR: 0.06 (0.02, 0.11) 0.006  

  ER admission greater > 24 hours 2 (0.57) 4 (1.14)  0.193b  

  Acute hospital care at home 0 (0.00) 7 (1.99)    

  ICU 6 (1.70) 11 (3.13)    

No Event 328 (93.18) 306 (86.93)    

Total 352  352     
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Table 2.20.2.25 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (4.23) 16 (7.34) OR: 0.55 (0.24, 1.28) 0.162a  

  Inpatient hospital setting 6 (2.82) 11 (5.05) RR: 0.57 (0.26, 1.26) 0.167  

  Temporary facility for managing severe 

COVID 19 

3 (1.41) 0 (0.00) ARR: 0.03 (-0.01, 0.08) 0.158  

  ER admission greater > 24 hours 1 (0.47) 2 (0.92)  0.979b  

  Acute hospital care at home 0 (0.00) 4 (1.83)  0.989c  

  ICU 3 (1.41) 4 (1.83)    

No Event 204 (95.77) 202 (92.66)    

Total 213  218     
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Table 2.20.2.25 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 19 (9.50) 32 (15.76) OR: 0.56 (0.31, 1.03) 0.059a  

  Inpatient hospital setting 17 (8.50) 21 (10.34) RR: 0.60 (0.35, 1.03) 0.064  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 6 (2.96) ARR: 0.06 (0.00, 0.13) 0.058  

  ER admission greater > 24 hours 1 (0.50) 2 (0.99)  0.029b  

  Acute hospital care at home 1 (0.50) 3 (1.48)    

  ICU 4 (2.00) 8 (3.94)    

No Event 181 (90.50) 171 (84.24)    

Total 200  203     
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Table 2.20.2.26 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 17 (5.07) 31 (9.23) OR: 0.53 (0.29, 0.97) 0.037a  

  Inpatient hospital setting 13 (3.88) 19 (5.65) RR: 0.55 (0.31, 0.97) 0.040  

  Temporary facility for managing severe 

COVID 19 

3 (0.90) 5 (1.49) ARR: 0.04 (0.00, 0.08) 0.036  

  ER admission greater > 24 hours 1 (0.30) 3 (0.89)  0.201b  

  Acute hospital care at home 1 (0.30) 5 (1.49)  0.673c  

  ICU 3 (0.90) 9 (2.68)    

No Event 318 (94.93) 305 (90.77)    

Total 335  336     
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Table 2.20.2.26 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 11 (14.10) 17 (20.00) OR: 0.66 (0.29, 1.51) 0.323a  

  Inpatient hospital setting 10 (12.82) 13 (15.29) RR: 0.70 (0.35, 1.42) 0.327  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (1.18) ARR: 0.06 (-0.06, 0.17) 0.316  

  ER admission greater > 24 hours 1 (1.28) 1 (1.18)  0.237b  

  Acute hospital care at home 0 (0.00) 2 (2.35)    

  ICU 4 (5.13) 3 (3.53)    

No Event 67 (85.90) 68 (80.00)    

Total 78  85     
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Table 2.20.2.27 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 22 (5.80) 40 (10.13) OR: 0.55 (0.32, 0.94) 0.026a  

  Inpatient hospital setting 18 (4.75) 27 (6.84) RR: 0.57 (0.35, 0.94) 0.029  

  Temporary facility for managing severe 

COVID 19 

3 (0.79) 5 (1.27) ARR: 0.04 (0.01, 0.08) 0.025  

  ER admission greater > 24 hours 1 (0.26) 3 (0.76)  0.199b  

  Acute hospital care at home 1 (0.26) 6 (1.52)  0.852c  

  ICU 4 (1.06) 10 (2.53)    

No Event 357 (94.20) 355 (89.87)    

Total 379  395     
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Table 2.20.2.27 

Subgroup Analysis for Exploratory Endpoint: Type of Hospitalization through Day 169 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable efficacy in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 6 (17.65) 8 (30.77) OR: 0.49 (0.14, 1.64) 0.247a  

  Inpatient hospital setting 5 (14.71) 5 (19.23) RR: 0.56 (0.21, 1.52) 0.258  

  Temporary facility for managing severe 

COVID 19 

0 (0.00) 1 (3.85) ARR: 0.13 (-0.09, 0.35) 0.247  

  ER admission greater > 24 hours 1 (2.94) 1 (3.85)  0.193b  

  Acute hospital care at home 0 (0.00) 1 (3.85)    

  ICU 3 (8.82) 2 (7.69)    

No Event 28 (82.35) 18 (69.23)    

Total 34  26     
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Table 2.21.1 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 65 n 11 30    

Mean 15.9 11.8    

SD 13.10 9.49    

Min 3.0 3.0    

Q1 7.0 6.0    

Median 10.0 10.0 3.5 (-3.0, 10.0) 0.520  

Q3 21.0 13.0    

Max 47.0 53.0    
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Table 2.21.1 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 65 n 6 10    

Mean 13.2 15.3    

SD 5.12 7.38    

Min 6.0 9.0    

Q1 8.0 10.0    

Median 14.5 12.5 -2.5 (-11.0, 6.0) 0.789  

Q3 17.0 19.0    

Max 19.0 29.0    
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Table 2.21.2 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 75 n 13 38    

Mean 15.4 12.6    

SD 12.31 9.28    

Min 3.0 3.0    

Q1 7.0 8.0    

Median 10.0 10.0 3.0 (-3.0, 9.0) 0.746  

Q3 20.0 14.0    

Max 47.0 53.0    
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Table 2.21.2 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 75 n 4 2    

Mean 13.5 13.5    

SD 3.87 2.12    

Min 8.0 12.0    

Q1 11.0 12.0    

Median 14.5 13.5 1.0 (-5.0, 7.0) 1.000  

Q3 16.0 15.0    

Max 17.0 15.0    
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Table 2.21.3 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 80 n 15 39    

Mean 15.4 12.7    

SD 11.41 9.17    

Min 3.0 3.0    

Q1 7.0 8.0    

Median 14.0 10.0 2.5 (-3.0, 8.0) 0.507  

Q3 20.0 15.0    

Max 47.0 53.0    
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Table 2.21.3 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 80 n 2 1    

Mean 11.5 12.0    

SD 4.95 NE    

Min 8.0 12.0    

Q1 8.0 12.0    

Median 11.5 12.0 0.5 (-3.0, 4.0) 1.000  

Q3 15.0 12.0    

Max 15.0 12.0    
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Table 2.21.4 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Male n 8 23    

Mean 20.9 11.8    

SD 11.97 6.56    

Min 8.0 3.0    

Q1 14.5 8.0    

Median 18.0 10.0 8.0 (2.0, 14.0) 0.024  

Q3 23.5 13.0    

Max 47.0 29.0    
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Table 2.21.4 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Female n 9 17    

Mean 9.7 13.8    

SD 6.52 11.75    

Min 3.0 3.0    

Q1 6.0 9.0    

Median 7.0 11.0 -2.5 (-8.0, 3.0) 0.339  

Q3 10.0 17.0    

Max 21.0 53.0    
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Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

American Indian or Alaska Native n 2 14    

Mean 5.5 8.9    

SD 3.54 4.45    

Min 3.0 3.0    

Q1 3.0 5.0    

Median 5.5 9.0 -6.0 (-17.0, 5.0) 0.250  

Q3 8.0 11.0    

Max 8.0 20.0    
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Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Asian n 0 1    

Mean NE 10.0    

SD NE NE    

Min NE 10.0    

Q1 NE 10.0    

Median NE 10.0 NE NE  

Q3 NE 10.0    

Max NE 10.0    
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Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Black or African American n 1 1    

Mean 4.0 15.0    

SD NE NE    

Min 4.0 15.0    

Q1 4.0 15.0    

Median 4.0 15.0 NE NE  

Q3 4.0 15.0    

Max 4.0 15.0    
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Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Native Hawaiian or Other Pacific Islanders n 1 3    

Mean 19.0 16.3    

SD NE 9.29    

Min 19.0 6.0    

Q1 19.0 6.0    

Median 19.0 19.0 4.0 (-5.0, 13.0) 1.000  

Q3 19.0 24.0    

Max 19.0 24.0    
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Table 2.21.5 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

White n 13 21    

Mean 16.9 14.7    

SD 11.17 11.01    

Min 6.0 3.0    

Q1 9.0 9.0    

Median 15.0 12.0 2.5 (-3.0, 8.0) 0.482  

Q3 20.0 17.0    

Max 47.0 53.0    
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Table 2.21.6 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Hispanic n 8 26    

Mean 18.9 10.2    

SD 14.08 5.28    

Min 3.0 3.0    

Q1 7.5 6.0    

Median 19.0 9.5 6.5 (-2.0, 15.0) 0.152  

Q3 24.0 12.0    

Max 47.0 24.0    
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Table 2.21.6 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Not Hispanic n 9 14    

Mean 11.4 17.1    

SD 5.64 12.59    

Min 4.0 4.0    

Q1 7.0 10.0    

Median 10.0 11.5 -3.5 (-11.0, 4.0) 0.279  

Q3 15.0 20.0    

Max 21.0 53.0    
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Table 2.21.7 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

US n 3 2    

Mean 10.0 28.5    

SD 7.94 34.65    

Min 4.0 4.0    

Q1 4.0 4.0    

Median 7.0 28.5 17.0 (-15.0, 49.0) 1.000  

Q3 19.0 53.0    

Max 19.0 53.0    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 3 

Table 2.21.7 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Europe n 9 13    

Mean 14.1 13.8    

SD 7.15 5.46    

Min 6.0 9.0    

Q1 9.0 10.0    

Median 14.0 12.0 0.5 (-5.0, 6.0) 0.947  

Q3 17.0 17.0    

Max 28.0 27.0    
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Table 2.21.7 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Other n 5 25    

Mean 19.4 10.8    

SD 17.04 6.53    

Min 3.0 3.0    

Q1 8.0 6.0    

Median 19.0 9.0 6.5 (-4.0, 17.0) 0.394  

Q3 20.0 12.0    

Max 47.0 29.0    
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Table 2.21.8 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 5 days n 8 29    

Mean 12.9 11.6    

SD 5.33 6.31    

Min 7.0 3.0    

Q1 8.0 9.0    

Median 12.0 10.0 2.0 (-3.0, 7.0) 0.582  

Q3 18.0 13.0    

Max 20.0 29.0    
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Table 2.21.8 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 5 days n 9 11    

Mean 16.8 15.5    

SD 14.19 14.00    

Min 3.0 4.0    

Q1 6.0 5.0    

Median 15.0 12.0 2.5 (-9.0, 14.0) 0.910  

Q3 21.0 19.0    

Max 47.0 53.0    
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Table 2.21.9 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 3 days n 1 8    

Mean 20.0 13.0    

SD NE 8.04    

Min 20.0 3.0    

Q1 20.0 8.5    

Median 20.0 11.5 4.0 (-9.0, 17.0) 0.457  

Q3 20.0 16.0    

Max 20.0 29.0    
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Table 2.21.9 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 3 days n 16 32    

Mean 14.6 12.6    

SD 11.10 9.40    

Min 3.0 3.0    

Q1 7.0 8.0    

Median 12.0 10.0 1.5 (-3.0, 6.0) 0.655  

Q3 19.0 14.5    

Max 47.0 53.0    
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Table 2.21.10 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset < 25% n 1 8    

Mean 20.0 13.0    

SD NE 8.04    

Min 20.0 3.0    

Q1 20.0 8.5    

Median 20.0 11.5 4.0 (-9.0, 17.0) 0.457  

Q3 20.0 16.0    

Max 20.0 29.0    
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Table 2.21.10 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset 25-50% n 2 10    

Mean 13.0 9.2    

SD 8.49 3.65    

Min 7.0 3.0    

Q1 7.0 7.0    

Median 13.0 9.5 4.5 (-7.0, 16.0) 0.675  

Q3 19.0 12.0    

Max 19.0 14.0    
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Table 2.21.10 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset 50-75% n 5 11    

Mean 11.4 12.7    

SD 4.04 6.75    

Min 7.0 5.0    

Q1 9.0 9.0    

Median 10.0 10.0 -2.5 (-10.0, 5.0) 0.866  

Q3 14.0 19.0    

Max 17.0 27.0    
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Table 2.21.10 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≥ 75% n 9 11    

Mean 16.8 15.5    

SD 14.19 14.00    

Min 3.0 4.0    

Q1 6.0 5.0    

Median 15.0 12.0 2.5 (-9.0, 14.0) 0.910  

Q3 21.0 19.0    

Max 47.0 53.0    
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Table 2.21.11 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk n 16 36    

Mean 15.3 13.0    

SD 11.07 9.30    

Min 3.0 3.0    

Q1 7.0 9.0    

Median 14.5 10.5 2.0 (-3.0, 7.0) 0.521  

Q3 19.5 14.5    

Max 47.0 53.0    
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Table 2.21.11 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Low risk n 1 4    

Mean 9.0 9.8    

SD NE 6.50    

Min 9.0 4.0    

Q1 9.0 5.5    

Median 9.0 8.0 -2.5 (-10.0, 5.0) 1.000  

Q3 9.0 14.0    

Max 9.0 19.0    
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Table 2.21.12 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk + time from symptom onset ≤ 5 days n 7 26    

Mean 13.4 11.6    

SD 5.50 6.43    

Min 7.0 3.0    

Q1 7.0 9.0    

Median 14.0 10.0 2.5 (-3.0, 8.0) 0.432  

Q3 19.0 13.0    

Max 20.0 29.0    
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Table 2.21.14 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

At least one co-morbidity n 14 36    

Mean 14.9 13.0    

SD 11.83 9.30    

Min 3.0 3.0    

Q1 7.0 9.0    

Median 12.0 10.5 1.5 (-4.0, 7.0) 0.821  

Q3 20.0 14.5    

Max 47.0 53.0    
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Table 2.21.14 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

No co-morbidity n 3 4    

Mean 15.0 9.8    

SD 5.29 6.50    

Min 9.0 4.0    

Q1 9.0 5.5    

Median 17.0 8.0 2.5 (-10.0, 15.0) 0.403  

Q3 19.0 14.0    

Max 19.0 19.0    
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Table 2.21.15 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline Vitamin D < 30 ng/mL n 14 28    

Mean 16.0 12.0    

SD 11.30 5.99    

Min 3.0 4.0    

Q1 8.0 9.0    

Median 14.5 10.0 3.0 (-2.0, 8.0) 0.397  

Q3 20.0 15.5    

Max 47.0 27.0    
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Table 2.21.15 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline Vitamin D ≥ 30 ng/mL n 2 3    

Mean 13.0 24.0    

SD 8.49 25.36    

Min 7.0 6.0    

Q1 7.0 6.0    

Median 13.0 13.0 -16.5 (-46.0, 13.0) 1.000  

Q3 19.0 53.0    

Max 19.0 53.0    
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Table 2.21.16 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc < 100 ug/dL n 14 29    

Mean 16.2 13.0    

SD 11.42 9.26    

Min 3.0 4.0    

Q1 7.0 9.0    

Median 16.0 10.0 3.0 (-3.0, 9.0) 0.448  

Q3 20.0 14.0    

Max 47.0 53.0    
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Table 2.21.16 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc ≥ 100 ug/dL n 2 2    

Mean 11.5 16.5    

SD 3.54 14.85    

Min 9.0 6.0    

Q1 9.0 6.0    

Median 11.5 16.5 5.0 (-8.0, 18.0) 1.000  

Q3 14.0 27.0    

Max 14.0 27.0    
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Table 2.21.21 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Adjunctive therapy n 8 24    

Mean 10.1 11.6    

SD 5.36 7.17    

Min 3.0 3.0    

Q1 6.5 6.0    

Median 8.5 10.0 -1.0 (-6.0, 4.0) 0.697  

Q3 14.5 13.0    

Max 19.0 29.0    
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Table 2.21.23 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

None n 7 14    

Mean 17.0 14.9    

SD 7.83 12.05    

Min 4.0 3.0    

Q1 10.0 9.0    

Median 19.0 11.5 3.5 (-4.0, 11.0) 0.246  

Q3 21.0 19.0    

Max 28.0 53.0    
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Table 2.21.24 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Positive baseline serum for SARS-CoV-2 serology n 3 1    

Mean 11.3 4.0    

SD 7.57 NE    

Min 6.0 4.0    

Q1 6.0 4.0    

Median 8.0 4.0 -9.0 (-16.0, -2.0) 0.437  

Q3 20.0 4.0    

Max 20.0 4.0    
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Table 2.21.24 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Negative baseline serum for SARS-CoV-2 serology n 14 39    

Mean 15.7 12.9    

SD 11.48 9.06    

Min 3.0 3.0    

Q1 7.0 9.0    

Median 14.5 10.0 2.0 (-3.0, 7.0) 0.452  

Q3 19.0 15.0    

Max 47.0 53.0    
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Table 2.21.25 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 2 n 7 15    

Mean 16.4 11.1    

SD 4.89 5.90    

Min 9.0 4.0    

Q1 10.0 7.0    

Median 19.0 10.0 5.5 (0.0, 11.0) 0.091  

Q3 20.0 14.0    

Max 21.0 24.0    
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Table 2.21.25 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 2 n 10 25    

Mean 13.9 13.6    

SD 13.76 10.51    

Min 3.0 3.0    

Q1 6.0 9.0    

Median 7.5 11.0 -1.0 (-6.0, 4.0) 0.526  

Q3 15.0 15.0    

Max 47.0 53.0    
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Table 2.21.26 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 3 n 11 27    

Mean 12.5 13.1    

SD 6.82 10.08    

Min 3.0 3.0    

Q1 7.0 7.0    

Median 10.0 10.0 1.0 (-5.0, 7.0) 1.000  

Q3 19.0 17.0    

Max 21.0 53.0    
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Table 2.21.26 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 3 n 6 13    

Mean 19.5 11.8    

SD 15.60 6.69    

Min 6.0 3.0    

Q1 7.0 9.0    

Median 14.5 10.0 7.5 (-4.0, 19.0) 0.391  

Q3 28.0 13.0    

Max 47.0 29.0    
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Table 2.21.27 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 4 n 14 32    

Mean 13.4 12.9    

SD 7.50 9.90    

Min 3.0 3.0    

Q1 7.0 8.0    

Median 12.5 10.0 2.0 (-3.0, 7.0) 0.739  

Q3 19.0 15.5    

Max 28.0 53.0    
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Table 2.21.27 

Subgroup Analysis for Exploratory Endpoint: Duration of Hospital Stay among Participants Who Become Hospitalized for COVID-19 

(Modified Full Analysis Set) 
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a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 4 n 3 8    

Mean 22.3 11.6    

SD 21.73 4.53    

Min 6.0 4.0    

Q1 6.0 9.0    

Median 14.0 12.0 15.0 (-9.0, 39.0) 0.620  

Q3 47.0 14.0    

Max 47.0 19.0    
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Table 2.22.1 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 65 n 2 10    

Mean 8.0 13.0    

SD 0.00 14.54    

Min 8.0 3.0    

Q1 8.0 6.0    

Median 8.0 10.0 -20.0 (-45.0, 5.0) 0.752  

Q3 8.0 12.0    

Max 8.0 53.0    
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Table 2.22.1 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 65 n 5 3    

Mean 7.2 9.0    

SD 1.64 4.00    

Min 5.0 5.0    

Q1 6.0 5.0    

Median 8.0 9.0 2.0 (-4.0, 8.0) 0.563  

Q3 8.0 13.0    

Max 9.0 13.0    
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Table 2.22.2 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 
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a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 75 n 4 12    

Mean 7.5 12.7    

SD 1.73 13.20    

Min 5.0 3.0    

Q1 6.5 6.0    

Median 8.0 10.0 -2.0 (-7.0, 3.0) 0.317  

Q3 8.5 12.5    

Max 9.0 53.0    
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Table 2.22.2 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 75 n 3 1    

Mean 7.3 5.0    

SD 1.15 NE    

Min 6.0 5.0    

Q1 6.0 5.0    

Median 8.0 5.0 -2.0 (-3.0, -1.0) 0.415  

Q3 8.0 5.0    

Max 8.0 5.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 2.22.3 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age < 80 n 6 12    

Mean 7.7 12.7    

SD 1.37 13.20    

Min 5.0 3.0    

Q1 8.0 6.0    

Median 8.0 10.0 -2.0 (-6.0, 2.0) 0.254  

Q3 8.0 12.5    

Max 9.0 53.0    
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Table 2.22.3 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Age ≥ 80 n 1 1    

Mean 6.0 5.0    

SD NE NE    

Min 6.0 5.0    

Q1 6.0 5.0    

Median 6.0 5.0 NE NE  

Q3 6.0 5.0    

Max 6.0 5.0    
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Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

American Indian or Alaska Native n 0 2    

Mean NE 13.0    

SD NE 1.41    

Min NE 12.0    

Q1 NE 12.0    

Median NE 13.0 NE NE  

Q3 NE 14.0    

Max NE 14.0    
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Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Asian n 0 0    

Mean NE NE    

SD NE NE    

Min NE NE    

Q1 NE NE    

Median NE NE NE NE  

Q3 NE NE    

Max NE NE    
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Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Black or African American n 0 1    

Mean NE 3.0    

SD NE NE    

Min NE 3.0    

Q1 NE 3.0    

Median NE 3.0 NE NE  

Q3 NE 3.0    

Max NE 3.0    
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Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Native Hawaiian or Other Pacific Islanders n 0 0    

Mean NE NE    

SD NE NE    

Min NE NE    

Q1 NE NE    

Median NE NE NE NE  

Q3 NE NE    

Max NE NE    
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Table 2.22.5 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

White n 7 10    

Mean 7.4 12.8    

SD 1.40 14.45    

Min 5.0 4.0    

Q1 6.0 6.0    

Median 8.0 9.0 -1.5 (-5.0, 2.0) 0.387  

Q3 8.0 12.0    

Max 9.0 53.0    
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Table 2.22.9 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset ≤ 3 days n 1 3    

Mean 8.0 9.7    

SD NE 5.86    

Min 8.0 3.0    

Q1 8.0 3.0    

Median 8.0 12.0 -0.5 (-6.0, 5.0) 1.000  

Q3 8.0 14.0    

Max 8.0 14.0    
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Table 2.22.9 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Time from symptom onset > 3 days n 6 10    

Mean 7.3 12.8    

SD 1.51 14.45    

Min 5.0 4.0    

Q1 6.0 6.0    

Median 8.0 9.0 -1.5 (-5.0, 2.0) 0.395  

Q3 8.0 12.0    

Max 9.0 53.0    
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Table 2.22.11 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

High risk n 7 13    

Mean 7.4 12.1    

SD 1.40 12.82    

Min 5.0 3.0    

Q1 6.0 6.0    

Median 8.0 9.0 -2.0 (-6.0, 2.0) 0.331  

Q3 8.0 12.0    

Max 9.0 53.0    
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Table 2.22.11 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Low risk n 0 0    

Mean NE NE    

SD NE NE    

Min NE NE    

Q1 NE NE    

Median NE NE NE NE  

Q3 NE NE    

Max NE NE    
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Table 2.22.14 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

At least one co-morbidity n 5 13    

Mean 7.0 12.1    

SD 1.41 12.82    

Min 5.0 3.0    

Q1 6.0 6.0    

Median 8.0 9.0 -2.0 (-6.0, 2.0) 0.312  

Q3 8.0 12.0    

Max 8.0 53.0    
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Table 2.22.14 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

No co-morbidity n 2 0    

Mean 8.5 NE    

SD 0.71 NE    

Min 8.0 NE    

Q1 8.0 NE    

Median 8.5 NE NE NE  

Q3 9.0 NE    

Max 9.0 NE    
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Table 2.22.16 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc < 100 ug/dL n 5 10    

Mean 7.8 13.0    

SD 1.10 14.54    

Min 6.0 3.0    

Q1 8.0 6.0    

Median 8.0 10.0 -1.5 (-6.0, 3.0) 0.547  

Q3 8.0 12.0    

Max 9.0 53.0    
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Table 2.22.16 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Baseline zinc ≥ 100 ug/dL n 1 1    

Mean 8.0 9.0    

SD NE NE    

Min 8.0 9.0    

Q1 8.0 9.0    

Median 8.0 9.0 NE NE  

Q3 8.0 9.0    

Max 8.0 9.0    
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Table 2.22.24 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Positive baseline serum for SARS-CoV-2 serology n 1 1    

Mean 8.0 3.0    

SD NE NE    

Min 8.0 3.0    

Q1 8.0 3.0    

Median 8.0 3.0 NE NE  

Q3 8.0 3.0    

Max 8.0 3.0    
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Table 2.22.24 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Negative baseline serum for SARS-CoV-2 serology n 6 12    

Mean 7.3 12.8    

SD 1.51 13.08    

Min 5.0 4.0    

Q1 6.0 6.0    

Median 8.0 10.0 -2.0 (-6.0, 2.0) 0.204  

Q3 8.0 12.5    

Max 9.0 53.0    
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Table 2.22.27 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 < 4 n 4 10    

Mean 8.3 12.9    

SD 0.50 14.52    

Min 8.0 3.0    

Q1 8.0 6.0    

Median 8.0 9.0 -1.5 (-6.0, 3.0) 0.726  

Q3 8.5 12.0    

Max 9.0 53.0    
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Table 2.22.27 

Subgroup Analysis for Exploratory Endpoint: Duration of ICU Admission among Participants Admitted to the ICU 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

a. Results from a Wilcoxon Rank Sum test. 

Program Path: \Table 2.sas 

Data Source: ADHO Run Date: 02FEB2022 

Subgroup Category 

AZD7442 

(N = 413) 

Placebo 

(N = 421) 

Hodges-Lehmann 

Estimate (95% CI) p-valuea  

Risk factors for severe COVID-19 ≥ 4 n 3 3    

Mean 6.3 9.3    

SD 1.53 4.73    

Min 5.0 4.0    

Q1 5.0 4.0    

Median 6.0 11.0 -2.0 (-8.0, 4.0) 0.681  

Q3 8.0 13.0    

Max 8.0 13.0    

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 1.1.1 

Time to Severe COVID-19 on or Before Day 29 (FAS) 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Number of Patients at Risk
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 1.1.2 

Time to Death from Any Cause on or Before Day 29 (FAS) 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADDD Run Date: 13MAY2022 
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Placebo: 451 444 430 412 408 408 407 407 407 407 0
 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 1.1.3 

Time to Death from Any Cause on or Before Day 169 (FAS) 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 169. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last 

known status before Day 169, and T = Date of last known status before Day 169 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADDD Run Date: 13MAY2022 
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Placebo: 451 448 444 439 436 435 433 429 429 429 429 404 0
 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 1.1.4 

Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 (FAS) 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 169. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last 

known status before Day 169, and T = Date of last known status before Day 169 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADHO Run Date: 13MAY2022 
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Figure 1.1.5 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Figure 1.2.1 

Time to Severe COVID-19 on or Before Day 29 (mFAS) 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 1.2.2 

Time to Death from Any Cause on or Before Day 29 (mFAS) 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADDD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 1.2.3 

Time to Death from Any Cause on or Before Day 169 (mFAS) 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 169. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last 

known status before Day 169, and T = Date of last known status before Day 169 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADDD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 1.2.4 

Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 (mFAS) 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 169. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last 

known status before Day 169, and T = Date of last known status before Day 169 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADHO Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 1.2.5 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (mFAS) 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 1.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.1.1.1 

Time to Severe COVID-19 on or Before Day 29 (FAS), Age < 65 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.1.1.2 

Time to Severe COVID-19 on or Before Day 29 (FAS), Age ≥65 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.1.2.1 

Time to Severe COVID-19 on or Before Day 29 (FAS) 

Disease Onset Day:  ≤5 days 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.1.2.2 

Time to Severe COVID-19 on or Before Day 29 (FAS) 

Disease Onset Day: >5 days 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.2.1.1 

Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 (FAS) 

Disease Onset Day:  ≤5 days 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADHO Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.2.1.2 

Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 (FAS) 

Disease Onset Day: >5 days 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADHO Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.3.1.1 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

Disease Onset Day:  ≤5 days 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.3.1.2 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

Disease Onset Day: >5 days 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.3.2.1 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

Pooled Time from Symptom Onset Group ≤ 3days 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.3.2.2 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

Pooled Time from Symptom Onset Group >3days 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.3.3.1 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

Quartile of time from Symptom Onset < 25% 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.3.3.2 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

Quartile of time from Symptom Onset ≥ 25% to <50% 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.3.3.1 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

Quartile of time from Symptom Onset ≥ 50% to <75% 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.1.3.3.2 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (FAS) 

Quartile of time from Symptom Onset ≥ 75% 

(Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.2.1.1.1 

Time to Severe COVID-19 on or Before Day 29 (mFAS) 

Baseline Serum SARS-CoV-2 Antibody Positive 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.2.1.1.2 

Time to Severe COVID-19 on or Before Day 29 (mFAS) 

Baseline Serum SARS-CoV-2 Antibody Negative 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.2.2.1.1 

Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 (mFAS) 

Disease Onset Day:  ≤5 days 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 169. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last 

known status before Day 169, and T = Date of last known status before Day 169 – Date of dosing + 1. 

The Cox model includes terms of treatment and the stratification factor. 

Program Path: \Figure 2.sas 

Data Source: ADHO Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.2.2.1.2 

Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 (mFAS) 

Disease Onset Day: >5 days 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 169. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last 

known status before Day 169, and T = Date of last known status before Day 169 – Date of dosing + 1. 

The Cox model includes terms of treatment and the stratification factor. 

Program Path: \Figure 2.sas 

Data Source: ADHO Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.2.2.2.1 

Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 (mFAS) 

Baseline Serum SARS-CoV-2 Antibody: Positive 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 169. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last 

known status before Day 169, and T = Date of last known status before Day 169 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADHO Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.2.2.2.2 

Time to Hospitalization for COVID-19 Complications or Sequelae on or Before Day 169 (mFAS) 

Baseline Serum SARS-CoV-2 Antibody: Negative 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 169. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last 

known status before Day 169, and T = Date of last known status before Day 169 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADHO Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.2.3.1.1 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (mFAS) 

Pooled Time from Symptom Onset Group ≤ 3days 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

Figure 2.2.3.1.2 

Time to Return to Usual (pre-COVID-19) Health Through Day 29 (mFAS) 

Pooled Time from Symptom Onset Group >3days 

(Modified Full Analysis Set) 

 

 
______________________________________________________________________________________________________________________________________________________ 
Follow-up time is calculated as T = Date of event/censoring – Date of dosing + 1. For participants who do not have an event on or before the assessment 

timepoint, they will be censored at Day 29. Absence of data following participants’ withdrawal/lost to follow-up will be censored at the date of last known 

status before Day 29, and T = Date of last known status before Day 29 – Date of dosing + 1. 

The Cox model includes terms of treatment and the two stratification factors. 

Program Path: \Figure 2.sas 

Data Source: ADTTE Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.1 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Body Aches 

(Full Analysis Set) 
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Program Path: ...\Figure 3.sas 

Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.2 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Chills 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.3 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Congestion 

(Full Analysis Set) 
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Program Path: ...\Figure 3.sas 

Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.4 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Cough 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.5 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Diarrhea 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.6 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Difficulty Breathing 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.7 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Fatigue 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.8 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Headache 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.9 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Muscle Aches 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.10 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Nausea 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.11 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments New Loss of Smell 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.12 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments New Loss of Taste 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.13 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Runny Nose 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.14 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Shortness of Breath 

(Full Analysis Set) 
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Source: ADFASD Run Date: 13MAY2022 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.15 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Sore Throat 

(Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.1.16 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Vomiting 

(Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.1 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Body Aches 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.2 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Chills 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.3 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Congestion 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.4 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Cough 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.5 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Diarrhea 

(Modified Full Analysis Set) 

 

 
________________________________________________________________________________________________________________________________ 

 

 

 

Program Path: ...\Figure 3.sas 

Source: ADFASD Run Date: 13MAY2022 

309 278 262 230 200

325 298 257 230 203

Number of Subjects

AZD7442

Placebo

Baseline Day 3 Day 6 Day 15 Day 29

Visit

-3.0

-2.5

-2.0

-1.5

-1.0

-0.5

0.0

0.5

1.0

1.5

2.0

2.5

3.0

M
e
a
n
 
C
h
a
n
g
e
 
S
c
o
r
e
 
f
r
o
m
 
B
a
s
e
l
i
n
e
 
(
S
D
)

PlaceboAZD7442

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.6 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Difficulty Breathing 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.7 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Fatigue 

(Modified Full Analysis Set) 

 

 
________________________________________________________________________________________________________________________________ 

 

 

 

Program Path: ...\Figure 3.sas 

Source: ADFASD Run Date: 13MAY2022 

309 279 262 230 200

325 298 257 230 203

Number of Subjects

AZD7442

Placebo

Baseline Day 3 Day 6 Day 15 Day 29

Visit

-3.0

-2.5

-2.0

-1.5

-1.0

-0.5

0.0

0.5

1.0

1.5

2.0

2.5

3.0

M
e
a
n
 
C
h
a
n
g
e
 
S
c
o
r
e
 
f
r
o
m
 
B
a
s
e
l
i
n
e
 
(
S
D
)

PlaceboAZD7442

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.8 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Headache 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.9 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Muscle Aches 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.10 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Nausea 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.11 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments New Loss of Smell 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.12 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments New Loss of Taste 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.13 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Runny Nose 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.14 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Shortness of Breath 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.15 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Sore Throat 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022)  

 

Figure 3.2.16 

Observed Mean Change from Baseline in COVID-19 Symptom Severity Assessments Vomiting 

(Modified Full Analysis Set) 
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Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Any AEs Event 174 (38.50) 196 (43.46) OR: 0.82 (0.63, 1.06) 0.133a  

No Event 278 (61.50) 255 (56.54) RR: 0.89 (0.76, 1.04) 0.133  

Total 452  451  ARR: 0.05 (-0.01, 0.11) 0.132  

      0.751b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

AE with Outcome of Death Event 7 (1.55) 6 (1.33) OR: 1.17 (0.39, 3.52) 0.774a  

No Event 445 (98.45) 445 (98.67) RR: 1.17 (0.40, 3.45) 0.774  

Total 452  451  ARR: 0.00 (-0.02, 0.01) 0.774  

      0.369b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Serious Adverse Events (SAEs) Event 40 (8.85) 61 (13.53) OR: 0.62 (0.41, 0.95) 0.026a  

No Event 412 (91.15) 390 (86.47) RR: 0.66 (0.45, 0.95) 0.028  

Total 452  451  ARR: 0.05 (0.01, 0.09) 0.026  

      0.120b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

AE Leading to Study Withdrawal Event 5 (1.11) 7 (1.55) OR: 0.72 (0.23, 2.27) 0.568a  

No Event 447 (98.89) 444 (98.45) RR: 0.72 (0.23, 2.24) 0.569  

Total 452  451  ARR: 0.00 (-0.01, 0.02) 0.568  

      0.535b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

AE Leading to Discontinuation of Study 

Medication 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 452 (100.00) 451 (100.00) RR: NE (NE, NE) NE  

Total 452  451  ARR: NE (NE, NE) NE  

      NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Adverse Events of Special Interest 

(AESI) 

Event 15 (3.32) 15 (3.33) OR: 1.00 (0.48, 2.07) 0.997a  

No Event 437 (96.68) 436 (96.67) RR: 1.00 (0.50, 2.01) 0.997  

Total 452  451  ARR: 0.00 (-0.02, 0.02) 0.997  

      0.488b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Treatment Emergent AE Event 174 (38.50) 196 (43.46) OR: 0.82 (0.63, 1.06) 0.133a  

No Event 278 (61.50) 255 (56.54) RR: 0.89 (0.76, 1.04) 0.133  

Total 452  451  ARR: 0.05 (-0.01, 0.11) 0.132  

      0.751b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Severe AE Event 36 (7.96) 53 (11.75) OR: 0.65 (0.42, 1.02) 0.057a  

No Event 416 (92.04) 398 (88.25) RR: 0.68 (0.45, 1.02) 0.059  

Total 452  451  ARR: 0.04 (0.00, 0.08) 0.057  

      0.088b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Non-severe AE Event 153 (33.85) 166 (36.81) OR: 0.88 (0.67, 1.16) 0.361a  

No Event 299 (66.15) 285 (63.19) RR: 0.92 (0.77, 1.10) 0.361  

Total 452  451  ARR: 0.03 (-0.03, 0.09) 0.360  

      0.734b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Severe AESI Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 452 (100.00) 451 (100.00) RR: NE (NE, NE) NE  

Total 452  451  ARR: NE (NE, NE) NE  

      NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Non-severe AESI Event 15 (3.32) 15 (3.33) OR: 1.00 (0.48, 2.07) 0.997a  

No Event 437 (96.68) 436 (96.67) RR: 1.00 (0.50, 2.01) 0.997  

Total 452  451  ARR: 0.00 (-0.02, 0.02) 0.997  

      0.488b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Serious AESI Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 452 (100.00) 451 (100.00) RR: NE (NE, NE) NE  

Total 452  451  ARR: NE (NE, NE) NE  

      NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

AEs Excluding Disease Related Events Event 154 (34.07) 161 (35.70) OR: 0.93 (0.71, 1.23) 0.619a  

No Event 298 (65.93) 290 (64.30) RR: 0.96 (0.80, 1.14) 0.619  

Total 452  451  ARR: 0.02 (-0.05, 0.08) 0.618  

      0.830b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

SAEs Excluding Disease Related Events Event 18 (3.98) 18 (3.99) OR: 1.00 (0.51, 1.95) 0.994a  

No Event 434 (96.02) 433 (96.01) RR: 1.00 (0.53, 1.89) 0.994  

Total 452  451  ARR: 0.00 (-0.03, 0.03) 0.994  

      0.995b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

AEs Categories  n % n % Results p-value  

Severe AEs Excluding Disease Related 

Events 

Event 16 (3.54) 14 (3.10) OR: 1.15 (0.55, 2.38) 0.714a  

No Event 436 (96.46) 437 (96.90) RR: 1.14 (0.56, 2.31) 0.714  

Total 452  451  ARR: 0.00 (-0.03, 0.02) 0.713  

      0.532b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Blood and lymphatic system disorders Event 5 (1.11) 9 (2.00) OR: 0.55 (0.18, 1.67) 0.286a  

  Anaemia 1 (0.22) 1 (0.22) RR: 0.56 (0.19, 1.65) 0.293  

  Anaemia of malignant disease 2 (0.44) 0 (0.00) ARR: 0.01 (-0.01, 0.02) 0.285  

  Bicytopenia 0 (0.00) 1 (0.22)  0.554b  

  Blood loss anaemia 0 (0.00) 1 (0.22)    

  Iron deficiency anaemia 0 (0.00) 2 (0.44)    

  Leukopenia 0 (0.00) 1 (0.22)    

  Lymphadenopathy 1 (0.22) 1 (0.22)    

  Nephrogenic anaemia 1 (0.22) 0 (0.00)    

  Thrombocytopenia 0 (0.00) 1 (0.22)    

  Thrombocytosis 0 (0.00) 1 (0.22)    

No Event 447 (98.89) 442 (98.00)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Cardiac disorders Event 8 (1.77) 9 (2.00) OR: 0.88 (0.34, 2.30) 0.797a  

  Acute left ventricular failure 1 (0.22) 0 (0.00) RR: 0.88 (0.35, 2.26) 0.797  

  Acute myocardial infarction 2 (0.44) 0 (0.00) ARR: 0.00 (-0.02, 0.02) 0.798  

  Angina pectoris 1 (0.22) 0 (0.00)  0.323b  

  Arrhythmia 0 (0.00) 2 (0.44)    

  Atrial fibrillation 0 (0.00) 1 (0.22)    

  Atrioventricular block first degree 1 (0.22) 0 (0.00)    

  Bradycardia 0 (0.00) 1 (0.22)    

  Cardiac failure 0 (0.00) 1 (0.22)    

  Cardiac failure acute 1 (0.22) 1 (0.22)    

  Cardiac failure chronic 0 (0.00) 1 (0.22)    

  Myocardial ischaemia 0 (0.00) 1 (0.22)    

  Nodal rhythm 1 (0.22) 0 (0.00)    

  Palpitations 1 (0.22) 1 (0.22)    

  Sinus arrhythmia 1 (0.22) 0 (0.00)    

  Sinus tachycardia 1 (0.22) 0 (0.00)    

  Ventricular extrasystoles 0 (0.00) 1 (0.22)    

No Event 444 (98.23) 442 (98.00)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Gastrointestinal disorders Event 28 (6.19) 29 (6.43) OR: 0.96 (0.56, 1.65) 0.895a  

  Abdominal discomfort 0 (0.00) 1 (0.22) RR: 0.97 (0.58, 1.60) 0.895  

  Abdominal pain 2 (0.44) 3 (0.67) ARR: 0.00 (-0.03, 0.03) 0.895  

  Abdominal pain lower 0 (0.00) 1 (0.22)  0.608b  

  Abdominal pain upper 2 (0.44) 1 (0.22)    

  Anal fissure 0 (0.00) 1 (0.22)    

  Chronic gastritis 2 (0.44) 0 (0.00)    

  Coeliac disease 0 (0.00) 1 (0.22)    

  Colitis ulcerative 1 (0.22) 0 (0.00)    

  Constipation 4 (0.88) 1 (0.22)    

  Diarrhoea 8 (1.77) 5 (1.11)    

  Dyspepsia 0 (0.00) 1 (0.22)    

  Food poisoning 0 (0.00) 1 (0.22)    

  Functional gastrointestinal disorder 1 (0.22) 0 (0.00)    

  Gastritis 3 (0.66) 2 (0.44)    

  Gastrointestinal disorder 1 (0.22) 0 (0.00)    

  Gastrointestinal haemorrhage 1 (0.22) 1 (0.22)    

  Gastrooesophageal reflux disease 3 (0.66) 2 (0.44)    

  Haematochezia 0 (0.00) 1 (0.22)    

  Haemorrhoids 0 (0.00) 2 (0.44)    

  Inguinal hernia 0 (0.00) 1 (0.22)    

  Intra-abdominal haematoma 0 (0.00) 1 (0.22)    

  Irritable bowel syndrome 0 (0.00) 1 (0.22)    

  Nausea 5 (1.11) 1 (0.22)    

  Odynophagia 1 (0.22) 0 (0.00)    

  Oesophageal varices haemorrhage 0 (0.00) 1 (0.22)    

  Reflux gastritis 1 (0.22) 0 (0.00)    

  Stomatitis 0 (0.00) 1 (0.22)    

  Toothache 0 (0.00) 2 (0.44)    

  Vomiting 1 (0.22) 0 (0.00)    

No Event 424 (93.81) 422 (93.57)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

General disorders and administration 

site conditions 

Event 30 (6.64) 26 (5.76) OR: 1.17 (0.68, 2.01) 0.577a  

  Adverse drug reaction 1 (0.22) 1 (0.22) RR: 1.16 (0.70, 1.92) 0.576  

  Application site haematoma 1 (0.22) 0 (0.00) ARR: -0.01 (-0.04, 0.02) 0.576  

  Asthenia 1 (0.22) 6 (1.33)  0.920b  

  Chest discomfort 1 (0.22) 0 (0.00)    

  Energy increased 1 (0.22) 2 (0.44)    

  Face oedema 0 (0.00) 1 (0.22)    

  Fatigue 2 (0.44) 1 (0.22)    

  Feeling hot 1 (0.22) 0 (0.00)    

  Injection site bruising 1 (0.22) 1 (0.22)    

  Injection site discomfort 2 (0.44) 1 (0.22)    

  Injection site erythema 2 (0.44) 2 (0.44)    

  Injection site haematoma 1 (0.22) 1 (0.22)    

  Injection site hypoaesthesia 1 (0.22) 0 (0.00)    

  Injection site induration 1 (0.22) 0 (0.00)    

  Injection site inflammation 1 (0.22) 0 (0.00)    

  Injection site nodule 1 (0.22) 0 (0.00)    

  Injection site pain 8 (1.77) 11 (2.44)    

  Injection site warmth 0 (0.00) 1 (0.22)    

  Malaise 1 (0.22) 1 (0.22)    

  Non-cardiac chest pain 0 (0.00) 1 (0.22)    

  Oedema peripheral 0 (0.00) 2 (0.44)    

  Pyrexia 3 (0.66) 0 (0.00)    

  Sudden cardiac death 1 (0.22) 0 (0.00)    

  Suprapubic pain 0 (0.00) 1 (0.22)    

  Vaccination site pain 3 (0.66) 1 (0.22)    

  Vaccination site reaction 0 (0.00) 1 (0.22)    

No Event 422 (93.36) 425 (94.24)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Hepatobiliary disorders Event 7 (1.55) 5 (1.11) OR: 1.42 (0.45, 4.50) 0.555a  

  Biliary colic 2 (0.44) 1 (0.22) RR: 1.41 (0.45, 4.41) 0.556  

  Cholecystitis 0 (0.00) 1 (0.22) ARR: 0.00 (-0.02, 0.01) 0.554  

  Cholecystitis chronic 3 (0.66) 0 (0.00)  0.577b  

  Cholelithiasis 1 (0.22) 0 (0.00)    

  Drug-induced liver injury 1 (0.22) 0 (0.00)    

  Hepatic failure 0 (0.00) 1 (0.22)    

  Hepatic steatosis 2 (0.44) 1 (0.22)    

  Hepatitis toxic 1 (0.22) 0 (0.00)    

  Portal vein thrombosis 0 (0.00) 1 (0.22)    

No Event 445 (98.45) 446 (98.89)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Infections and infestations Event 70 (15.49) 86 (19.07) OR: 0.78 (0.55, 1.10) 0.155a  

  Acute sinusitis 1 (0.22) 0 (0.00) RR: 0.81 (0.61, 1.08) 0.156  

  Appendicitis 1 (0.22) 0 (0.00) ARR: 0.04 (-0.01, 0.09) 0.154  

  Asymptomatic COVID-19 1 (0.22) 0 (0.00)  0.783b  

  Bacterial diarrhoea 0 (0.00) 1 (0.22)    

  Bronchiolitis 0 (0.00) 1 (0.22)    

  Bronchitis viral 1 (0.22) 0 (0.00)    

  COVID-19 7 (1.55) 15 (3.33)    

  COVID-19 pneumonia 26 (5.75) 49 (10.86)    

  Cellulitis 2 (0.44) 0 (0.00)    

  Cervicitis 1 (0.22) 0 (0.00)    

  Chlamydial infection 0 (0.00) 1 (0.22)    

  Clostridium difficile colitis 0 (0.00) 1 (0.22)    

  Cystitis 1 (0.22) 1 (0.22)    

  Diarrhoea infectious 1 (0.22) 0 (0.00)    

  Disseminated tuberculosis 0 (0.00) 1 (0.22)    

  Fungal skin infection 1 (0.22) 0 (0.00)    

  Furuncle 1 (0.22) 0 (0.00)    

  Gastroenteritis 3 (0.66) 1 (0.22)    

  Gastroenteritis viral 1 (0.22) 1 (0.22)    

  Gingivitis 0 (0.00) 1 (0.22)    

  Helicobacter infection 0 (0.00) 1 (0.22)    

  Herpes zoster 2 (0.44) 0 (0.00)    

  Influenza 2 (0.44) 1 (0.22)    

  Lower respiratory tract infection 1 (0.22) 0 (0.00)    

  Mastitis 0 (0.00) 1 (0.22)    

  Nasopharyngitis 4 (0.88) 5 (1.11)    

  Onychomycosis 1 (0.22) 0 (0.00)    

  Oral herpes 1 (0.22) 1 (0.22)    

  Otitis externa 1 (0.22) 0 (0.00)    

  Otitis media 1 (0.22) 0 (0.00)    

  Periodontitis 0 (0.00) 1 (0.22)    

  Pharyngotonsillitis 0 (0.00) 2 (0.44)    

  Pneumonia bacterial 1 (0.22) 1 (0.22)    

  Post-acute COVID-19 syndrome 2 (0.44) 1 (0.22)    

  Pyelonephritis 0 (0.00) 1 (0.22)    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

  Pyelonephritis chronic 1 (0.22) 0 (0.00)    

  Respiratory tract infection 1 (0.22) 0 (0.00)    

  Septic shock 0 (0.00) 1 (0.22)    

  Sinusitis 0 (0.00) 4 (0.89)    

  Superinfection bacterial 0 (0.00) 1 (0.22)    

  Tinea pedis 2 (0.44) 0 (0.00)    

  Tonsillitis 2 (0.44) 0 (0.00)    

  Tooth infection 0 (0.00) 1 (0.22)    

  Upper respiratory tract infection 1 (0.22) 0 (0.00)    

  Urinary tract infection 6 (1.33) 9 (2.00)    

  Vaginal infection 1 (0.22) 0 (0.00)    

  Viral rhinitis 1 (0.22) 0 (0.00)    

  Viral upper respiratory tract infection 2 (0.44) 0 (0.00)    

No Event 382 (84.51) 365 (80.93)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Injury, poisoning and procedural 

complications 

Event 16 (3.54) 21 (4.66) OR: 0.75 (0.39, 1.46) 0.398a  

  Anaemia postoperative 1 (0.22) 0 (0.00) RR: 0.76 (0.40, 1.44) 0.399  

  Ankle fracture 1 (0.22) 0 (0.00) ARR: 0.01 (-0.01, 0.04) 0.397  

  Complications of transplanted kidney 0 (0.00) 1 (0.22)  0.325b  

  Contusion 1 (0.22) 0 (0.00)    

  Forearm fracture 0 (0.00) 1 (0.22)    

  Foreign body in gastrointestinal tract 0 (0.00) 1 (0.22)    

  Hip fracture 1 (0.22) 0 (0.00)    

  Jaw fracture 0 (0.00) 1 (0.22)    

  Ligament injury 0 (0.00) 1 (0.22)    

  Ligament sprain 1 (0.22) 4 (0.89)    

  Limb injury 0 (0.00) 1 (0.22)    

  Meniscus injury 1 (0.22) 0 (0.00)    

  Muscle injury 0 (0.00) 1 (0.22)    

  Post procedural swelling 0 (0.00) 1 (0.22)    

  Post-traumatic neck syndrome 1 (0.22) 0 (0.00)    

  Post-traumatic pain 1 (0.22) 0 (0.00)    

  Procedural haemorrhage 0 (0.00) 1 (0.22)    

  Road traffic accident 1 (0.22) 0 (0.00)    

  Skin abrasion 1 (0.22) 0 (0.00)    

  Thermal burn 1 (0.22) 0 (0.00)    

  Vaccination complication 7 (1.55) 9 (2.00)    

No Event 436 (96.46) 430 (95.34)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Investigations Event 8 (1.77) 4 (0.89) OR: 2.05 (0.61, 6.89) 0.236a  

  Alanine aminotransferase increased 0 (0.00) 1 (0.22) RR: 2.03 (0.62, 6.67) 0.246  

  Aspartate aminotransferase increased 0 (0.00) 1 (0.22) ARR: -0.01 (-0.02, 0.01) 0.235  

  Blood alkaline phosphatase increased 0 (0.00) 1 (0.22)  0.689b  

  Body temperature increased 2 (0.44) 0 (0.00)    

  C-reactive protein increased 1 (0.22) 0 (0.00)    

  Hepatic enzyme increased 1 (0.22) 0 (0.00)    

  Neutrophil count decreased 1 (0.22) 0 (0.00)    

  Oxygen saturation decreased 1 (0.22) 2 (0.44)    

  Platelet count increased 1 (0.22) 0 (0.00)    

  Transaminases increased 1 (0.22) 0 (0.00)    

  White blood cell count decreased 1 (0.22) 0 (0.00)    

No Event 444 (98.23) 447 (99.11)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Metabolism and nutrition disorders Event 26 (5.75) 23 (5.10) OR: 1.14 (0.64, 2.03) 0.661a  

  Dehydration 1 (0.22) 0 (0.00) RR: 1.13 (0.65, 1.95) 0.661  

  Diabetes mellitus 2 (0.44) 3 (0.67) ARR: -0.01 (-0.04, 0.02) 0.660  

  Diabetes mellitus inadequate control 7 (1.55) 4 (0.89)  0.472b  

  Dyslipidaemia 3 (0.66) 4 (0.89)    

  Glucose tolerance impaired 1 (0.22) 1 (0.22)    

  Gout 1 (0.22) 0 (0.00)    

  Hypercholesterolaemia 1 (0.22) 0 (0.00)    

  Hyperglycaemia 0 (0.00) 1 (0.22)    

  Hyperkalaemia 1 (0.22) 1 (0.22)    

  Hyperlipidaemia 1 (0.22) 0 (0.00)    

  Hypernatraemia 0 (0.00) 2 (0.44)    

  Hypertriglyceridaemia 0 (0.00) 1 (0.22)    

  Hyperuricaemia 0 (0.00) 1 (0.22)    

  Hypocalcaemia 0 (0.00) 1 (0.22)    

  Hypokalaemia 1 (0.22) 1 (0.22)    

  Type 2 diabetes mellitus 8 (1.77) 5 (1.11)    

  Vitamin B12 deficiency 0 (0.00) 1 (0.22)    

  Vitamin D deficiency 1 (0.22) 1 (0.22)    

No Event 426 (94.25) 428 (94.90)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Musculoskeletal and connective 

tissue disorders 

Event 27 (5.97) 17 (3.77) OR: 1.63 (0.87, 3.03) 0.122a  

  Arthralgia 4 (0.88) 4 (0.89) RR: 1.59 (0.88, 2.88) 0.125  

  Arthritis 0 (0.00) 1 (0.22) ARR: -0.02 (-0.05, 0.01) 0.121  

  Arthritis enteropathic 1 (0.22) 0 (0.00)  0.089b  

  Back pain 6 (1.33) 5 (1.11)    

  Fibromyalgia 0 (0.00) 1 (0.22)    

  Immobilisation syndrome 1 (0.22) 0 (0.00)    

  Intervertebral disc protrusion 1 (0.22) 1 (0.22)    

  Joint stiffness 1 (0.22) 0 (0.00)    

  Mastication disorder 0 (0.00) 1 (0.22)    

  Muscle contracture 1 (0.22) 0 (0.00)    

  Muscle spasms 1 (0.22) 0 (0.00)    

  Musculoskeletal chest pain 3 (0.66) 1 (0.22)    

  Musculoskeletal discomfort 1 (0.22) 0 (0.00)    

  Myalgia 5 (1.11) 0 (0.00)    

  Myositis 0 (0.00) 1 (0.22)    

  Neck pain 2 (0.44) 0 (0.00)    

  Osteoarthritis 0 (0.00) 1 (0.22)    

  Osteochondrosis 1 (0.22) 0 (0.00)    

  Pain in extremity 1 (0.22) 1 (0.22)    

  Plantar fasciitis 1 (0.22) 0 (0.00)    

  Rhabdomyolysis 1 (0.22) 0 (0.00)    

  Spinal osteoarthritis 1 (0.22) 0 (0.00)    

  Synovitis 1 (0.22) 0 (0.00)    

  Tendonitis 0 (0.00) 1 (0.22)    

No Event 425 (94.03) 434 (96.23)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Nervous system disorders Event 22 (4.87) 19 (4.21) OR: 1.16 (0.62, 2.18) 0.635a  

  Amnesia 2 (0.44) 0 (0.00) RR: 1.16 (0.63, 2.10) 0.636  

  Carpal tunnel syndrome 0 (0.00) 1 (0.22) ARR: -0.01 (-0.03, 0.02) 0.635  

  Cerebral arteriosclerosis 1 (0.22) 0 (0.00)  0.436b  

  Cerebrovascular disorder 1 (0.22) 0 (0.00)    

  Disturbance in attention 1 (0.22) 1 (0.22)    

  Dizziness 5 (1.11) 1 (0.22)    

  Dysaesthesia 0 (0.00) 1 (0.22)    

  Dysgeusia 0 (0.00) 1 (0.22)    

  Encephalopathy 1 (0.22) 0 (0.00)    

  Facial paralysis 1 (0.22) 0 (0.00)    

  Head discomfort 1 (0.22) 0 (0.00)    

  Headache 7 (1.55) 4 (0.89)    

  Hemiparaesthesia 1 (0.22) 0 (0.00)    

  Hypergeusia 1 (0.22) 0 (0.00)    

  Hypersomnia 1 (0.22) 0 (0.00)    

  Intercostal neuralgia 0 (0.00) 2 (0.44)    

  Loss of consciousness 0 (0.00) 1 (0.22)    

  Migraine 0 (0.00) 1 (0.22)    

  Neuralgia 0 (0.00) 1 (0.22)    

  Optic neuritis 0 (0.00) 1 (0.22)    

  Paraesthesia 0 (0.00) 1 (0.22)    

  Parosmia 1 (0.22) 0 (0.00)    

  Presyncope 1 (0.22) 0 (0.00)    

  Restless legs syndrome 1 (0.22) 0 (0.00)    

  Superior sagittal sinus thrombosis 0 (0.00) 1 (0.22)    

  Syncope 2 (0.44) 1 (0.22)    

  Tarsal tunnel syndrome 0 (0.00) 1 (0.22)    

No Event 430 (95.13) 432 (95.79)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Psychiatric disorders Event 9 (1.99) 12 (2.66) OR: 0.75 (0.31, 1.79) 0.514a  

  Acute stress disorder 0 (0.00) 1 (0.22) RR: 0.75 (0.32, 1.78) 0.517  

  Anxiety 1 (0.22) 3 (0.67) ARR: 0.01 (-0.01, 0.03) 0.514  

  Anxiety disorder 0 (0.00) 1 (0.22)  0.048b  

  Bipolar disorder 1 (0.22) 0 (0.00)    

  Confusional state 0 (0.00) 1 (0.22)    

  Depression 1 (0.22) 3 (0.67)    

  Disorientation 0 (0.00) 1 (0.22)    

  Insomnia 6 (1.33) 1 (0.22)    

  Sleep disorder 1 (0.22) 1 (0.22)    

No Event 443 (98.01) 439 (97.34)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Reproductive system and breast 

disorders 

Event 6 (1.33) 10 (2.22) OR: 0.59 (0.21, 1.64) 0.308a  

  Adenomyosis 0 (0.00) 1 (0.22) RR: 0.60 (0.22, 1.63) 0.313  

  Bartholin's cyst 1 (0.22) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.306  

  Benign prostatic hyperplasia 0 (0.00) 1 (0.22)  0.610b  

  Dysmenorrhoea 0 (0.00) 1 (0.22)    

  Erectile dysfunction 0 (0.00) 2 (0.44)    

  Hypomenorrhoea 0 (0.00) 1 (0.22)    

  Menopausal symptoms 1 (0.22) 0 (0.00)    

  Menstruation irregular 1 (0.22) 0 (0.00)    

  Nipple pain 1 (0.22) 0 (0.00)    

  Ovarian cyst 0 (0.00) 1 (0.22)    

  Polycystic ovaries 1 (0.22) 0 (0.00)    

  Prostatitis 0 (0.00) 2 (0.44)    

  Prostatomegaly 0 (0.00) 1 (0.22)    

  Vaginal haemorrhage 1 (0.22) 0 (0.00)    

No Event 446 (98.67) 441 (97.78)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Respiratory, thoracic and 

mediastinal disorders 

Event 11 (2.43) 13 (2.88) OR: 0.85 (0.38, 1.90) 0.683a  

  Acute pulmonary oedema 0 (0.00) 1 (0.22) RR: 0.85 (0.39, 1.87) 0.683  

  Asthma 0 (0.00) 1 (0.22) ARR: 0.00 (-0.02, 0.03) 0.684  

  Bronchitis chronic 0 (0.00) 1 (0.22)  0.157b  

  Chronic obstructive pulmonary disease 1 (0.22) 2 (0.44)    

  Cough 2 (0.44) 0 (0.00)    

  Dyspnoea 1 (0.22) 1 (0.22)    

  Epistaxis 0 (0.00) 2 (0.44)    

  Hiccups 1 (0.22) 1 (0.22)    

  Nasal congestion 1 (0.22) 1 (0.22)    

  Organising pneumonia 1 (0.22) 0 (0.00)    

  Pneumothorax 0 (0.00) 1 (0.22)    

  Pulmonary embolism 1 (0.22) 0 (0.00)    

  Pulmonary fibrosis 1 (0.22) 1 (0.22)    

  Respiratory failure 1 (0.22) 0 (0.00)    

  Rhinitis allergic 1 (0.22) 2 (0.44)    

  Sleep apnoea syndrome 1 (0.22) 0 (0.00)    

No Event 441 (97.57) 438 (97.12)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Skin and subcutaneous tissue 

disorders 

Event 13 (2.88) 16 (3.55) OR: 0.80 (0.38, 1.69) 0.559a  

  Alopecia 3 (0.66) 2 (0.44) RR: 0.81 (0.39, 1.66) 0.559  

  Blister 1 (0.22) 1 (0.22) ARR: 0.01 (-0.02, 0.03) 0.559  

  Decubitus ulcer 1 (0.22) 0 (0.00)  0.520b  

  Dermatitis 0 (0.00) 1 (0.22)    

  Dermatitis allergic 0 (0.00) 1 (0.22)    

  Dermatitis contact 0 (0.00) 1 (0.22)    

  Drug eruption 0 (0.00) 1 (0.22)    

  Erythema 1 (0.22) 0 (0.00)    

  Macule 1 (0.22) 0 (0.00)    

  Prurigo 0 (0.00) 1 (0.22)    

  Pruritus 2 (0.44) 3 (0.67)    

  Psoriasis 0 (0.00) 1 (0.22)    

  Rash 2 (0.44) 4 (0.89)    

  Rash pruritic 0 (0.00) 1 (0.22)    

  Skin reaction 1 (0.22) 0 (0.00)    

  Skin ulcer 1 (0.22) 0 (0.00)    

  Xeroderma 0 (0.00) 1 (0.22)    

No Event 439 (97.12) 435 (96.45)    

Total 452  451     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Vascular disorders Event 10 (2.21) 13 (2.88) OR: 0.77 (0.33, 1.76) 0.529a  

  Aortic arteriosclerosis 0 (0.00) 1 (0.22) RR: 0.77 (0.34, 1.74) 0.530  

  Brachiocephalic arteriosclerosis 1 (0.22) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.529  

  Deep vein thrombosis 1 (0.22) 0 (0.00)  0.374b  

  Hypertension 5 (1.11) 10 (2.22)    

  Hypertensive crisis 1 (0.22) 1 (0.22)    

  Hypotension 1 (0.22) 1 (0.22)    

  Peripheral artery thrombosis 1 (0.22) 0 (0.00)    

  Venous thrombosis limb 1 (0.22) 0 (0.00)    

No Event 442 (97.79) 438 (97.12)    

Total 452  451     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2.1 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class Adverse Events  n % n % Results p-value  

General disorders and administration site 

conditions 

Injection site pain Event 8 (1.77) 11 (2.44) OR: 0.72 (0.28, 1.81) 0.482a  

No Event 444 (98.23) 440 (97.56) RR: 0.73 (0.30, 1.77) 0.483  

Total 452  451  ARR: 0.01 (-0.01, 0.03) 0.482  

      0.628b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2.1 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class Adverse Events  n % n % Results p-value  

Infections and infestations COVID-19 Event 7 (1.55) 15 (3.33) OR: 0.45 (0.18, 1.13) 0.082a  

No Event 445 (98.45) 436 (96.67) RR: 0.46 (0.19, 1.13) 0.090  

Total 452  451  ARR: 0.02 (0.00, 0.04) 0.081  

      0.377b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2.1 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class Adverse Events  n % n % Results p-value  

Infections and infestations COVID-19 pneumonia Event 26 (5.75) 49 (10.86) OR: 0.50 (0.31, 0.83) 0.006a  

No Event 426 (94.25) 402 (89.14) RR: 0.53 (0.34, 0.84) 0.007  

Total 452  451  ARR: 0.05 (0.01, 0.09) 0.006  

      0.208b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2.1 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class Adverse Events  n % n % Results p-value  

Vascular disorders Hypertension Event 5 (1.11) 10 (2.22) OR: 0.49 (0.17, 1.46) 0.193a  

No Event 447 (98.89) 441 (97.78) RR: 0.50 (0.17, 1.45) 0.201  

Total 452  451  ARR: 0.01 (-0.01, 0.03) 0.192  

      0.664b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.3 

Primary Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Infections and infestations Event 27 (5.97) 47 (10.42) OR: 0.55 (0.34, 0.90) 0.015a  

  Appendicitis 1 (0.22) 0 (0.00) RR: 0.58 (0.36, 0.91) 0.017  

  Bacterial diarrhoea 0 (0.00) 1 (0.22) ARR: 0.04 (0.01, 0.08) 0.015  

  COVID-19 1 (0.22) 9 (2.00)  0.063b  

  COVID-19 pneumonia 23 (5.09) 37 (8.20)    

  Cellulitis 1 (0.22) 0 (0.00)    

  Disseminated tuberculosis 0 (0.00) 1 (0.22)    

  Gastroenteritis viral 1 (0.22) 0 (0.00)    

  Pneumonia bacterial 1 (0.22) 0 (0.00)    

  Post-acute COVID-19 syndrome 0 (0.00) 1 (0.22)    

  Septic shock 0 (0.00) 1 (0.22)    

  Sinusitis 0 (0.00) 1 (0.22)    

  Superinfection bacterial 0 (0.00) 1 (0.22)    

No Event 425 (94.03) 404 (89.58)    

Total 452  451     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.3.1 

Primary Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class Adverse Events  n % n % Results p-value  

Infections and infestations COVID-19 pneumonia Event 23 (5.09) 37 (8.20) OR: 0.60 (0.35, 1.03) 0.061a  

No Event 429 (94.91) 414 (91.80) RR: 0.62 (0.38, 1.03) 0.065  

Total 452  451  ARR: 0.03 (0.00, 0.06) 0.062  

      0.031b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.4 

Primary Analysis for Safety Endpoint: Incidence of Severe AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class  n % n % Results p-value  

Infections and infestations Event 24 (5.31) 42 (9.31) OR: 0.55 (0.33, 0.92) 0.021a  

  Bacterial diarrhoea 0 (0.00) 1 (0.22) RR: 0.57 (0.35, 0.93) 0.024  

  COVID-19 1 (0.22) 9 (2.00) ARR: 0.04 (0.01, 0.07) 0.021  

  COVID-19 pneumonia 21 (4.65) 33 (7.32)  0.065b  

  Cellulitis 1 (0.22) 0 (0.00)    

  Disseminated tuberculosis 0 (0.00) 1 (0.22)    

  Gastroenteritis viral 1 (0.22) 0 (0.00)    

  Pneumonia bacterial 1 (0.22) 0 (0.00)    

  Septic shock 0 (0.00) 1 (0.22)    

  Superinfection bacterial 0 (0.00) 1 (0.22)    

No Event 428 (94.69) 409 (90.69)    

Total 452  451     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.4.1 

Primary Analysis for Safety Endpoint: Incidence of Severe AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

System Organ Class Adverse Events  n % n % Results p-value  

Infections and infestations COVID-19 pneumonia Event 21 (4.65) 33 (7.32) OR: 0.62 (0.35, 1.09) 0.092a  

No Event 431 (95.35) 418 (92.68) RR: 0.64 (0.37, 1.08) 0.096  

Total 452  451  ARR: 0.03 (0.00, 0.06) 0.093  

      0.036b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 142 (36.13) 156 (39.59) OR: 0.86 (0.65, 1.15) 0.318a  

No Event 251 (63.87) 238 (60.41) RR: 0.91 (0.76, 1.09) 0.318  

Total 393  394  ARR: 0.03 (-0.03, 0.10) 0.317  

      0.877b  

      0.195c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 32 (54.24) 40 (70.18) OR: 0.50 (0.24, 1.08) 0.078a  

No Event 27 (45.76) 17 (29.82) RR: 0.77 (0.58, 1.03) 0.080  

Total 59  57  ARR: 0.16 (-0.01, 0.33) 0.072  

      0.309b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.1.2 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 158 (36.66) 188 (42.73) OR: 0.78 (0.59, 1.02) 0.067a  

No Event 273 (63.34) 252 (57.27) RR: 0.86 (0.73, 1.01) 0.068  

Total 431  440  ARR: 0.06 (0.00, 0.13) 0.066  

      0.559b  

      0.611c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.1.2 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 16 (76.19) 8 (72.73) OR: 1.16 (0.21, 6.47) 0.869a  

No Event 5 (23.81) 3 (27.27) RR: 1.04 (0.67, 1.62) 0.867  

Total 21  11  ARR: -0.03 (-0.36, 0.30) 0.866  

      0.965b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.1.3 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 166 (37.47) 192 (43.05) OR: 0.79 (0.61, 1.04) 0.091a  

No Event 277 (62.53) 254 (56.95) RR: 0.87 (0.74, 1.02) 0.091  

Total 443  446  ARR: 0.06 (-0.01, 0.12) 0.090  

      0.688b  

      0.541c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.1.3 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 8 (88.89) 4 (80.00) OR: 2.00 (0.08, 51.59) 0.693a  

No Event 1 (11.11) 1 (20.00) RR: 1.10 (0.69, 1.74) 0.695  

Total 9  5  ARR: -0.08 (-0.46, 0.30) 0.689  

      NEb  
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Table 4.1.4 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 67 (31.46) 98 (41.70) OR: 0.63 (0.43, 0.94) 0.022a  

No Event 146 (68.54) 137 (58.30) RR: 0.75 (0.59, 0.96) 0.023  

Total 213  235  ARR: 0.10 (0.02, 0.19) 0.020  

      0.715b  
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Table 4.1.4 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 107 (44.77) 98 (45.37) OR: 0.97 (0.67, 1.41) 0.878a  

No Event 132 (55.23) 118 (54.63) RR: 0.98 (0.80, 1.21) 0.877  

Total 239  216  ARR: 0.01 (-0.08, 0.10) 0.878  

      0.766b  

      0.125c  
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Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 29 (29.00) 37 (32.17) OR: 0.84 (0.47, 1.52) 0.573a  

No Event 71 (71.00) 78 (67.83) RR: 0.89 (0.59, 1.34) 0.573  

Total 100  115  ARR: 0.04 (-0.09, 0.16) 0.569  

      0.423b  

      0.803c  
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Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 19 (63.33) 16 (76.19) OR: 0.57 (0.16, 2.04) 0.398a  

No Event 11 (36.67) 5 (23.81) RR: 0.85 (0.59, 1.21) 0.364  

Total 30  21  ARR: 0.11 (-0.14, 0.36) 0.369  

      0.848b  
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Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 4 (25.00) 4 (20.00) OR: 1.35 (0.29, 6.28) 0.702a  

No Event 12 (75.00) 16 (80.00) RR: 1.28 (0.36, 4.55) 0.706  

Total 16  20  ARR: -0.05 (-0.34, 0.23) 0.706  

      0.078b  
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Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 13 (61.90) 12 (57.14) OR: 1.35 (0.36, 5.09) 0.672a  

No Event 8 (38.10) 9 (42.86) RR: 1.11 (0.69, 1.78) 0.661  

Total 21  21  ARR: -0.06 (-0.34, 0.22) 0.660  

      0.900b  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 5 of 5 

Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 109 (38.25) 127 (46.35) OR: 0.71 (0.51, 1.00) 0.051a  

No Event 176 (61.75) 147 (53.65) RR: 0.82 (0.68, 1.00) 0.051  

Total 285  274  ARR: 0.08 (0.00, 0.16) 0.050  

      0.441b  
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Table 4.1.6 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 69 (30.00) 85 (35.71) OR: 0.77 (0.52, 1.14) 0.195a  

No Event 161 (70.00) 153 (64.29) RR: 0.84 (0.65, 1.09) 0.195  

Total 230  238  ARR: 0.06 (-0.03, 0.14) 0.192  

      0.739b  

      0.809c  
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Table 4.1.6 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 105 (47.30) 111 (52.11) OR: 0.84 (0.58, 1.23) 0.382a  

No Event 117 (52.70) 102 (47.89) RR: 0.92 (0.76, 1.11) 0.381  

Total 222  213  ARR: 0.04 (-0.05, 0.14) 0.381  

      0.426b  
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Table 4.1.7 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 19 (29.69) 12 (30.00) OR: 1.32 (0.53, 3.27) 0.551a  

No Event 45 (70.31) 28 (70.00) RR: 1.20 (0.67, 2.14) 0.549  

Total 64  40  ARR: -0.06 (-0.24, 0.12) 0.543  

      0.562b  
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Table 4.1.7 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 80 (42.78) 96 (50.26) OR: 0.76 (0.50, 1.14) 0.183a  

No Event 107 (57.22) 95 (49.74) RR: 0.86 (0.70, 1.07) 0.185  

Total 187  191  ARR: 0.07 (-0.03, 0.17) 0.181  

      0.655b  

      0.743c  
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Table 4.1.7 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 75 (37.31) 88 (40.00) OR: 0.90 (0.61, 1.34) 0.611a  

No Event 126 (62.69) 132 (60.00) RR: 0.94 (0.74, 1.20) 0.610  

Total 201  220  ARR: 0.02 (-0.07, 0.12) 0.609  

      0.809b  
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Table 4.1.8 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 99 (36.94) 114 (43.02) OR: 0.78 (0.55, 1.10) 0.153a  

No Event 169 (63.06) 151 (56.98) RR: 0.86 (0.70, 1.06) 0.154  

Total 268  265  ARR: 0.06 (-0.02, 0.14) 0.152  

      0.367b  

      0.669c  
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Table 4.1.8 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 75 (40.76) 82 (44.09) OR: 0.87 (0.58, 1.32) 0.525a  

No Event 109 (59.24) 104 (55.91) RR: 0.93 (0.73, 1.17) 0.525  

Total 184  186  ARR: 0.03 (-0.07, 0.13) 0.524  

      0.649b  
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Table 4.1.9 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 29 (30.53) 29 (33.72) OR: 0.85 (0.46, 1.58) 0.613a  

No Event 66 (69.47) 57 (66.28) RR: 0.90 (0.59, 1.37) 0.613  

Total 95  86  ARR: 0.04 (-0.10, 0.17) 0.616  

      0.046b  

      0.858c  
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Table 4.1.9 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 145 (40.62) 167 (45.75) OR: 0.81 (0.60, 1.09) 0.164a  

No Event 212 (59.38) 198 (54.25) RR: 0.89 (0.75, 1.05) 0.164  

Total 357  365  ARR: 0.05 (-0.02, 0.12) 0.162  

      0.920b  
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Table 4.1.10 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 29 (30.53) 29 (33.72) OR: 0.85 (0.46, 1.58) 0.613a  

No Event 66 (69.47) 57 (66.28) RR: 0.90 (0.59, 1.37) 0.613  

Total 95  86  ARR: 0.04 (-0.10, 0.17) 0.616  

      0.046b  

      0.946c  
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Table 4.1.10 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 34 (40.00) 39 (48.75) OR: 0.68 (0.37, 1.27) 0.232a  

No Event 51 (60.00) 41 (51.25) RR: 0.81 (0.58, 1.14) 0.230  

Total 85  80  ARR: 0.09 (-0.06, 0.24) 0.228  

      0.489b  
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Table 4.1.10 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 36 (40.91) 46 (46.46) OR: 0.80 (0.45, 1.43) 0.453a  

No Event 52 (59.09) 53 (53.54) RR: 0.88 (0.64, 1.22) 0.453  

Total 88  99  ARR: 0.05 (-0.09, 0.20) 0.450  

      0.889b  
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Table 4.1.10 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 75 (40.76) 82 (44.09) OR: 0.87 (0.58, 1.32) 0.525a  

No Event 109 (59.24) 104 (55.91) RR: 0.93 (0.73, 1.17) 0.525  

Total 184  186  ARR: 0.03 (-0.07, 0.13) 0.524  

      0.649b  
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Table 4.1.11 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 158 (39.01) 174 (42.86) OR: 0.85 (0.65, 1.13) 0.269a  

No Event 247 (60.99) 232 (57.14) RR: 0.91 (0.77, 1.07) 0.269  

Total 405  406  ARR: 0.04 (-0.03, 0.11) 0.269  

      0.748b  

      0.310c  
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Table 4.1.11 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 16 (34.04) 22 (48.89) OR: 0.54 (0.23, 1.26) 0.156a  

No Event 31 (65.96) 23 (51.11) RR: 0.70 (0.42, 1.15) 0.158  

Total 47  45  ARR: 0.15 (-0.05, 0.35) 0.147  

      0.763b  
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Table 4.1.12 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 89 (37.24) 99 (41.95) OR: 0.82 (0.57, 1.19) 0.294a  

No Event 150 (62.76) 137 (58.05) RR: 0.89 (0.71, 1.11) 0.295  

Total 239  236  ARR: 0.05 (-0.04, 0.13) 0.293  

      NEb  

      NEc  
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Table 4.1.13 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 26 (31.71) 23 (29.87) OR: 1.09 (0.56, 2.14) 0.803a  

No Event 56 (68.29) 54 (70.13) RR: 1.06 (0.67, 1.69) 0.802  

Total 82  77  ARR: -0.02 (-0.16, 0.13) 0.802  

      NEb  

      NEc  
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Table 4.1.14 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 154 (38.40) 169 (42.25) OR: 0.85 (0.64, 1.13) 0.268a  

No Event 247 (61.60) 231 (57.75) RR: 0.91 (0.77, 1.08) 0.268  

Total 401  400  ARR: 0.04 (-0.03, 0.11) 0.267  

      0.616b  
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Table 4.1.14 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 20 (39.22) 27 (52.94) OR: 0.56 (0.25, 1.30) 0.182a  

No Event 31 (60.78) 24 (47.06) RR: 0.75 (0.49, 1.14) 0.179  

Total 51  51  ARR: 0.13 (-0.06, 0.32) 0.173  

      0.776b  

      0.352c  
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Table 4.1.15 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 123 (39.94) 139 (45.28) OR: 0.80 (0.58, 1.10) 0.169a  

No Event 185 (60.06) 168 (54.72) RR: 0.88 (0.73, 1.06) 0.169  

Total 308  307  ARR: 0.05 (-0.02, 0.13) 0.167  

      0.995b  

      0.405c  
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Table 4.1.15 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 32 (41.03) 30 (38.96) OR: 1.13 (0.59, 2.15) 0.709a  

No Event 46 (58.97) 47 (61.04) RR: 1.08 (0.73, 1.60) 0.709  

Total 78  77  ARR: -0.03 (-0.19, 0.13) 0.708  

      0.215b  
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Table 4.1.16 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 138 (39.66) 150 (45.32) OR: 0.79 (0.58, 1.07) 0.132a  

No Event 210 (60.34) 181 (54.68) RR: 0.87 (0.73, 1.04) 0.133  

Total 348  331  ARR: 0.06 (-0.02, 0.13) 0.131  

      0.386b  

      0.519c  
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Table 4.1.16 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 16 (45.71) 17 (43.59) OR: 1.28 (0.49, 3.34) 0.610a  

No Event 19 (54.29) 22 (56.41) RR: 1.15 (0.66, 2.01) 0.619  

Total 35  39  ARR: -0.06 (-0.29, 0.17) 0.606  

      0.331b  
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Table 4.1.17 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Antiviral Therapy not active against 

COVID 

Event 9 (42.86) 10 (76.92) OR: 0.19 (0.03, 1.09) 0.056a  

No Event 12 (57.14) 3 (23.08) RR: 0.54 (0.30, 0.97) 0.039  

Total 21  13  ARR: 0.37 (0.05, 0.69) 0.025  

      0.288b  

      NEc  
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Table 4.1.18 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Antibiotic Event 16 (61.54) 21 (58.33) OR: 1.05 (0.37, 2.97) 0.934a  

No Event 10 (38.46) 15 (41.67) RR: 1.02 (0.64, 1.63) 0.937  

Total 26  36  ARR: -0.01 (-0.28, 0.25) 0.934  

      0.225b  

      NEc  
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Table 4.1.21 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 102 (47.44) 122 (53.28) OR: 0.79 (0.55, 1.15) 0.224a  

No Event 113 (52.56) 107 (46.72) RR: 0.89 (0.74, 1.07) 0.224  

Total 215  229  ARR: 0.06 (-0.03, 0.15) 0.221  

      0.978b  

      NEc  
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Table 4.1.22 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 26 (57.78) 31 (63.27) OR: 0.71 (0.30, 1.67) 0.432a  

No Event 19 (42.22) 18 (36.73) RR: 0.87 (0.60, 1.26) 0.452  

Total 45  49  ARR: 0.08 (-0.12, 0.29) 0.431  

      0.195b  

      NEc  
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Table 4.1.23 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 63 (28.38) 69 (32.70) OR: 0.82 (0.54, 1.24) 0.344a  

No Event 159 (71.62) 142 (67.30) RR: 0.87 (0.66, 1.16) 0.343  

Total 222  211  ARR: 0.04 (-0.04, 0.13) 0.343  

      0.404b  

      NEc  
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Table 4.1.24 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 19 (31.67) 26 (38.24) OR: 0.73 (0.35, 1.51) 0.398a  

No Event 41 (68.33) 42 (61.76) RR: 0.81 (0.50, 1.31) 0.399  

Total 60  68  ARR: 0.07 (-0.09, 0.24) 0.396  

      0.256b  
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Table 4.1.24 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 152 (39.69) 168 (44.68) OR: 0.82 (0.61, 1.09) 0.169a  

No Event 231 (60.31) 208 (55.32) RR: 0.89 (0.75, 1.05) 0.169  

Total 383  376  ARR: 0.05 (-0.02, 0.12) 0.169  

      0.298b  

      0.833c  
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Table 4.1.25 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 78 (33.77) 89 (38.53) OR: 0.82 (0.56, 1.19) 0.295a  

No Event 153 (66.23) 142 (61.47) RR: 0.88 (0.69, 1.12) 0.295  

Total 231  231  ARR: 0.05 (-0.04, 0.13) 0.294  

      0.796b  

      0.992c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.1.25 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 96 (43.44) 107 (48.64) OR: 0.81 (0.56, 1.18) 0.272a  

No Event 125 (56.56) 113 (51.36) RR: 0.89 (0.73, 1.09) 0.272  

Total 221  220  ARR: 0.05 (-0.04, 0.15) 0.271  

      0.425b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.1.26 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 132 (36.67) 139 (39.04) OR: 0.91 (0.67, 1.23) 0.526a  

No Event 228 (63.33) 217 (60.96) RR: 0.94 (0.78, 1.14) 0.526  

Total 360  356  ARR: 0.02 (-0.05, 0.09) 0.526  

      0.896b  

      0.151c  
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Table 4.1.26 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 42 (45.65) 57 (60.00) OR: 0.56 (0.31, 1.01) 0.053a  

No Event 50 (54.35) 38 (40.00) RR: 0.76 (0.58, 1.01) 0.056  

Total 92  95  ARR: 0.14 (0.00, 0.28) 0.049  

      0.652b  
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Table 4.1.27 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 155 (37.62) 171 (40.62) OR: 0.88 (0.67, 1.17) 0.384a  

No Event 257 (62.38) 250 (59.38) RR: 0.93 (0.78, 1.10) 0.383  

Total 412  421  ARR: 0.03 (-0.04, 0.10) 0.383  

      0.896b  

      0.006c  
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Table 4.1.27 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 19 (47.50) 25 (83.33) OR: 0.18 (0.06, 0.56) 0.002a  

No Event 21 (52.50) 5 (16.67) RR: 0.56 (0.38, 0.82) 0.003  

Total 40  30  ARR: 0.37 (0.16, 0.57) <.001  

      0.623b  
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Table 4.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 22 (5.60) 47 (11.93) OR: 0.44 (0.26, 0.74) 0.002a  

No Event 371 (94.40) 347 (88.07) RR: 0.47 (0.29, 0.76) 0.002  

Total 393  394  ARR: 0.06 (0.02, 0.10) 0.002  

      0.187b  

      0.022c  
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Table 4.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 18 (30.51) 14 (24.56) OR: 1.34 (0.60, 2.98) 0.473a  

No Event 41 (69.49) 43 (75.44) RR: 1.24 (0.68, 2.26) 0.478  

Total 59  57  ARR: -0.06 (-0.23, 0.11) 0.477  

      0.044b  
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Table 4.3.2 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 30 (6.96) 59 (13.41) OR: 0.48 (0.31, 0.77) 0.002a  

No Event 401 (93.04) 381 (86.59) RR: 0.52 (0.34, 0.79) 0.002  

Total 431  440  ARR: 0.06 (0.02, 0.10) 0.002  

      0.036b  

      0.014c  
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Table 4.3.2 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 10 (47.62) 2 (18.18) OR: 3.12 (0.57, 17.00) 0.166a  

No Event 11 (52.38) 9 (81.82) RR: 2.14 (0.68, 6.78) 0.194  

Total 21  11  ARR: -0.26 (-0.60, 0.09) 0.146  

      0.070b  
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Table 4.3.3 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 36 (8.13) 60 (13.45) OR: 0.57 (0.37, 0.88) 0.011a  

No Event 407 (91.87) 386 (86.55) RR: 0.60 (0.41, 0.89) 0.012  

Total 443  446  ARR: 0.05 (0.01, 0.09) 0.010  

      0.092b  

      0.172c  
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Table 4.3.3 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 4 (44.44) 1 (20.00) OR: 2.50 (0.26, 23.97) 0.402a  

No Event 5 (55.56) 4 (80.00) RR: 2.20 (0.26, 18.42) 0.467  

Total 9  5  ARR: -0.23 (-0.76, 0.29) 0.386  

      0.105b  
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Table 4.3.4 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 22 (10.33) 39 (16.60) OR: 0.61 (0.35, 1.07) 0.078a  

No Event 191 (89.67) 196 (83.40) RR: 0.65 (0.40, 1.06) 0.082  

Total 213  235  ARR: 0.06 (-0.01, 0.12) 0.077  

      0.059b  
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Table 4.3.4 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 18 (7.53) 22 (10.19) OR: 0.74 (0.38, 1.42) 0.358a  

No Event 221 (92.47) 194 (89.81) RR: 0.76 (0.42, 1.37) 0.359  

Total 239  216  ARR: 0.02 (-0.03, 0.08) 0.359  

      0.800b  

      0.622c  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.00) 15 (13.04) OR: 0.13 (0.03, 0.62) 0.003a  

No Event 98 (98.00) 100 (86.96) RR: 0.14 (0.03, 0.68) 0.014  

Total 100  115  ARR: 0.11 (0.04, 0.18) 0.001  

      0.331b  

      0.181c  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 7 (23.33) 4 (19.05) OR: 1.11 (0.29, 4.31) 0.873a  

No Event 23 (76.67) 17 (80.95) RR: 1.10 (0.34, 3.48) 0.878  

Total 30  21  ARR: -0.02 (-0.25, 0.22) 0.875  

      0.039b  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 3 (15.00) OR: 0.42 (0.04, 4.04) 0.428a  

No Event 15 (93.75) 17 (85.00) RR: 0.42 (0.04, 4.20) 0.459  

Total 16  20  ARR: 0.09 (-0.12, 0.29) 0.413  

      0.044b  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 2 (9.52) 3 (14.29) OR: 0.64 (0.10, 3.91) 0.619a  

No Event 19 (90.48) 18 (85.71) RR: 0.67 (0.14, 3.18) 0.611  

Total 21  21  ARR: 0.05 (-0.16, 0.26) 0.624  

      0.365b  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 28 (9.82) 36 (13.14) OR: 0.73 (0.43, 1.23) 0.232a  

No Event 257 (90.18) 238 (86.86) RR: 0.75 (0.48, 1.20) 0.233  

Total 285  274  ARR: 0.03 (-0.02, 0.09) 0.233  

      0.442b  
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Table 4.3.6 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 13 (5.65) 32 (13.45) OR: 0.39 (0.20, 0.76) 0.005a  

No Event 217 (94.35) 206 (86.55) RR: 0.42 (0.22, 0.79) 0.007  

Total 230  238  ARR: 0.08 (0.02, 0.13) 0.004  

      0.159b  

      0.064c  
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Table 4.3.6 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 27 (12.16) 29 (13.62) OR: 0.89 (0.51, 1.56) 0.690a  

No Event 195 (87.84) 184 (86.38) RR: 0.91 (0.56, 1.47) 0.689  

Total 222  213  ARR: 0.01 (-0.05, 0.08) 0.692  

      0.250b  
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Table 4.3.7 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 4 (6.25) 5 (12.50) OR: 0.54 (0.14, 2.15) 0.372a  

No Event 60 (93.75) 35 (87.50) RR: 0.58 (0.17, 1.93) 0.372  

Total 64  40  ARR: 0.05 (-0.07, 0.18) 0.399  

      0.379b  
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Table 4.3.7 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 20 (10.70) 24 (12.57) OR: 0.83 (0.44, 1.56) 0.558a  

No Event 167 (89.30) 167 (87.43) RR: 0.85 (0.49, 1.47) 0.557  

Total 187  191  ARR: 0.02 (-0.05, 0.08) 0.559  

      0.445b  

      0.500c  
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Table 4.3.7 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 16 (7.96) 32 (14.55) OR: 0.51 (0.27, 0.97) 0.039a  

No Event 185 (92.04) 188 (85.45) RR: 0.55 (0.30, 0.99) 0.045  

Total 201  220  ARR: 0.06 (0.00, 0.12) 0.035  

      0.073b  
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Table 4.3.8 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 18 (6.72) 39 (14.72) OR: 0.42 (0.23, 0.75) 0.003a  

No Event 250 (93.28) 226 (85.28) RR: 0.46 (0.27, 0.78) 0.004  

Total 268  265  ARR: 0.08 (0.03, 0.13) 0.003  

      0.795b  

      0.042c  
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Table 4.3.8 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 22 (11.96) 22 (11.83) OR: 1.01 (0.54, 1.90) 0.969a  

No Event 162 (88.04) 164 (88.17) RR: 1.01 (0.58, 1.76) 0.969  

Total 184  186  ARR: 0.00 (-0.07, 0.06) 0.969  

      0.207b  
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Table 4.3.9 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 4 (4.21) 9 (10.47) OR: 0.38 (0.11, 1.29) 0.110a  

No Event 91 (95.79) 77 (89.53) RR: 0.41 (0.13, 1.27) 0.123  

Total 95  86  ARR: 0.06 (-0.01, 0.14) 0.114  

      0.418b  

      0.373c  
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Table 4.3.9 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 36 (10.08) 52 (14.25) OR: 0.67 (0.43, 1.06) 0.087a  

No Event 321 (89.92) 313 (85.75) RR: 0.71 (0.47, 1.05) 0.089  

Total 357  365  ARR: 0.04 (-0.01, 0.09) 0.086  

      0.504b  
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Table 4.3.10 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 4 (4.21) 9 (10.47) OR: 0.38 (0.11, 1.29) 0.110a  

No Event 91 (95.79) 77 (89.53) RR: 0.41 (0.13, 1.27) 0.123  

Total 95  86  ARR: 0.06 (-0.01, 0.14) 0.114  

      0.418b  

      0.250c  
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Table 4.3.10 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 6 (7.06) 13 (16.25) OR: 0.38 (0.14, 1.07) 0.061a  

No Event 79 (92.94) 67 (83.75) RR: 0.43 (0.17, 1.07) 0.071  

Total 85  80  ARR: 0.09 (0.00, 0.19) 0.060  

      0.560b  
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Table 4.3.10 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 8 (9.09) 17 (17.17) OR: 0.48 (0.20, 1.18) 0.105a  

No Event 80 (90.91) 82 (82.83) RR: 0.53 (0.24, 1.16) 0.113  

Total 88  99  ARR: 0.08 (-0.01, 0.18) 0.096  

      0.500b  
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Table 4.3.10 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 22 (11.96) 22 (11.83) OR: 1.01 (0.54, 1.90) 0.969a  

No Event 162 (88.04) 164 (88.17) RR: 1.01 (0.58, 1.76) 0.969  

Total 184  186  ARR: 0.00 (-0.07, 0.06) 0.969  

      0.207b  
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Table 4.3.11 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 38 (9.38) 55 (13.55) OR: 0.66 (0.43, 1.03) 0.063a  

No Event 367 (90.62) 351 (86.45) RR: 0.69 (0.47, 1.02) 0.066  

Total 405  406  ARR: 0.04 (0.00, 0.09) 0.063  

      0.029b  

      0.335c  
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Table 4.3.11 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 2 (4.26) 6 (13.33) OR: 0.28 (0.05, 1.48) 0.120a  

No Event 45 (95.74) 39 (86.67) RR: 0.31 (0.07, 1.47) 0.141  

Total 47  45  ARR: 0.09 (-0.02, 0.21) 0.115  

      0.909b  
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Table 4.3.12 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 17 (7.11) 36 (15.25) OR: 0.43 (0.23, 0.78) 0.005a  

No Event 222 (92.89) 200 (84.75) RR: 0.47 (0.27, 0.81) 0.006  

Total 239  236  ARR: 0.08 (0.03, 0.14) 0.005  

      NEb  

      NEc  
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Table 4.3.14 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 36 (8.98) 54 (13.50) OR: 0.63 (0.41, 0.99) 0.043a  

No Event 365 (91.02) 346 (86.50) RR: 0.67 (0.45, 0.99) 0.045  

Total 401  400  ARR: 0.05 (0.00, 0.09) 0.043  

      0.043b  
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Table 4.3.14 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 4 (7.84) 7 (13.73) OR: 0.48 (0.13, 1.84) 0.233a  

No Event 47 (92.16) 44 (86.27) RR: 0.54 (0.19, 1.48) 0.228  

Total 51  51  ARR: 0.07 (-0.05, 0.20) 0.259  

      0.009b  

      0.811c  
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Table 4.3.15 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 30 (9.74) 43 (14.01) OR: 0.66 (0.40, 1.08) 0.097a  

No Event 278 (90.26) 264 (85.99) RR: 0.69 (0.44, 1.07) 0.098  

Total 308  307  ARR: 0.04 (-0.01, 0.09) 0.095  

      0.777b  

      0.377c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.3.15 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 6 (7.69) 5 (6.49) OR: 1.28 (0.38, 4.28) 0.677a  

No Event 72 (92.31) 72 (93.51) RR: 1.26 (0.43, 3.72) 0.676  

Total 78  77  ARR: -0.02 (-0.10, 0.07) 0.686  

      0.140b  
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Table 4.3.16 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 32 (9.20) 44 (13.29) OR: 0.65 (0.40, 1.06) 0.082a  

No Event 316 (90.80) 287 (86.71) RR: 0.68 (0.44, 1.05) 0.085  

Total 348  331  ARR: 0.04 (-0.01, 0.09) 0.082  

      0.151b  

      0.302c  
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Table 4.3.16 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 4 (11.43) 3 (7.69) OR: 1.08 (0.22, 5.38) 0.922a  

No Event 31 (88.57) 36 (92.31) RR: 1.07 (0.27, 4.32) 0.921  

Total 35  39  ARR: -0.01 (-0.14, 0.13) 0.921  

      0.297b  
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Table 4.3.21 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 25 (11.63) 38 (16.59) OR: 0.66 (0.39, 1.15) 0.141a  

No Event 190 (88.37) 191 (83.41) RR: 0.70 (0.44, 1.13) 0.145  

Total 215  229  ARR: 0.05 (-0.02, 0.11) 0.137  

      0.271b  

      NEc  
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Table 4.3.23 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 13 (5.86) 21 (9.95) OR: 0.57 (0.28, 1.17) 0.121a  

No Event 209 (94.14) 190 (90.05) RR: 0.60 (0.31, 1.16) 0.125  

Total 222  211  ARR: 0.04 (-0.01, 0.09) 0.122  

      0.320b  

      NEc  
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Table 4.3.24 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 8 (13.33) 4 (5.88) OR: 2.57 (0.71, 9.25) 0.145a  

No Event 52 (86.67) 64 (94.12) RR: 2.33 (0.73, 7.45) 0.153  

Total 60  68  ARR: -0.08 (-0.18, 0.03) 0.143  

      0.814b  
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Table 4.3.24 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 32 (8.36) 57 (15.16) OR: 0.52 (0.33, 0.81) 0.004a  

No Event 351 (91.64) 319 (84.84) RR: 0.56 (0.37, 0.83) 0.005  

Total 383  376  ARR: 0.07 (0.02, 0.11) 0.004  

      0.094b  

      0.015c  
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Table 4.3.25 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (3.90) 21 (9.09) OR: 0.40 (0.18, 0.90) 0.023a  

No Event 222 (96.10) 210 (90.91) RR: 0.43 (0.20, 0.91) 0.028  

Total 231  231  ARR: 0.05 (0.01, 0.10) 0.022  

      0.702b  

      0.219c  
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Table 4.3.25 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 31 (14.03) 40 (18.18) OR: 0.73 (0.44, 1.22) 0.230a  

No Event 190 (85.97) 180 (81.82) RR: 0.77 (0.50, 1.19) 0.234  

Total 221  220  ARR: 0.04 (-0.03, 0.11) 0.231  

      0.012b  
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Table 4.3.26 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 19 (5.28) 39 (10.96) OR: 0.46 (0.26, 0.80) 0.006a  

No Event 341 (94.72) 317 (89.04) RR: 0.48 (0.29, 0.82) 0.007  

Total 360  356  ARR: 0.06 (0.02, 0.10) 0.005  

      0.224b  

      0.086c  
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Table 4.3.26 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 21 (22.83) 22 (23.16) OR: 0.97 (0.49, 1.93) 0.940a  

No Event 71 (77.17) 73 (76.84) RR: 0.98 (0.57, 1.68) 0.940  

Total 92  95  ARR: 0.00 (-0.12, 0.13) 0.940  

      0.139b  
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Table 4.3.27 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 29 (7.04) 48 (11.40) OR: 0.59 (0.37, 0.96) 0.031a  

No Event 383 (92.96) 373 (88.60) RR: 0.62 (0.40, 0.96) 0.033  

Total 412  421  ARR: 0.04 (0.00, 0.08) 0.030  

      0.145b  

      0.763c  
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Table 4.3.27 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 11 (27.50) 13 (43.33) OR: 0.49 (0.18, 1.34) 0.167a  

No Event 29 (72.50) 17 (56.67) RR: 0.62 (0.31, 1.23) 0.173  

Total 40  30  ARR: 0.16 (-0.07, 0.39) 0.162  

      0.307b  
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Table 4.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 14 (3.56) 12 (3.05) OR: 1.18 (0.54, 2.57) 0.686a  

No Event 379 (96.44) 382 (96.95) RR: 1.17 (0.55, 2.50) 0.686  

Total 393  394  ARR: -0.01 (-0.03, 0.02) 0.685  

      0.608b  

      0.259c  
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Table 4.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 1 (1.69) 3 (5.26) OR: 0.30 (0.03, 3.02) 0.285a  

No Event 58 (98.31) 54 (94.74) RR: 0.31 (0.03, 2.96) 0.310  

Total 59  57  ARR: 0.04 (-0.03, 0.10) 0.282  

      0.529b  
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Table 4.6.2 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 14 (3.25) 14 (3.18) OR: 1.02 (0.48, 2.17) 0.955a  

No Event 417 (96.75) 426 (96.82) RR: 1.02 (0.49, 2.12) 0.955  

Total 431  440  ARR: 0.00 (-0.02, 0.02) 0.955  

      0.428b  

      0.633c  
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Table 4.6.2 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 1 (4.76) 1 (9.09) OR: 0.44 (0.02, 11.04) 0.649a  

No Event 20 (95.24) 10 (90.91) RR: 0.44 (0.01, 16.52) 0.658  

Total 21  11  ARR: 0.04 (-0.14, 0.23) 0.644  

      0.258b  
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Table 4.6.3 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 15 (3.39) 15 (3.36) OR: 1.01 (0.49, 2.08) 0.987a  

No Event 428 (96.61) 431 (96.64) RR: 1.01 (0.50, 2.03) 0.987  

Total 443  446  ARR: 0.00 (-0.02, 0.02) 0.987  

      0.675b  

      NEc  
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Table 4.6.3 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 1 (1.00) 2 (1.74) OR: 0.53 (0.04, 6.26) 0.616a  

No Event 99 (99.00) 113 (98.26) RR: 0.53 (0.04, 6.46) 0.620  

Total 100  115  ARR: 0.01 (-0.02, 0.04) 0.601  

      0.451b  

      0.595c  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 1 (3.33) 0 (0.00) OR: 2.14 (0.08, 57.06) 0.414a  

No Event 29 (96.67) 21 (100.00) RR: 2.05 (0.09, 46.57) 0.652  

Total 30  21  ARR: -0.03 (-0.10, 0.03) 0.316  

      NEb  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 1 (5.00) OR: 0.40 (0.01, 10.80) 0.380a  

No Event 16 (100.00) 19 (95.00) RR: 0.42 (0.02, 9.43) 0.588  

Total 16  20  ARR: 0.05 (-0.05, 0.14) 0.311  

      NEb  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 20 (95.24) 21 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 21  21  ARR: -0.05 (-0.15, 0.04) 0.283  

      NEb  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 12 (4.21) 12 (4.38) OR: 0.92 (0.40, 2.09) 0.838a  

No Event 273 (95.79) 262 (95.62) RR: 0.92 (0.43, 1.98) 0.838  

Total 285  274  ARR: 0.00 (-0.03, 0.04) 0.839  

      0.514b  
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Table 4.6.6 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 4 (1.74) 4 (1.68) OR: 1.04 (0.26, 4.19) 0.961a  

No Event 226 (98.26) 234 (98.32) RR: 1.03 (0.26, 4.10) 0.961  

Total 230  238  ARR: 0.00 (-0.02, 0.02) 0.961  

      0.507b  

      0.925c  
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Table 4.6.6 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 11 (4.95) 11 (5.16) OR: 0.99 (0.41, 2.36) 0.981a  

No Event 211 (95.05) 202 (94.84) RR: 0.99 (0.44, 2.20) 0.981  

Total 222  213  ARR: 0.00 (-0.04, 0.04) 0.981  

      0.631b  
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Table 4.6.7 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 64 (100.00) 40 (100.00) RR: NE (NE, NE) NE  

Total 64  40  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.6.7 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 11 (5.88) 11 (5.76) OR: 1.10 (0.45, 2.66) 0.832a  

No Event 176 (94.12) 180 (94.24) RR: 1.09 (0.49, 2.42) 0.832  

Total 187  191  ARR: 0.00 (-0.05, 0.04) 0.832  

      0.485b  

      0.934c  
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Table 4.6.7 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 4 (1.99) 4 (1.82) OR: 1.12 (0.27, 4.62) 0.873a  

No Event 197 (98.01) 216 (98.18) RR: 1.12 (0.28, 4.51) 0.873  

Total 201  220  ARR: 0.00 (-0.03, 0.02) 0.872  

      0.593b  
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Table 4.6.8 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 9 (3.36) 10 (3.77) OR: 0.89 (0.35, 2.23) 0.799a  

No Event 259 (96.64) 255 (96.23) RR: 0.89 (0.37, 2.15) 0.799  

Total 268  265  ARR: 0.00 (-0.03, 0.04) 0.799  

      0.387b  

      0.678c  
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Table 4.6.8 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 6 (3.26) 5 (2.69) OR: 1.22 (0.37, 4.04) 0.746a  

No Event 178 (96.74) 181 (97.31) RR: 1.21 (0.38, 3.88) 0.746  

Total 184  186  ARR: -0.01 (-0.04, 0.03) 0.747  

      0.214b  
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Table 4.6.9 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.11) 2 (2.33) OR: 0.87 (0.13, 6.05) 0.889a  

No Event 93 (97.89) 84 (97.67) RR: 0.88 (0.13, 5.69) 0.889  

Total 95  86  ARR: 0.00 (-0.04, 0.05) 0.892  

      0.186b  

      0.909c  
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Table 4.6.9 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 13 (3.64) 13 (3.56) OR: 1.03 (0.47, 2.26) 0.943a  

No Event 344 (96.36) 352 (96.44) RR: 1.03 (0.48, 2.18) 0.943  

Total 357  365  ARR: 0.00 (-0.03, 0.03) 0.943  

      0.356b  
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Table 4.6.11 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 13 (3.21) 10 (2.46) OR: 1.31 (0.57, 3.03) 0.521a  

No Event 392 (96.79) 396 (97.54) RR: 1.30 (0.58, 2.94) 0.522  

Total 405  406  ARR: -0.01 (-0.03, 0.02) 0.521  

      0.731b  

      0.163c  
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Table 4.6.11 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 2 (4.26) 5 (11.11) OR: 0.36 (0.07, 1.99) 0.229a  

No Event 45 (95.74) 40 (88.89) RR: 0.40 (0.08, 1.89) 0.245  

Total 47  45  ARR: 0.07 (-0.04, 0.17) 0.225  

      0.478b  
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Table 4.6.14 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 13 (3.24) 9 (2.25) OR: 1.46 (0.62, 3.44) 0.391a  

No Event 388 (96.76) 391 (97.75) RR: 1.44 (0.62, 3.33) 0.393  

Total 401  400  ARR: -0.01 (-0.03, 0.01) 0.390  

      0.539b  
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Table 4.6.14 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (3.92) 6 (11.76) OR: 0.34 (0.06, 1.84) 0.201a  

No Event 49 (96.08) 45 (88.24) RR: 0.37 (0.08, 1.80) 0.218  

Total 51  51  ARR: 0.07 (-0.03, 0.17) 0.189  

      0.738b  

      0.088c  
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Table 4.6.15 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 11 (3.57) 6 (1.95) OR: 1.98 (0.71, 5.56) 0.189a  

No Event 297 (96.43) 301 (98.05) RR: 1.92 (0.71, 5.20) 0.197  

Total 308  307  ARR: -0.02 (-0.04, 0.01) 0.185  

      0.220b  

      0.072c  
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Table 4.6.15 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (3.85) 7 (9.09) OR: 0.44 (0.11, 1.72) 0.226a  

No Event 75 (96.15) 70 (90.91) RR: 0.46 (0.13, 1.65) 0.235  

Total 78  77  ARR: 0.05 (-0.03, 0.13) 0.228  

      0.543b  
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Table 4.6.16 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 13 (3.74) 12 (3.63) OR: 1.07 (0.47, 2.40) 0.876a  

No Event 335 (96.26) 319 (96.37) RR: 1.06 (0.49, 2.31) 0.875  

Total 348  331  ARR: 0.00 (-0.03, 0.03) 0.875  

      0.507b  

      0.622c  
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Table 4.6.16 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 1 (2.86) 2 (5.13) OR: 0.48 (0.03, 6.58) 0.594a  

No Event 34 (97.14) 37 (94.87) RR: 0.50 (0.04, 6.53) 0.597  

Total 35  39  ARR: 0.03 (-0.06, 0.11) 0.571  

      0.544b  
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Table 4.6.24 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 0 (0.00) 4 (5.88) OR: 0.23 (0.02, 2.06) 0.069a  

No Event 60 (100.00) 64 (94.12) RR: 0.24 (0.03, 2.06) 0.194  

Total 60  68  ARR: 0.06 (0.00, 0.11) 0.046  

      NEb  
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Table 4.6.24 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 15 (3.92) 10 (2.66) OR: 1.50 (0.66, 3.41) 0.322a  

No Event 368 (96.08) 366 (97.34) RR: 1.48 (0.68, 3.23) 0.325  

Total 383  376  ARR: -0.01 (-0.04, 0.01) 0.322  

      0.160b  

      0.033c  
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Table 4.6.25 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (3.90) 10 (4.33) OR: 0.90 (0.36, 2.24) 0.814a  

No Event 222 (96.10) 221 (95.67) RR: 0.90 (0.37, 2.17) 0.813  

Total 231  231  ARR: 0.00 (-0.03, 0.04) 0.813  

      0.766b  

      0.705c  
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Table 4.6.25 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 6 (2.71) 5 (2.27) OR: 1.21 (0.36, 4.02) 0.759a  

No Event 215 (97.29) 215 (97.73) RR: 1.20 (0.37, 3.88) 0.759  

Total 221  220  ARR: 0.00 (-0.03, 0.02) 0.758  

      0.644b  
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Table 4.6.26 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 13 (3.61) 13 (3.65) OR: 0.99 (0.45, 2.16) 0.980a  

No Event 347 (96.39) 343 (96.35) RR: 0.99 (0.47, 2.10) 0.980  

Total 360  356  ARR: 0.00 (-0.03, 0.03) 0.980  

      0.605b  

      0.967c  
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Table 4.6.26 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 2 (2.17) 2 (2.11) OR: 1.14 (0.16, 8.42) 0.896a  

No Event 90 (97.83) 93 (97.89) RR: 1.14 (0.17, 7.78) 0.896  

Total 92  95  ARR: 0.00 (-0.04, 0.04) 0.896  

      NEb  
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Table 4.6.27 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 14 (3.40) 14 (3.33) OR: 1.02 (0.48, 2.17) 0.956a  

No Event 398 (96.60) 407 (96.67) RR: 1.02 (0.49, 2.11) 0.956  

Total 412  421  ARR: 0.00 (-0.03, 0.02) 0.956  

      0.615b  

      0.830c  
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Table 4.6.27 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 1 (2.50) 1 (3.33) OR: 1.00 (0.06, 17.25) 1.000a  

No Event 39 (97.50) 29 (96.67) RR: 1.00 (0.07, 14.85) 1.000  

Total 40  30  ARR: 0.00 (-0.08, 0.08) 1.000  

      NEb  
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Table 4.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 142 (36.13) 156 (39.59) OR: 0.86 (0.65, 1.15) 0.318a  

No Event 251 (63.87) 238 (60.41) RR: 0.91 (0.76, 1.09) 0.318  

Total 393  394  ARR: 0.03 (-0.03, 0.10) 0.317  

      0.877b  

      0.195c  
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Table 4.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 32 (54.24) 40 (70.18) OR: 0.50 (0.24, 1.08) 0.078a  

No Event 27 (45.76) 17 (29.82) RR: 0.77 (0.58, 1.03) 0.080  

Total 59  57  ARR: 0.16 (-0.01, 0.33) 0.072  

      0.309b  
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Table 4.7.2 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 158 (36.66) 188 (42.73) OR: 0.78 (0.59, 1.02) 0.067a  

No Event 273 (63.34) 252 (57.27) RR: 0.86 (0.73, 1.01) 0.068  

Total 431  440  ARR: 0.06 (0.00, 0.13) 0.066  

      0.559b  

      0.611c  
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Table 4.7.2 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 16 (76.19) 8 (72.73) OR: 1.16 (0.21, 6.47) 0.869a  

No Event 5 (23.81) 3 (27.27) RR: 1.04 (0.67, 1.62) 0.867  

Total 21  11  ARR: -0.03 (-0.36, 0.30) 0.866  

      0.965b  
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Table 4.7.3 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 166 (37.47) 192 (43.05) OR: 0.79 (0.61, 1.04) 0.091a  

No Event 277 (62.53) 254 (56.95) RR: 0.87 (0.74, 1.02) 0.091  

Total 443  446  ARR: 0.06 (-0.01, 0.12) 0.090  

      0.688b  

      0.541c  
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Table 4.7.3 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 8 (88.89) 4 (80.00) OR: 2.00 (0.08, 51.59) 0.693a  

No Event 1 (11.11) 1 (20.00) RR: 1.10 (0.69, 1.74) 0.695  

Total 9  5  ARR: -0.08 (-0.46, 0.30) 0.689  

      NEb  
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Table 4.7.4 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 67 (31.46) 98 (41.70) OR: 0.63 (0.43, 0.94) 0.022a  

No Event 146 (68.54) 137 (58.30) RR: 0.75 (0.59, 0.96) 0.023  

Total 213  235  ARR: 0.10 (0.02, 0.19) 0.020  

      0.715b  
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Table 4.7.4 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 107 (44.77) 98 (45.37) OR: 0.97 (0.67, 1.41) 0.878a  

No Event 132 (55.23) 118 (54.63) RR: 0.98 (0.80, 1.21) 0.877  

Total 239  216  ARR: 0.01 (-0.08, 0.10) 0.878  

      0.766b  

      0.125c  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 29 (29.00) 37 (32.17) OR: 0.84 (0.47, 1.52) 0.573a  

No Event 71 (71.00) 78 (67.83) RR: 0.89 (0.59, 1.34) 0.573  

Total 100  115  ARR: 0.04 (-0.09, 0.16) 0.569  

      0.423b  

      0.803c  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 19 (63.33) 16 (76.19) OR: 0.57 (0.16, 2.04) 0.398a  

No Event 11 (36.67) 5 (23.81) RR: 0.85 (0.59, 1.21) 0.364  

Total 30  21  ARR: 0.11 (-0.14, 0.36) 0.369  

      0.848b  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 4 (25.00) 4 (20.00) OR: 1.35 (0.29, 6.28) 0.702a  

No Event 12 (75.00) 16 (80.00) RR: 1.28 (0.36, 4.55) 0.706  

Total 16  20  ARR: -0.05 (-0.34, 0.23) 0.706  

      0.078b  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 13 (61.90) 12 (57.14) OR: 1.35 (0.36, 5.09) 0.672a  

No Event 8 (38.10) 9 (42.86) RR: 1.11 (0.69, 1.78) 0.661  

Total 21  21  ARR: -0.06 (-0.34, 0.22) 0.660  

      0.900b  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 109 (38.25) 127 (46.35) OR: 0.71 (0.51, 1.00) 0.051a  

No Event 176 (61.75) 147 (53.65) RR: 0.82 (0.68, 1.00) 0.051  

Total 285  274  ARR: 0.08 (0.00, 0.16) 0.050  

      0.441b  
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Table 4.7.6 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 69 (30.00) 85 (35.71) OR: 0.77 (0.52, 1.14) 0.195a  

No Event 161 (70.00) 153 (64.29) RR: 0.84 (0.65, 1.09) 0.195  

Total 230  238  ARR: 0.06 (-0.03, 0.14) 0.192  

      0.739b  

      0.809c  
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Table 4.7.6 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 105 (47.30) 111 (52.11) OR: 0.84 (0.58, 1.23) 0.382a  

No Event 117 (52.70) 102 (47.89) RR: 0.92 (0.76, 1.11) 0.381  

Total 222  213  ARR: 0.04 (-0.05, 0.14) 0.381  

      0.426b  
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Table 4.7.7 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 19 (29.69) 12 (30.00) OR: 1.32 (0.53, 3.27) 0.551a  

No Event 45 (70.31) 28 (70.00) RR: 1.20 (0.67, 2.14) 0.549  

Total 64  40  ARR: -0.06 (-0.24, 0.12) 0.543  

      0.562b  
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Table 4.7.7 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 80 (42.78) 96 (50.26) OR: 0.76 (0.50, 1.14) 0.183a  

No Event 107 (57.22) 95 (49.74) RR: 0.86 (0.70, 1.07) 0.185  

Total 187  191  ARR: 0.07 (-0.03, 0.17) 0.181  

      0.655b  

      0.743c  
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Table 4.7.7 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 75 (37.31) 88 (40.00) OR: 0.90 (0.61, 1.34) 0.611a  

No Event 126 (62.69) 132 (60.00) RR: 0.94 (0.74, 1.20) 0.610  

Total 201  220  ARR: 0.02 (-0.07, 0.12) 0.609  

      0.809b  
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Table 4.7.8 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 99 (36.94) 114 (43.02) OR: 0.78 (0.55, 1.10) 0.153a  

No Event 169 (63.06) 151 (56.98) RR: 0.86 (0.70, 1.06) 0.154  

Total 268  265  ARR: 0.06 (-0.02, 0.14) 0.152  

      0.367b  

      0.669c  
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Table 4.7.8 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 75 (40.76) 82 (44.09) OR: 0.87 (0.58, 1.32) 0.525a  

No Event 109 (59.24) 104 (55.91) RR: 0.93 (0.73, 1.17) 0.525  

Total 184  186  ARR: 0.03 (-0.07, 0.13) 0.524  

      0.649b  
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Table 4.7.9 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 29 (30.53) 29 (33.72) OR: 0.85 (0.46, 1.58) 0.613a  

No Event 66 (69.47) 57 (66.28) RR: 0.90 (0.59, 1.37) 0.613  

Total 95  86  ARR: 0.04 (-0.10, 0.17) 0.616  

      0.046b  

      0.858c  
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Table 4.7.9 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 145 (40.62) 167 (45.75) OR: 0.81 (0.60, 1.09) 0.164a  

No Event 212 (59.38) 198 (54.25) RR: 0.89 (0.75, 1.05) 0.164  

Total 357  365  ARR: 0.05 (-0.02, 0.12) 0.162  

      0.920b  
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Table 4.7.10 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 29 (30.53) 29 (33.72) OR: 0.85 (0.46, 1.58) 0.613a  

No Event 66 (69.47) 57 (66.28) RR: 0.90 (0.59, 1.37) 0.613  

Total 95  86  ARR: 0.04 (-0.10, 0.17) 0.616  

      0.046b  

      0.946c  
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Table 4.7.10 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 34 (40.00) 39 (48.75) OR: 0.68 (0.37, 1.27) 0.232a  

No Event 51 (60.00) 41 (51.25) RR: 0.81 (0.58, 1.14) 0.230  

Total 85  80  ARR: 0.09 (-0.06, 0.24) 0.228  

      0.489b  
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Table 4.7.10 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 36 (40.91) 46 (46.46) OR: 0.80 (0.45, 1.43) 0.453a  

No Event 52 (59.09) 53 (53.54) RR: 0.88 (0.64, 1.22) 0.453  

Total 88  99  ARR: 0.05 (-0.09, 0.20) 0.450  

      0.889b  
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Table 4.7.10 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 75 (40.76) 82 (44.09) OR: 0.87 (0.58, 1.32) 0.525a  

No Event 109 (59.24) 104 (55.91) RR: 0.93 (0.73, 1.17) 0.525  

Total 184  186  ARR: 0.03 (-0.07, 0.13) 0.524  

      0.649b  
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Table 4.7.11 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 158 (39.01) 174 (42.86) OR: 0.85 (0.65, 1.13) 0.269a  

No Event 247 (60.99) 232 (57.14) RR: 0.91 (0.77, 1.07) 0.269  

Total 405  406  ARR: 0.04 (-0.03, 0.11) 0.269  

      0.748b  

      0.310c  
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Table 4.7.11 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 16 (34.04) 22 (48.89) OR: 0.54 (0.23, 1.26) 0.156a  

No Event 31 (65.96) 23 (51.11) RR: 0.70 (0.42, 1.15) 0.158  

Total 47  45  ARR: 0.15 (-0.05, 0.35) 0.147  

      0.763b  
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Table 4.7.12 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 89 (37.24) 99 (41.95) OR: 0.82 (0.57, 1.19) 0.294a  

No Event 150 (62.76) 137 (58.05) RR: 0.89 (0.71, 1.11) 0.295  

Total 239  236  ARR: 0.05 (-0.04, 0.13) 0.293  

      NEb  

      NEc  
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Table 4.7.13 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 26 (31.71) 23 (29.87) OR: 1.09 (0.56, 2.14) 0.803a  

No Event 56 (68.29) 54 (70.13) RR: 1.06 (0.67, 1.69) 0.802  

Total 82  77  ARR: -0.02 (-0.16, 0.13) 0.802  

      NEb  

      NEc  
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Table 4.7.14 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 154 (38.40) 169 (42.25) OR: 0.85 (0.64, 1.13) 0.268a  

No Event 247 (61.60) 231 (57.75) RR: 0.91 (0.77, 1.08) 0.268  

Total 401  400  ARR: 0.04 (-0.03, 0.11) 0.267  

      0.616b  
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Table 4.7.14 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 20 (39.22) 27 (52.94) OR: 0.56 (0.25, 1.30) 0.182a  

No Event 31 (60.78) 24 (47.06) RR: 0.75 (0.49, 1.14) 0.179  

Total 51  51  ARR: 0.13 (-0.06, 0.32) 0.173  

      0.776b  

      0.352c  
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Table 4.7.15 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 123 (39.94) 139 (45.28) OR: 0.80 (0.58, 1.10) 0.169a  

No Event 185 (60.06) 168 (54.72) RR: 0.88 (0.73, 1.06) 0.169  

Total 308  307  ARR: 0.05 (-0.02, 0.13) 0.167  

      0.995b  

      0.405c  
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Table 4.7.15 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 32 (41.03) 30 (38.96) OR: 1.13 (0.59, 2.15) 0.709a  

No Event 46 (58.97) 47 (61.04) RR: 1.08 (0.73, 1.60) 0.709  

Total 78  77  ARR: -0.03 (-0.19, 0.13) 0.708  

      0.215b  
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Table 4.7.16 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 138 (39.66) 150 (45.32) OR: 0.79 (0.58, 1.07) 0.132a  

No Event 210 (60.34) 181 (54.68) RR: 0.87 (0.73, 1.04) 0.133  

Total 348  331  ARR: 0.06 (-0.02, 0.13) 0.131  

      0.386b  

      0.519c  
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Table 4.7.16 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 16 (45.71) 17 (43.59) OR: 1.28 (0.49, 3.34) 0.610a  

No Event 19 (54.29) 22 (56.41) RR: 1.15 (0.66, 2.01) 0.619  

Total 35  39  ARR: -0.06 (-0.29, 0.17) 0.606  

      0.331b  
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Table 4.7.17 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Antiviral Therapy not active against 

COVID 

Event 9 (42.86) 10 (76.92) OR: 0.19 (0.03, 1.09) 0.056a  

No Event 12 (57.14) 3 (23.08) RR: 0.54 (0.30, 0.97) 0.039  

Total 21  13  ARR: 0.37 (0.05, 0.69) 0.025  

      0.288b  

      NEc  
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Table 4.7.18 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Antibiotic Event 16 (61.54) 21 (58.33) OR: 1.05 (0.37, 2.97) 0.934a  

No Event 10 (38.46) 15 (41.67) RR: 1.02 (0.64, 1.63) 0.937  

Total 26  36  ARR: -0.01 (-0.28, 0.25) 0.934  

      0.225b  

      NEc  
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Table 4.7.21 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 102 (47.44) 122 (53.28) OR: 0.79 (0.55, 1.15) 0.224a  

No Event 113 (52.56) 107 (46.72) RR: 0.89 (0.74, 1.07) 0.224  

Total 215  229  ARR: 0.06 (-0.03, 0.15) 0.221  

      0.978b  

      NEc  
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Table 4.7.22 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 26 (57.78) 31 (63.27) OR: 0.71 (0.30, 1.67) 0.432a  

No Event 19 (42.22) 18 (36.73) RR: 0.87 (0.60, 1.26) 0.452  

Total 45  49  ARR: 0.08 (-0.12, 0.29) 0.431  

      0.195b  

      NEc  
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Table 4.7.23 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 63 (28.38) 69 (32.70) OR: 0.82 (0.54, 1.24) 0.344a  

No Event 159 (71.62) 142 (67.30) RR: 0.87 (0.66, 1.16) 0.343  

Total 222  211  ARR: 0.04 (-0.04, 0.13) 0.343  

      0.404b  

      NEc  
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Table 4.7.24 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 19 (31.67) 26 (38.24) OR: 0.73 (0.35, 1.51) 0.398a  

No Event 41 (68.33) 42 (61.76) RR: 0.81 (0.50, 1.31) 0.399  

Total 60  68  ARR: 0.07 (-0.09, 0.24) 0.396  

      0.256b  
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Table 4.7.24 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 152 (39.69) 168 (44.68) OR: 0.82 (0.61, 1.09) 0.169a  

No Event 231 (60.31) 208 (55.32) RR: 0.89 (0.75, 1.05) 0.169  

Total 383  376  ARR: 0.05 (-0.02, 0.12) 0.169  

      0.298b  

      0.833c  
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Table 4.7.25 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 78 (33.77) 89 (38.53) OR: 0.82 (0.56, 1.19) 0.295a  

No Event 153 (66.23) 142 (61.47) RR: 0.88 (0.69, 1.12) 0.295  

Total 231  231  ARR: 0.05 (-0.04, 0.13) 0.294  

      0.796b  

      0.992c  
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Table 4.7.25 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 96 (43.44) 107 (48.64) OR: 0.81 (0.56, 1.18) 0.272a  

No Event 125 (56.56) 113 (51.36) RR: 0.89 (0.73, 1.09) 0.272  

Total 221  220  ARR: 0.05 (-0.04, 0.15) 0.271  

      0.425b  
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Table 4.7.26 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 132 (36.67) 139 (39.04) OR: 0.91 (0.67, 1.23) 0.526a  

No Event 228 (63.33) 217 (60.96) RR: 0.94 (0.78, 1.14) 0.526  

Total 360  356  ARR: 0.02 (-0.05, 0.09) 0.526  

      0.896b  

      0.151c  
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Table 4.7.26 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 42 (45.65) 57 (60.00) OR: 0.56 (0.31, 1.01) 0.053a  

No Event 50 (54.35) 38 (40.00) RR: 0.76 (0.58, 1.01) 0.056  

Total 92  95  ARR: 0.14 (0.00, 0.28) 0.049  

      0.652b  
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Table 4.7.27 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 155 (37.62) 171 (40.62) OR: 0.88 (0.67, 1.17) 0.384a  

No Event 257 (62.38) 250 (59.38) RR: 0.93 (0.78, 1.10) 0.383  

Total 412  421  ARR: 0.03 (-0.04, 0.10) 0.383  

      0.896b  

      0.006c  
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Table 4.7.27 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 19 (47.50) 25 (83.33) OR: 0.18 (0.06, 0.56) 0.002a  

No Event 21 (52.50) 5 (16.67) RR: 0.56 (0.38, 0.82) 0.003  

Total 40  30  ARR: 0.37 (0.16, 0.57) <.001  

      0.623b  
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Table 4.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 17 (4.33) 42 (10.66) OR: 0.38 (0.21, 0.68) 0.001a  

No Event 376 (95.67) 352 (89.34) RR: 0.41 (0.24, 0.70) 0.001  

Total 393  394  ARR: 0.06 (0.03, 0.10) <.001  

      0.143b  

      0.001c  
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Table 4.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 19 (32.20) 11 (19.30) OR: 1.94 (0.84, 4.47) 0.111a  

No Event 40 (67.80) 46 (80.70) RR: 1.67 (0.87, 3.20) 0.122  

Total 59  57  ARR: -0.13 (-0.29, 0.03) 0.111  

      0.034b  
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Table 4.8.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 25 (5.80) 51 (11.59) OR: 0.47 (0.29, 0.78) 0.002a  

No Event 406 (94.20) 389 (88.41) RR: 0.50 (0.32, 0.79) 0.003  

Total 431  440  ARR: 0.06 (0.02, 0.10) 0.002  

      0.022b  

      0.007c  
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Table 4.8.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 11 (52.38) 2 (18.18) OR: 3.69 (0.73, 18.71) 0.089a  

No Event 10 (47.62) 9 (81.82) RR: 2.45 (0.77, 7.75) 0.128  

Total 21  11  ARR: -0.33 (-0.68, 0.03) 0.075  

      0.039b  
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Table 4.8.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 31 (7.00) 52 (11.66) OR: 0.57 (0.36, 0.91) 0.017a  

No Event 412 (93.00) 394 (88.34) RR: 0.60 (0.39, 0.92) 0.019  

Total 443  446  ARR: 0.05 (0.01, 0.08) 0.017  

      0.065b  

      0.080c  
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Table 4.8.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 5 (55.56) 1 (20.00) OR: 3.17 (0.40, 25.36) 0.213a  

No Event 4 (44.44) 4 (80.00) RR: 2.73 (0.33, 22.45) 0.349  

Total 9  5  ARR: -0.34 (-0.89, 0.22) 0.232  

      0.031b  
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Table 4.8.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 18 (8.45) 33 (14.04) OR: 0.60 (0.33, 1.09) 0.084a  

No Event 195 (91.55) 202 (85.96) RR: 0.63 (0.37, 1.07) 0.089  

Total 213  235  ARR: 0.05 (-0.01, 0.11) 0.083  

      0.029b  
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Table 4.8.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 18 (7.53) 20 (9.26) OR: 0.81 (0.42, 1.58) 0.540a  

No Event 221 (92.47) 196 (90.74) RR: 0.83 (0.45, 1.52) 0.540  

Total 239  216  ARR: 0.02 (-0.04, 0.07) 0.541  

      0.621b  

      0.452c  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 3 (3.00) 14 (12.17) OR: 0.22 (0.06, 0.81) 0.016a  

No Event 97 (97.00) 101 (87.83) RR: 0.23 (0.06, 0.87) 0.030  

Total 100  115  ARR: 0.09 (0.02, 0.16) 0.010  

      0.132b  

      0.226c  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 6 (20.00) 4 (19.05) OR: 0.92 (0.23, 3.61) 0.901a  

No Event 24 (80.00) 17 (80.95) RR: 0.93 (0.27, 3.16) 0.906  

Total 30  21  ARR: 0.01 (-0.22, 0.25) 0.905  

      0.022b  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 3 (15.00) OR: 0.42 (0.04, 4.04) 0.428a  

No Event 15 (93.75) 17 (85.00) RR: 0.42 (0.04, 4.20) 0.459  

Total 16  20  ARR: 0.09 (-0.12, 0.29) 0.413  

      0.044b  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 0 (0.00) 2 (9.52) OR: 0.33 (0.03, 3.58) 0.186a  

No Event 21 (100.00) 19 (90.48) RR: 0.38 (0.04, 3.25) 0.374  

Total 21  21  ARR: 0.09 (-0.03, 0.21) 0.152  

      NEb  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 26 (9.12) 30 (10.95) OR: 0.82 (0.47, 1.43) 0.486a  

No Event 259 (90.88) 244 (89.05) RR: 0.84 (0.51, 1.38) 0.485  

Total 285  274  ARR: 0.02 (-0.03, 0.07) 0.486  

      0.600b  
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Table 4.8.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 10 (4.35) 30 (12.61) OR: 0.32 (0.15, 0.67) 0.002a  

No Event 220 (95.65) 208 (87.39) RR: 0.35 (0.17, 0.70) 0.003  

Total 230  238  ARR: 0.08 (0.03, 0.13) 0.001  

      0.248b  

      0.009c  
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Table 4.8.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 26 (11.71) 23 (10.80) OR: 1.11 (0.62, 2.00) 0.725a  

No Event 196 (88.29) 190 (89.20) RR: 1.10 (0.65, 1.84) 0.725  

Total 222  213  ARR: -0.01 (-0.07, 0.05) 0.728  

      0.187b  
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Table 4.8.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 5 (7.81) 4 (10.00) OR: 0.89 (0.24, 3.37) 0.859a  

No Event 59 (92.19) 36 (90.00) RR: 0.90 (0.28, 2.88) 0.858  

Total 64  40  ARR: 0.01 (-0.11, 0.13) 0.866  

      0.091b  
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Table 4.8.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 19 (10.16) 19 (9.95) OR: 1.02 (0.52, 1.99) 0.952a  

No Event 168 (89.84) 172 (90.05) RR: 1.02 (0.56, 1.85) 0.951  

Total 187  191  ARR: 0.00 (-0.06, 0.06) 0.952  

      0.646b  

      0.159c  
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Table 4.8.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 12 (5.97) 30 (13.64) OR: 0.41 (0.20, 0.82) 0.011a  

No Event 189 (94.03) 190 (86.36) RR: 0.44 (0.23, 0.85) 0.015  

Total 201  220  ARR: 0.07 (0.02, 0.13) 0.009  

      0.067b  
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Table 4.8.8 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 16 (5.97) 36 (13.58) OR: 0.40 (0.22, 0.75) 0.003a  

No Event 252 (94.03) 229 (86.42) RR: 0.44 (0.25, 0.77) 0.004  

Total 268  265  ARR: 0.08 (0.03, 0.13) 0.003  

      0.882b  

      0.018c  
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Table 4.8.8 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 20 (10.87) 17 (9.14) OR: 1.21 (0.61, 2.40) 0.577a  

No Event 164 (89.13) 169 (90.86) RR: 1.19 (0.65, 2.20) 0.577  

Total 184  186  ARR: -0.02 (-0.08, 0.04) 0.577  

      0.359b  
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Table 4.8.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 3 (3.16) 9 (10.47) OR: 0.29 (0.07, 1.08) 0.052a  

No Event 92 (96.84) 77 (89.53) RR: 0.31 (0.09, 1.09) 0.067  

Total 95  86  ARR: 0.07 (0.00, 0.15) 0.055  

      0.482b  

      0.167c  
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Table 4.8.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 33 (9.24) 44 (12.05) OR: 0.74 (0.46, 1.20) 0.219a  

No Event 324 (90.76) 321 (87.95) RR: 0.77 (0.50, 1.17) 0.221  

Total 357  365  ARR: 0.03 (-0.02, 0.07) 0.218  

      0.934b  
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Table 4.8.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 3 (3.16) 9 (10.47) OR: 0.29 (0.07, 1.08) 0.052a  

No Event 92 (96.84) 77 (89.53) RR: 0.31 (0.09, 1.09) 0.067  

Total 95  86  ARR: 0.07 (0.00, 0.15) 0.055  

      0.482b  

      0.087c  
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Table 4.8.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 5 (5.88) 13 (16.25) OR: 0.31 (0.11, 0.93) 0.031a  

No Event 80 (94.12) 67 (83.75) RR: 0.36 (0.13, 0.96) 0.041  

Total 85  80  ARR: 0.11 (0.01, 0.20) 0.030  

      0.595b  
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Table 4.8.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 8 (9.09) 14 (14.14) OR: 0.60 (0.24, 1.51) 0.279a  

No Event 80 (90.91) 85 (85.86) RR: 0.64 (0.28, 1.45) 0.285  

Total 88  99  ARR: 0.05 (-0.04, 0.14) 0.273  

      0.144b  
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Table 4.8.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 20 (10.87) 17 (9.14) OR: 1.21 (0.61, 2.40) 0.577a  

No Event 164 (89.13) 169 (90.86) RR: 1.19 (0.65, 2.20) 0.577  

Total 184  186  ARR: -0.02 (-0.08, 0.04) 0.577  

      0.359b  
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Table 4.8.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 34 (8.40) 49 (12.07) OR: 0.67 (0.42, 1.06) 0.085a  

No Event 371 (91.60) 357 (87.93) RR: 0.70 (0.46, 1.05) 0.088  

Total 405  406  ARR: 0.04 (-0.01, 0.08) 0.085  

      0.012b  

      0.677c  
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Table 4.8.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 2 (4.26) 4 (8.89) OR: 0.45 (0.08, 2.58) 0.362a  

No Event 45 (95.74) 41 (91.11) RR: 0.47 (0.09, 2.44) 0.370  

Total 47  45  ARR: 0.05 (-0.05, 0.15) 0.359  

      0.930b  
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Table 4.8.12 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 15 (6.28) 34 (14.41) OR: 0.40 (0.21, 0.75) 0.004a  

No Event 224 (93.72) 202 (85.59) RR: 0.44 (0.24, 0.78) 0.005  

Total 239  236  ARR: 0.08 (0.03, 0.14) 0.003  

      NEb  

      NEc  
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Table 4.8.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 32 (7.98) 48 (12.00) OR: 0.64 (0.40, 1.02) 0.058a  

No Event 369 (92.02) 352 (88.00) RR: 0.67 (0.43, 1.02) 0.061  

Total 401  400  ARR: 0.04 (0.00, 0.08) 0.058  

      0.019b  
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Table 4.8.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 4 (7.84) 5 (9.80) OR: 0.69 (0.17, 2.80) 0.575a  

No Event 47 (92.16) 46 (90.20) RR: 0.73 (0.25, 2.10) 0.560  

Total 51  51  ARR: 0.03 (-0.08, 0.15) 0.601  

      0.027b  

      0.779c  
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Table 4.8.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 28 (9.09) 35 (11.40) OR: 0.77 (0.46, 1.30) 0.332a  

No Event 280 (90.91) 272 (88.60) RR: 0.79 (0.49, 1.27) 0.333  

Total 308  307  ARR: 0.02 (-0.02, 0.07) 0.330  

      0.657b  

      0.736c  
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Table 4.8.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 5 (6.41) 5 (6.49) OR: 1.03 (0.29, 3.65) 0.961a  

No Event 73 (93.59) 72 (93.51) RR: 1.03 (0.33, 3.24) 0.960  

Total 78  77  ARR: 0.00 (-0.08, 0.08) 0.961  

      0.239b  
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Table 4.8.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 29 (8.33) 36 (10.88) OR: 0.73 (0.44, 1.23) 0.240a  

No Event 319 (91.67) 295 (89.12) RR: 0.76 (0.47, 1.21) 0.242  

Total 348  331  ARR: 0.03 (-0.02, 0.07) 0.240  

      0.174b  

      0.380c  
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Table 4.8.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 4 (11.43) 3 (7.69) OR: 1.08 (0.22, 5.38) 0.922a  

No Event 31 (88.57) 36 (92.31) RR: 1.07 (0.27, 4.32) 0.921  

Total 35  39  ARR: -0.01 (-0.14, 0.13) 0.921  

      0.297b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 4.8.21 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 24 (11.16) 35 (15.28) OR: 0.70 (0.40, 1.22) 0.209a  

No Event 191 (88.84) 194 (84.72) RR: 0.73 (0.45, 1.19) 0.212  

Total 215  229  ARR: 0.04 (-0.02, 0.10) 0.204  

      0.364b  

      NEc  
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Table 4.8.23 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 11 (4.95) 17 (8.06) OR: 0.60 (0.28, 1.31) 0.191a  

No Event 211 (95.05) 194 (91.94) RR: 0.62 (0.30, 1.28) 0.197  

Total 222  211  ARR: 0.03 (-0.02, 0.08) 0.196  

      0.065b  

      NEc  
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Table 4.8.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 8 (13.33) 3 (4.41) OR: 3.70 (0.88, 15.53) 0.065a  

No Event 52 (86.67) 65 (95.59) RR: 3.26 (0.87, 12.28) 0.081  

Total 60  68  ARR: -0.09 (-0.19, 0.01) 0.063  

      0.382b  
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Table 4.8.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 28 (7.31) 50 (13.30) OR: 0.52 (0.32, 0.84) 0.007a  

No Event 355 (92.69) 326 (86.70) RR: 0.55 (0.36, 0.86) 0.008  

Total 383  376  ARR: 0.06 (0.02, 0.10) 0.007  

      0.108b  

      0.007c  
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Table 4.8.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.03) 18 (7.79) OR: 0.37 (0.15, 0.90) 0.024a  

No Event 224 (96.97) 213 (92.21) RR: 0.39 (0.17, 0.91) 0.030  

Total 231  231  ARR: 0.05 (0.01, 0.09) 0.023  

      0.769b  

      0.143c  
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Table 4.8.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 29 (13.12) 35 (15.91) OR: 0.80 (0.47, 1.36) 0.403a  

No Event 192 (86.88) 185 (84.09) RR: 0.82 (0.52, 1.30) 0.406  

Total 221  220  ARR: 0.03 (-0.04, 0.09) 0.404  

      0.012b  
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Table 4.8.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 15 (4.17) 35 (9.83) OR: 0.40 (0.22, 0.75) 0.003a  

No Event 345 (95.83) 321 (90.17) RR: 0.42 (0.24, 0.76) 0.004  

Total 360  356  ARR: 0.06 (0.02, 0.09) 0.003  

      0.147b  

      0.015c  
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Table 4.8.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 21 (22.83) 18 (18.95) OR: 1.26 (0.62, 2.55) 0.525a  

No Event 71 (77.17) 77 (81.05) RR: 1.20 (0.68, 2.14) 0.529  

Total 92  95  ARR: -0.04 (-0.15, 0.08) 0.524  

      0.092b  
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Table 4.8.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 25 (6.07) 43 (10.21) OR: 0.57 (0.34, 0.95) 0.029a  

No Event 387 (93.93) 378 (89.79) RR: 0.60 (0.37, 0.96) 0.032  

Total 412  421  ARR: 0.04 (0.00, 0.08) 0.029  

      0.108b  

      0.621c  
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Table 4.8.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 11 (27.50) 10 (33.33) OR: 0.78 (0.28, 2.19) 0.634a  

No Event 29 (72.50) 20 (66.67) RR: 0.83 (0.38, 1.82) 0.640  

Total 40  30  ARR: 0.05 (-0.17, 0.28) 0.632  

      0.113b  
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Table 4.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 132 (33.59) 131 (33.25) OR: 1.02 (0.76, 1.37) 0.919a  

No Event 261 (66.41) 263 (66.75) RR: 1.01 (0.83, 1.23) 0.919  

Total 393  394  ARR: 0.00 (-0.07, 0.06) 0.919  

      0.734b  

      0.009c  
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Table 4.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 21 (35.59) 35 (61.40) OR: 0.35 (0.16, 0.74) 0.006a  

No Event 38 (64.41) 22 (38.60) RR: 0.58 (0.39, 0.87) 0.008  

Total 59  57  ARR: 0.26 (0.08, 0.43) 0.004  

      0.643b  
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Table 4.9.2 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 144 (33.41) 160 (36.36) OR: 0.88 (0.66, 1.16) 0.361a  

No Event 287 (66.59) 280 (63.64) RR: 0.92 (0.77, 1.10) 0.361  

Total 431  440  ARR: 0.03 (-0.03, 0.09) 0.360  

      0.811b  

      0.655c  
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Table 4.9.2 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 9 (42.86) 6 (54.55) OR: 0.70 (0.16, 3.07) 0.643a  

No Event 12 (57.14) 5 (45.45) RR: 0.82 (0.34, 1.95) 0.653  

Total 21  11  ARR: 0.09 (-0.29, 0.47) 0.641  

      0.151b  
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Table 4.9.3 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 149 (33.63) 163 (36.55) OR: 0.88 (0.67, 1.16) 0.365a  

No Event 294 (66.37) 283 (63.45) RR: 0.92 (0.77, 1.10) 0.365  

Total 443  446  ARR: 0.03 (-0.03, 0.09) 0.364  

      0.752b  

      0.660c  
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Table 4.9.3 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 4 (44.44) 3 (60.00) OR: 0.60 (0.08, 4.41) 0.605a  

No Event 5 (55.56) 2 (40.00) RR: 0.74 (0.25, 2.23) 0.599  

Total 9  5  ARR: 0.16 (-0.44, 0.75) 0.609  

      0.069b  
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Table 4.9.4 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 54 (25.35) 74 (31.49) OR: 0.71 (0.47, 1.08) 0.115a  

No Event 159 (74.65) 161 (68.51) RR: 0.79 (0.59, 1.06) 0.116  

Total 213  235  ARR: 0.07 (-0.02, 0.15) 0.111  

      0.620b  
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Table 4.9.4 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 99 (41.42) 92 (42.59) OR: 0.95 (0.65, 1.38) 0.780a  

No Event 140 (58.58) 124 (57.41) RR: 0.97 (0.78, 1.20) 0.779  

Total 239  216  ARR: 0.01 (-0.08, 0.10) 0.779  

      0.787b  

      0.370c  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 28 (28.00) 29 (25.22) OR: 1.12 (0.61, 2.08) 0.715a  

No Event 72 (72.00) 86 (74.78) RR: 1.09 (0.70, 1.68) 0.713  

Total 100  115  ARR: -0.02 (-0.14, 0.10) 0.714  

      0.688b  

      0.478c  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 17 (56.67) 15 (71.43) OR: 0.58 (0.17, 1.92) 0.375a  

No Event 13 (43.33) 6 (28.57) RR: 0.82 (0.55, 1.24) 0.353  

Total 30  21  ARR: 0.12 (-0.14, 0.39) 0.361  

      0.368b  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 3 (18.75) 2 (10.00) OR: 2.16 (0.31, 15.20) 0.441a  

No Event 13 (81.25) 18 (90.00) RR: 1.93 (0.36, 10.23) 0.441  

Total 16  20  ARR: -0.09 (-0.32, 0.14) 0.441  

      0.365b  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 13 (61.90) 12 (57.14) OR: 1.35 (0.36, 5.09) 0.672a  

No Event 8 (38.10) 9 (42.86) RR: 1.11 (0.69, 1.78) 0.661  

Total 21  21  ARR: -0.06 (-0.34, 0.22) 0.660  

      0.900b  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 92 (32.28) 108 (39.42) OR: 0.73 (0.51, 1.03) 0.074a  

No Event 193 (67.72) 166 (60.58) RR: 0.82 (0.65, 1.02) 0.074  

Total 285  274  ARR: 0.07 (-0.01, 0.15) 0.073  

      0.403b  
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Table 4.9.6 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 64 (27.83) 69 (28.99) OR: 0.95 (0.63, 1.42) 0.785a  

No Event 166 (72.17) 169 (71.01) RR: 0.96 (0.72, 1.28) 0.784  

Total 230  238  ARR: 0.01 (-0.07, 0.09) 0.784  

      0.801b  

      0.558c  
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Table 4.9.6 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 89 (40.09) 97 (45.54) OR: 0.81 (0.55, 1.20) 0.299a  

No Event 133 (59.91) 116 (54.46) RR: 0.89 (0.72, 1.11) 0.299  

Total 222  213  ARR: 0.05 (-0.04, 0.14) 0.297  

      0.510b  
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Table 4.9.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 16 (25.00) 10 (25.00) OR: 1.24 (0.48, 3.19) 0.667a  

No Event 48 (75.00) 30 (75.00) RR: 1.16 (0.58, 2.32) 0.666  

Total 64  40  ARR: -0.04 (-0.21, 0.13) 0.658  

      0.814b  
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Table 4.9.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 67 (35.83) 84 (43.98) OR: 0.73 (0.48, 1.11) 0.142a  

No Event 120 (64.17) 107 (56.02) RR: 0.83 (0.65, 1.06) 0.144  

Total 187  191  ARR: 0.07 (-0.02, 0.17) 0.140  

      0.643b  

      0.328c  
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Table 4.9.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 70 (34.83) 72 (32.73) OR: 1.10 (0.74, 1.66) 0.632a  

No Event 131 (65.17) 148 (67.27) RR: 1.07 (0.82, 1.39) 0.630  

Total 201  220  ARR: -0.02 (-0.11, 0.07) 0.631  

      0.711b  
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Table 4.9.8 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 91 (33.96) 94 (35.47) OR: 0.94 (0.65, 1.34) 0.715a  

No Event 177 (66.04) 171 (64.53) RR: 0.96 (0.76, 1.21) 0.715  

Total 268  265  ARR: 0.02 (-0.07, 0.10) 0.715  

      0.316b  

      0.595c  
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Table 4.9.8 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 62 (33.70) 72 (38.71) OR: 0.81 (0.53, 1.24) 0.325a  

No Event 122 (66.30) 114 (61.29) RR: 0.87 (0.67, 1.14) 0.325  

Total 184  186  ARR: 0.05 (-0.05, 0.15) 0.323  

      0.948b  
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Table 4.9.9 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 28 (29.47) 25 (29.07) OR: 1.00 (0.53, 1.88) 0.997a  

No Event 67 (70.53) 61 (70.93) RR: 1.00 (0.64, 1.57) 0.997  

Total 95  86  ARR: 0.00 (-0.13, 0.13) 0.997  

      0.028b  

      0.628c  
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Table 4.9.9 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 125 (35.01) 141 (38.63) OR: 0.86 (0.63, 1.16) 0.314a  

No Event 232 (64.99) 224 (61.37) RR: 0.91 (0.75, 1.10) 0.314  

Total 357  365  ARR: 0.04 (-0.03, 0.11) 0.313  

      0.800b  
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Table 4.9.10 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 28 (29.47) 25 (29.07) OR: 1.00 (0.53, 1.88) 0.997a  

No Event 67 (70.53) 61 (70.93) RR: 1.00 (0.64, 1.57) 0.997  

Total 95  86  ARR: 0.00 (-0.13, 0.13) 0.997  

      0.028b  

      0.929c  
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Table 4.9.10 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 31 (36.47) 32 (40.00) OR: 0.84 (0.45, 1.58) 0.590a  

No Event 54 (63.53) 48 (60.00) RR: 0.90 (0.61, 1.32) 0.589  

Total 85  80  ARR: 0.04 (-0.11, 0.19) 0.590  

      0.265b  
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Table 4.9.10 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 32 (36.36) 37 (37.37) OR: 0.96 (0.53, 1.76) 0.903a  

No Event 56 (63.64) 62 (62.63) RR: 0.98 (0.67, 1.42) 0.903  

Total 88  99  ARR: 0.01 (-0.13, 0.15) 0.902  

      0.710b  
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Table 4.9.10 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 62 (33.70) 72 (38.71) OR: 0.81 (0.53, 1.24) 0.325a  

No Event 122 (66.30) 114 (61.29) RR: 0.87 (0.67, 1.14) 0.325  

Total 184  186  ARR: 0.05 (-0.05, 0.15) 0.323  

      0.948b  
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Table 4.9.11 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 138 (34.07) 147 (36.21) OR: 0.91 (0.68, 1.22) 0.530a  

No Event 267 (65.93) 259 (63.79) RR: 0.94 (0.78, 1.14) 0.530  

Total 405  406  ARR: 0.02 (-0.04, 0.09) 0.530  

      0.465b  

      0.445c  
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Table 4.9.11 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 15 (31.91) 19 (42.22) OR: 0.65 (0.27, 1.52) 0.323a  

No Event 32 (68.09) 26 (57.78) RR: 0.76 (0.45, 1.31) 0.322  

Total 47  45  ARR: 0.10 (-0.10, 0.30) 0.317  

      0.661b  
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Table 4.9.12 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 81 (33.89) 80 (33.90) OR: 1.00 (0.68, 1.46) 0.999a  

No Event 158 (66.11) 156 (66.10) RR: 1.00 (0.78, 1.29) 0.999  

Total 239  236  ARR: 0.00 (-0.09, 0.09) 0.999  

      NEb  

      NEc  
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Table 4.9.13 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 25 (30.49) 19 (24.68) OR: 1.34 (0.67, 2.70) 0.414a  

No Event 57 (69.51) 58 (75.32) RR: 1.24 (0.74, 2.06) 0.415  

Total 82  77  ARR: -0.06 (-0.20, 0.08) 0.411  

      NEb  

      NEc  
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Table 4.9.14 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 135 (33.67) 142 (35.50) OR: 0.92 (0.69, 1.23) 0.586a  

No Event 266 (66.33) 258 (64.50) RR: 0.95 (0.78, 1.15) 0.586  

Total 401  400  ARR: 0.02 (-0.05, 0.08) 0.586  

      0.662b  
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Table 4.9.14 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 18 (35.29) 24 (47.06) OR: 0.59 (0.25, 1.35) 0.211a  

No Event 33 (64.71) 27 (52.94) RR: 0.73 (0.44, 1.21) 0.225  

Total 51  51  ARR: 0.12 (-0.07, 0.31) 0.206  

      0.401b  

      0.345c  
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Table 4.9.15 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 109 (35.39) 121 (39.41) OR: 0.84 (0.60, 1.16) 0.292a  

No Event 199 (64.61) 186 (60.59) RR: 0.90 (0.73, 1.10) 0.291  

Total 308  307  ARR: 0.04 (-0.04, 0.12) 0.291  

      0.964b  

      0.578c  
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Table 4.9.15 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 28 (35.90) 27 (35.06) OR: 1.04 (0.54, 2.01) 0.906a  

No Event 50 (64.10) 50 (64.94) RR: 1.03 (0.66, 1.60) 0.906  

Total 78  77  ARR: -0.01 (-0.16, 0.14) 0.905  

      0.190b  
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Table 4.9.16 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 122 (35.06) 130 (39.27) OR: 0.84 (0.61, 1.14) 0.258a  

No Event 226 (64.94) 201 (60.73) RR: 0.89 (0.73, 1.09) 0.258  

Total 348  331  ARR: 0.04 (-0.03, 0.11) 0.257  

      0.627b  

      0.782c  
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Table 4.9.16 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 14 (40.00) 16 (41.03) OR: 1.21 (0.44, 3.28) 0.715a  

No Event 21 (60.00) 23 (58.97) RR: 1.11 (0.62, 2.00) 0.721  

Total 35  39  ARR: -0.04 (-0.26, 0.18) 0.711  

      0.481b  
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Table 4.9.18 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Antibiotic Event 14 (53.85) 18 (50.00) OR: 1.12 (0.40, 3.14) 0.830a  

No Event 12 (46.15) 18 (50.00) RR: 1.06 (0.61, 1.86) 0.836  

Total 26  36  ARR: -0.03 (-0.30, 0.24) 0.830  

      0.203b  

      NEc  
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Table 4.9.21 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 87 (40.47) 99 (43.23) OR: 0.89 (0.61, 1.30) 0.547a  

No Event 128 (59.53) 130 (56.77) RR: 0.93 (0.75, 1.16) 0.545  

Total 215  229  ARR: 0.03 (-0.06, 0.12) 0.545  

      0.599b  

      NEc  
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Table 4.9.22 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 24 (53.33) 28 (57.14) OR: 0.76 (0.32, 1.76) 0.514a  

No Event 21 (46.67) 21 (42.86) RR: 0.87 (0.58, 1.33) 0.530  

Total 45  49  ARR: 0.07 (-0.14, 0.28) 0.512  

      0.178b  

      NEc  
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Table 4.9.23 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 57 (25.68) 62 (29.38) OR: 0.83 (0.55, 1.27) 0.401a  

No Event 165 (74.32) 149 (70.62) RR: 0.88 (0.65, 1.19) 0.400  

Total 222  211  ARR: 0.04 (-0.05, 0.12) 0.400  

      0.481b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.9.24 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 14 (23.33) 25 (36.76) OR: 0.51 (0.23, 1.10) 0.082a  

No Event 46 (76.67) 43 (63.24) RR: 0.62 (0.36, 1.08) 0.090  

Total 60  68  ARR: 0.14 (-0.02, 0.30) 0.077  

      0.112b  
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Table 4.9.24 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 136 (35.51) 139 (36.97) OR: 0.94 (0.70, 1.26) 0.684a  

No Event 247 (64.49) 237 (63.03) RR: 0.96 (0.80, 1.16) 0.684  

Total 383  376  ARR: 0.01 (-0.05, 0.08) 0.684  

      0.391b  

      0.166c  
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Table 4.9.25 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 75 (32.47) 77 (33.33) OR: 0.96 (0.65, 1.42) 0.855a  

No Event 156 (67.53) 154 (66.67) RR: 0.98 (0.75, 1.27) 0.855  

Total 231  231  ARR: 0.01 (-0.08, 0.09) 0.855  

      0.625b  

      0.518c  
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Table 4.9.25 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 78 (35.29) 89 (40.45) OR: 0.80 (0.55, 1.18) 0.265a  

No Event 143 (64.71) 131 (59.55) RR: 0.87 (0.69, 1.11) 0.265  

Total 221  220  ARR: 0.05 (-0.04, 0.14) 0.263  

      0.729b  
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Table 4.9.26 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 123 (34.17) 117 (32.87) OR: 1.06 (0.78, 1.45) 0.699a  

No Event 237 (65.83) 239 (67.13) RR: 1.04 (0.85, 1.28) 0.699  

Total 360  356  ARR: -0.01 (-0.08, 0.06) 0.699  

      0.638b  

      0.013c  
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Table 4.9.26 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 30 (32.61) 49 (51.58) OR: 0.46 (0.25, 0.83) 0.010a  

No Event 62 (67.39) 46 (48.42) RR: 0.64 (0.45, 0.90) 0.012  

Total 92  95  ARR: 0.19 (0.05, 0.33) 0.008  

      0.672b  
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Table 4.9.27 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 139 (33.74) 146 (34.68) OR: 0.96 (0.72, 1.28) 0.780a  

No Event 273 (66.26) 275 (65.32) RR: 0.97 (0.81, 1.18) 0.780  

Total 412  421  ARR: 0.01 (-0.06, 0.07) 0.780  

      0.528b  

      0.015c  
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Table 4.9.27 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 14 (35.00) 20 (66.67) OR: 0.25 (0.09, 0.70) 0.008a  

No Event 26 (65.00) 10 (33.33) RR: 0.51 (0.31, 0.84) 0.009  

Total 40  30  ARR: 0.33 (0.10, 0.55) 0.004  

      0.885b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 14 (3.56) 12 (3.05) OR: 1.18 (0.54, 2.57) 0.686a  

No Event 379 (96.44) 382 (96.95) RR: 1.17 (0.55, 2.50) 0.686  

Total 393  394  ARR: -0.01 (-0.03, 0.02) 0.685  

      0.608b  

      0.259c  
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Table 4.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 1 (1.69) 3 (5.26) OR: 0.30 (0.03, 3.02) 0.285a  

No Event 58 (98.31) 54 (94.74) RR: 0.31 (0.03, 2.96) 0.310  

Total 59  57  ARR: 0.04 (-0.03, 0.10) 0.282  

      0.529b  
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Table 4.11.2 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 14 (3.25) 14 (3.18) OR: 1.02 (0.48, 2.17) 0.955a  

No Event 417 (96.75) 426 (96.82) RR: 1.02 (0.49, 2.12) 0.955  

Total 431  440  ARR: 0.00 (-0.02, 0.02) 0.955  

      0.428b  

      0.633c  
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Table 4.11.2 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 1 (4.76) 1 (9.09) OR: 0.44 (0.02, 11.04) 0.649a  

No Event 20 (95.24) 10 (90.91) RR: 0.44 (0.01, 16.52) 0.658  

Total 21  11  ARR: 0.04 (-0.14, 0.23) 0.644  

      0.258b  
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Table 4.11.3 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 15 (3.39) 15 (3.36) OR: 1.01 (0.49, 2.08) 0.987a  

No Event 428 (96.61) 431 (96.64) RR: 1.01 (0.50, 2.03) 0.987  

Total 443  446  ARR: 0.00 (-0.02, 0.02) 0.987  

      0.675b  

      NEc  
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Table 4.11.3 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 5 

Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 1 (1.00) 2 (1.74) OR: 0.53 (0.04, 6.26) 0.616a  

No Event 99 (99.00) 113 (98.26) RR: 0.53 (0.04, 6.46) 0.620  

Total 100  115  ARR: 0.01 (-0.02, 0.04) 0.601  

      0.451b  

      0.595c  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 1 (3.33) 0 (0.00) OR: 2.14 (0.08, 57.06) 0.414a  

No Event 29 (96.67) 21 (100.00) RR: 2.05 (0.09, 46.57) 0.652  

Total 30  21  ARR: -0.03 (-0.10, 0.03) 0.316  

      NEb  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 1 (5.00) OR: 0.40 (0.01, 10.80) 0.380a  

No Event 16 (100.00) 19 (95.00) RR: 0.42 (0.02, 9.43) 0.588  

Total 16  20  ARR: 0.05 (-0.05, 0.14) 0.311  

      NEb  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 20 (95.24) 21 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 21  21  ARR: -0.05 (-0.15, 0.04) 0.283  

      NEb  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 12 (4.21) 12 (4.38) OR: 0.92 (0.40, 2.09) 0.838a  

No Event 273 (95.79) 262 (95.62) RR: 0.92 (0.43, 1.98) 0.838  

Total 285  274  ARR: 0.00 (-0.03, 0.04) 0.839  

      0.514b  
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Table 4.11.6 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 4 (1.74) 4 (1.68) OR: 1.04 (0.26, 4.19) 0.961a  

No Event 226 (98.26) 234 (98.32) RR: 1.03 (0.26, 4.10) 0.961  

Total 230  238  ARR: 0.00 (-0.02, 0.02) 0.961  

      0.507b  

      0.925c  
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Table 4.11.6 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 11 (4.95) 11 (5.16) OR: 0.99 (0.41, 2.36) 0.981a  

No Event 211 (95.05) 202 (94.84) RR: 0.99 (0.44, 2.20) 0.981  

Total 222  213  ARR: 0.00 (-0.04, 0.04) 0.981  

      0.631b  
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Table 4.11.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 64 (100.00) 40 (100.00) RR: NE (NE, NE) NE  

Total 64  40  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.11.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 11 (5.88) 11 (5.76) OR: 1.10 (0.45, 2.66) 0.832a  

No Event 176 (94.12) 180 (94.24) RR: 1.09 (0.49, 2.42) 0.832  

Total 187  191  ARR: 0.00 (-0.05, 0.04) 0.832  

      0.485b  

      0.934c  
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Table 4.11.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 4 (1.99) 4 (1.82) OR: 1.12 (0.27, 4.62) 0.873a  

No Event 197 (98.01) 216 (98.18) RR: 1.12 (0.28, 4.51) 0.873  

Total 201  220  ARR: 0.00 (-0.03, 0.02) 0.872  

      0.593b  
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Table 4.11.8 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 9 (3.36) 10 (3.77) OR: 0.89 (0.35, 2.23) 0.799a  

No Event 259 (96.64) 255 (96.23) RR: 0.89 (0.37, 2.15) 0.799  

Total 268  265  ARR: 0.00 (-0.03, 0.04) 0.799  

      0.387b  

      0.678c  
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Table 4.11.8 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 6 (3.26) 5 (2.69) OR: 1.22 (0.37, 4.04) 0.746a  

No Event 178 (96.74) 181 (97.31) RR: 1.21 (0.38, 3.88) 0.746  

Total 184  186  ARR: -0.01 (-0.04, 0.03) 0.747  

      0.214b  
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Table 4.11.9 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.11) 2 (2.33) OR: 0.87 (0.13, 6.05) 0.889a  

No Event 93 (97.89) 84 (97.67) RR: 0.88 (0.13, 5.69) 0.889  

Total 95  86  ARR: 0.00 (-0.04, 0.05) 0.892  

      0.186b  

      0.909c  
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Table 4.11.9 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 13 (3.64) 13 (3.56) OR: 1.03 (0.47, 2.26) 0.943a  

No Event 344 (96.36) 352 (96.44) RR: 1.03 (0.48, 2.18) 0.943  

Total 357  365  ARR: 0.00 (-0.03, 0.03) 0.943  

      0.356b  
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Table 4.11.11 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 13 (3.21) 10 (2.46) OR: 1.31 (0.57, 3.03) 0.521a  

No Event 392 (96.79) 396 (97.54) RR: 1.30 (0.58, 2.94) 0.522  

Total 405  406  ARR: -0.01 (-0.03, 0.02) 0.521  

      0.731b  

      0.163c  
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Table 4.11.11 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 2 (4.26) 5 (11.11) OR: 0.36 (0.07, 1.99) 0.229a  

No Event 45 (95.74) 40 (88.89) RR: 0.40 (0.08, 1.89) 0.245  

Total 47  45  ARR: 0.07 (-0.04, 0.17) 0.225  

      0.478b  
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Table 4.11.14 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 13 (3.24) 9 (2.25) OR: 1.46 (0.62, 3.44) 0.391a  

No Event 388 (96.76) 391 (97.75) RR: 1.44 (0.62, 3.33) 0.393  

Total 401  400  ARR: -0.01 (-0.03, 0.01) 0.390  

      0.539b  
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Table 4.11.14 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (3.92) 6 (11.76) OR: 0.34 (0.06, 1.84) 0.201a  

No Event 49 (96.08) 45 (88.24) RR: 0.37 (0.08, 1.80) 0.218  

Total 51  51  ARR: 0.07 (-0.03, 0.17) 0.189  

      0.738b  

      0.088c  
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Table 4.11.15 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 11 (3.57) 6 (1.95) OR: 1.98 (0.71, 5.56) 0.189a  

No Event 297 (96.43) 301 (98.05) RR: 1.92 (0.71, 5.20) 0.197  

Total 308  307  ARR: -0.02 (-0.04, 0.01) 0.185  

      0.220b  

      0.072c  
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Table 4.11.15 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (3.85) 7 (9.09) OR: 0.44 (0.11, 1.72) 0.226a  

No Event 75 (96.15) 70 (90.91) RR: 0.46 (0.13, 1.65) 0.235  

Total 78  77  ARR: 0.05 (-0.03, 0.13) 0.228  

      0.543b  
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Table 4.11.16 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 13 (3.74) 12 (3.63) OR: 1.07 (0.47, 2.40) 0.876a  

No Event 335 (96.26) 319 (96.37) RR: 1.06 (0.49, 2.31) 0.875  

Total 348  331  ARR: 0.00 (-0.03, 0.03) 0.875  

      0.507b  

      0.622c  
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Table 4.11.16 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 1 (2.86) 2 (5.13) OR: 0.48 (0.03, 6.58) 0.594a  

No Event 34 (97.14) 37 (94.87) RR: 0.50 (0.04, 6.53) 0.597  

Total 35  39  ARR: 0.03 (-0.06, 0.11) 0.571  

      0.544b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.11.24 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 0 (0.00) 4 (5.88) OR: 0.23 (0.02, 2.06) 0.069a  

No Event 60 (100.00) 64 (94.12) RR: 0.24 (0.03, 2.06) 0.194  

Total 60  68  ARR: 0.06 (0.00, 0.11) 0.046  

      NEb  
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Table 4.11.24 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 15 (3.92) 10 (2.66) OR: 1.50 (0.66, 3.41) 0.322a  

No Event 368 (96.08) 366 (97.34) RR: 1.48 (0.68, 3.23) 0.325  

Total 383  376  ARR: -0.01 (-0.04, 0.01) 0.322  

      0.160b  

      0.033c  
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Table 4.11.25 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (3.90) 10 (4.33) OR: 0.90 (0.36, 2.24) 0.814a  

No Event 222 (96.10) 221 (95.67) RR: 0.90 (0.37, 2.17) 0.813  

Total 231  231  ARR: 0.00 (-0.03, 0.04) 0.813  

      0.766b  

      0.705c  
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Table 4.11.25 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 6 (2.71) 5 (2.27) OR: 1.21 (0.36, 4.02) 0.759a  

No Event 215 (97.29) 215 (97.73) RR: 1.20 (0.37, 3.88) 0.759  

Total 221  220  ARR: 0.00 (-0.03, 0.02) 0.758  

      0.644b  
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Table 4.11.26 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 13 (3.61) 13 (3.65) OR: 0.99 (0.45, 2.16) 0.980a  

No Event 347 (96.39) 343 (96.35) RR: 0.99 (0.47, 2.10) 0.980  

Total 360  356  ARR: 0.00 (-0.03, 0.03) 0.980  

      0.605b  

      0.967c  
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Table 4.11.26 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 2 (2.17) 2 (2.11) OR: 1.14 (0.16, 8.42) 0.896a  

No Event 90 (97.83) 93 (97.89) RR: 1.14 (0.17, 7.78) 0.896  

Total 92  95  ARR: 0.00 (-0.04, 0.04) 0.896  

      NEb  
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Table 4.11.27 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 14 (3.40) 14 (3.33) OR: 1.02 (0.48, 2.17) 0.956a  

No Event 398 (96.60) 407 (96.67) RR: 1.02 (0.49, 2.11) 0.956  

Total 412  421  ARR: 0.00 (-0.03, 0.02) 0.956  

      0.615b  

      0.830c  
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Table 4.11.27 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 1 (2.50) 1 (3.33) OR: 1.00 (0.06, 17.25) 1.000a  

No Event 39 (97.50) 29 (96.67) RR: 1.00 (0.07, 14.85) 1.000  

Total 40  30  ARR: 0.00 (-0.08, 0.08) 1.000  

      NEb  
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Table 4.13.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 126 (32.06) 125 (31.73) OR: 1.02 (0.75, 1.37) 0.919a  

No Event 267 (67.94) 269 (68.27) RR: 1.01 (0.82, 1.24) 0.919  

Total 393  394  ARR: 0.00 (-0.07, 0.06) 0.919  

      0.617b  

      0.107c  
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Table 4.13.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 28 (47.46) 36 (63.16) OR: 0.52 (0.25, 1.10) 0.089a  

No Event 31 (52.54) 21 (36.84) RR: 0.75 (0.54, 1.05) 0.090  

Total 59  57  ARR: 0.16 (-0.02, 0.34) 0.082  

      0.864b  
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Table 4.13.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 141 (32.71) 156 (35.45) OR: 0.88 (0.67, 1.17) 0.394a  

No Event 290 (67.29) 284 (64.55) RR: 0.92 (0.77, 1.11) 0.394  

Total 431  440  ARR: 0.03 (-0.04, 0.09) 0.393  

      0.885b  

      0.300c  
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Table 4.13.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 13 (61.90) 5 (45.45) OR: 1.83 (0.42, 8.05) 0.416a  

No Event 8 (38.10) 6 (54.55) RR: 1.37 (0.59, 3.23) 0.465  

Total 21  11  ARR: -0.16 (-0.54, 0.22) 0.412  

      0.177b  
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Table 4.13.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 148 (33.41) 158 (35.43) OR: 0.91 (0.69, 1.21) 0.529a  

No Event 295 (66.59) 288 (64.57) RR: 0.94 (0.79, 1.13) 0.529  

Total 443  446  ARR: 0.02 (-0.04, 0.08) 0.529  

      0.788b  

      0.745c  
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Table 4.13.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 6 (66.67) 3 (60.00) OR: 1.26 (0.16, 9.98) 0.822a  

No Event 3 (33.33) 2 (40.00) RR: 1.11 (0.45, 2.72) 0.826  

Total 9  5  ARR: -0.06 (-0.64, 0.51) 0.826  

      0.077b  
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Table 4.13.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 56 (26.29) 77 (32.77) OR: 0.71 (0.47, 1.08) 0.108a  

No Event 157 (73.71) 158 (67.23) RR: 0.79 (0.59, 1.05) 0.109  

Total 213  235  ARR: 0.07 (-0.01, 0.15) 0.105  

      0.829b  
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Table 4.13.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 98 (41.00) 84 (38.89) OR: 1.09 (0.75, 1.59) 0.660a  

No Event 141 (59.00) 132 (61.11) RR: 1.05 (0.84, 1.32) 0.659  

Total 239  216  ARR: -0.02 (-0.11, 0.07) 0.659  

      0.534b  

      0.158c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 5 

Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 27 (27.00) 29 (25.22) OR: 1.06 (0.57, 1.97) 0.852a  

No Event 73 (73.00) 86 (74.78) RR: 1.04 (0.67, 1.63) 0.852  

Total 100  115  ARR: -0.01 (-0.13, 0.11) 0.852  

      0.725b  

      0.681c  
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Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 17 (56.67) 15 (71.43) OR: 0.58 (0.17, 1.92) 0.375a  

No Event 13 (43.33) 6 (28.57) RR: 0.82 (0.55, 1.24) 0.353  

Total 30  21  ARR: 0.12 (-0.14, 0.39) 0.361  

      0.368b  
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Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 3 (18.75) 3 (15.00) OR: 1.36 (0.23, 8.01) 0.740a  

No Event 13 (81.25) 17 (85.00) RR: 1.28 (0.30, 5.54) 0.737  

Total 16  20  ARR: -0.04 (-0.29, 0.20) 0.738  

      0.268b  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 5 

Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 10 (47.62) 8 (38.10) OR: 1.69 (0.44, 6.53) 0.455a  

No Event 11 (52.38) 13 (61.90) RR: 1.30 (0.65, 2.61) 0.456  

Total 21  21  ARR: -0.11 (-0.39, 0.17) 0.437  

      0.494b  
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Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 97 (34.04) 106 (38.69) OR: 0.81 (0.57, 1.15) 0.243a  

No Event 188 (65.96) 168 (61.31) RR: 0.88 (0.71, 1.09) 0.242  

Total 285  274  ARR: 0.05 (-0.03, 0.13) 0.242  

      0.350b  
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Table 4.13.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 60 (26.09) 64 (26.89) OR: 0.95 (0.63, 1.44) 0.822a  

No Event 170 (73.91) 174 (73.11) RR: 0.97 (0.72, 1.30) 0.822  

Total 230  238  ARR: 0.01 (-0.07, 0.09) 0.822  

      0.825b  

      0.756c  
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Table 4.13.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 94 (42.34) 97 (45.54) OR: 0.89 (0.61, 1.31) 0.555a  

No Event 128 (57.66) 116 (54.46) RR: 0.94 (0.76, 1.16) 0.555  

Total 222  213  ARR: 0.03 (-0.06, 0.12) 0.554  

      0.475b  
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Table 4.13.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 16 (25.00) 10 (25.00) OR: 1.24 (0.48, 3.19) 0.667a  

No Event 48 (75.00) 30 (75.00) RR: 1.16 (0.58, 2.32) 0.666  

Total 64  40  ARR: -0.04 (-0.21, 0.13) 0.658  

      0.814b  
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Table 4.13.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 71 (37.97) 83 (43.46) OR: 0.82 (0.54, 1.24) 0.347a  

No Event 116 (62.03) 108 (56.54) RR: 0.89 (0.70, 1.13) 0.349  

Total 187  191  ARR: 0.05 (-0.05, 0.14) 0.346  

      0.601b  

      0.516c  
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Table 4.13.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 67 (33.33) 68 (30.91) OR: 1.12 (0.74, 1.69) 0.597a  

No Event 134 (66.67) 152 (69.09) RR: 1.08 (0.82, 1.42) 0.595  

Total 201  220  ARR: -0.02 (-0.11, 0.07) 0.596  

      0.638b  
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Table 4.13.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 91 (33.96) 91 (34.34) OR: 0.98 (0.69, 1.41) 0.927a  

No Event 177 (66.04) 174 (65.66) RR: 0.99 (0.78, 1.25) 0.927  

Total 268  265  ARR: 0.00 (-0.08, 0.08) 0.927  

      0.410b  

      0.645c  
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Table 4.13.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 63 (34.24) 70 (37.63) OR: 0.87 (0.57, 1.32) 0.508a  

No Event 121 (65.76) 116 (62.37) RR: 0.91 (0.69, 1.20) 0.507  

Total 184  186  ARR: 0.03 (-0.06, 0.13) 0.506  

      0.975b  
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Table 4.13.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 27 (28.42) 25 (29.07) OR: 0.95 (0.50, 1.80) 0.871a  

No Event 68 (71.58) 61 (70.93) RR: 0.96 (0.61, 1.52) 0.871  

Total 95  86  ARR: 0.01 (-0.12, 0.14) 0.872  

      0.033b  

      0.910c  
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Table 4.13.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 127 (35.57) 136 (37.26) OR: 0.93 (0.69, 1.26) 0.637a  

No Event 230 (64.43) 229 (62.74) RR: 0.95 (0.79, 1.16) 0.636  

Total 357  365  ARR: 0.02 (-0.05, 0.09) 0.636  

      0.738b  
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Table 4.13.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 27 (28.42) 25 (29.07) OR: 0.95 (0.50, 1.80) 0.871a  

No Event 68 (71.58) 61 (70.93) RR: 0.96 (0.61, 1.52) 0.871  

Total 95  86  ARR: 0.01 (-0.12, 0.14) 0.872  

      0.033b  

      0.937c  
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Table 4.13.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 32 (37.65) 32 (40.00) OR: 0.88 (0.47, 1.66) 0.701a  

No Event 53 (62.35) 48 (60.00) RR: 0.93 (0.63, 1.36) 0.699  

Total 85  80  ARR: 0.03 (-0.12, 0.18) 0.701  

      0.283b  
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Table 4.13.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 32 (36.36) 34 (34.34) OR: 1.10 (0.60, 2.01) 0.759a  

No Event 56 (63.64) 65 (65.66) RR: 1.06 (0.72, 1.56) 0.758  

Total 88  99  ARR: -0.02 (-0.16, 0.11) 0.758  

      0.905b  
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Table 4.13.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 63 (34.24) 70 (37.63) OR: 0.87 (0.57, 1.32) 0.508a  

No Event 121 (65.76) 116 (62.37) RR: 0.91 (0.69, 1.20) 0.507  

Total 184  186  ARR: 0.03 (-0.06, 0.13) 0.506  

      0.975b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.13.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 139 (34.32) 143 (35.22) OR: 0.96 (0.72, 1.28) 0.794a  

No Event 266 (65.68) 263 (64.78) RR: 0.98 (0.81, 1.18) 0.794  

Total 405  406  ARR: 0.01 (-0.06, 0.07) 0.794  

      0.547b  

      0.497c  
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Table 4.13.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 15 (31.91) 18 (40.00) OR: 0.71 (0.30, 1.68) 0.438a  

No Event 32 (68.09) 27 (60.00) RR: 0.80 (0.46, 1.39) 0.435  

Total 47  45  ARR: 0.08 (-0.12, 0.27) 0.432  

      0.773b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 4.13.12 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 81 (33.89) 78 (33.05) OR: 1.04 (0.71, 1.52) 0.846a  

No Event 158 (66.11) 158 (66.95) RR: 1.03 (0.80, 1.32) 0.846  

Total 239  236  ARR: -0.01 (-0.09, 0.08) 0.846  

      NEb  

      NEc  
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Table 4.13.13 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 24 (29.27) 19 (24.68) OR: 1.26 (0.63, 2.55) 0.516a  

No Event 58 (70.73) 58 (75.32) RR: 1.19 (0.71, 1.99) 0.516  

Total 82  77  ARR: -0.05 (-0.18, 0.09) 0.513  

      NEb  

      NEc  
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Table 4.13.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 136 (33.92) 138 (34.50) OR: 0.97 (0.73, 1.31) 0.862a  

No Event 265 (66.08) 262 (65.50) RR: 0.98 (0.81, 1.19) 0.862  

Total 401  400  ARR: 0.01 (-0.06, 0.07) 0.862  

      0.761b  
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Table 4.13.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 18 (35.29) 23 (45.10) OR: 0.64 (0.28, 1.48) 0.297a  

No Event 33 (64.71) 28 (54.90) RR: 0.77 (0.46, 1.28) 0.309  

Total 51  51  ARR: 0.10 (-0.09, 0.29) 0.293  

      0.400b  

      0.375c  
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Table 4.13.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 107 (34.74) 115 (37.46) OR: 0.89 (0.64, 1.23) 0.473a  

No Event 201 (65.26) 192 (62.54) RR: 0.93 (0.75, 1.14) 0.471  

Total 308  307  ARR: 0.03 (-0.05, 0.10) 0.471  

      0.974b  

      0.479c  
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Table 4.13.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 30 (38.46) 27 (35.06) OR: 1.18 (0.62, 2.28) 0.612a  

No Event 48 (61.54) 50 (64.94) RR: 1.12 (0.72, 1.72) 0.616  

Total 78  77  ARR: -0.04 (-0.20, 0.12) 0.612  

      0.129b  
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Table 4.13.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 122 (35.06) 125 (37.76) OR: 0.89 (0.65, 1.21) 0.460a  

No Event 226 (64.94) 206 (62.24) RR: 0.93 (0.76, 1.13) 0.460  

Total 348  331  ARR: 0.03 (-0.05, 0.10) 0.459  

      0.586b  

      0.718c  
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Table 4.13.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 14 (40.00) 15 (38.46) OR: 1.23 (0.46, 3.24) 0.682a  

No Event 21 (60.00) 24 (61.54) RR: 1.14 (0.60, 2.15) 0.691  

Total 35  39  ARR: -0.05 (-0.27, 0.18) 0.679  

      0.250b  
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Table 4.13.18 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Antibiotic Event 14 (53.85) 18 (50.00) OR: 1.12 (0.40, 3.14) 0.830a  

No Event 12 (46.15) 18 (50.00) RR: 1.06 (0.61, 1.86) 0.836  

Total 26  36  ARR: -0.03 (-0.30, 0.24) 0.830  

      0.203b  

      NEc  
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Table 4.13.21 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 93 (43.26) 97 (42.36) OR: 1.04 (0.71, 1.51) 0.845a  

No Event 122 (56.74) 132 (57.64) RR: 1.02 (0.82, 1.27) 0.844  

Total 215  229  ARR: -0.01 (-0.10, 0.08) 0.845  

      0.374b  

      NEc  
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Table 4.13.22 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 25 (55.56) 26 (53.06) OR: 0.93 (0.40, 2.17) 0.864a  

No Event 20 (44.44) 23 (46.94) RR: 0.97 (0.64, 1.46) 0.868  

Total 45  49  ARR: 0.02 (-0.19, 0.23) 0.864  

      0.222b  

      NEc  
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Table 4.13.23 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 52 (23.42) 59 (27.96) OR: 0.80 (0.52, 1.23) 0.300a  

No Event 170 (76.58) 152 (72.04) RR: 0.84 (0.61, 1.16) 0.299  

Total 222  211  ARR: 0.04 (-0.04, 0.13) 0.300  

      0.503b  

      NEc  
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Table 4.13.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 18 (30.00) 25 (36.76) OR: 0.73 (0.35, 1.51) 0.386a  

No Event 42 (70.00) 43 (63.24) RR: 0.80 (0.49, 1.32) 0.390  

Total 60  68  ARR: 0.07 (-0.09, 0.24) 0.388  

      0.071b  
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Table 4.13.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 133 (34.73) 134 (35.64) OR: 0.96 (0.72, 1.30) 0.807a  

No Event 250 (65.27) 242 (64.36) RR: 0.98 (0.80, 1.18) 0.807  

Total 383  376  ARR: 0.01 (-0.06, 0.08) 0.807  

      0.355b  

      0.515c  
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Table 4.13.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 69 (29.87) 73 (31.60) OR: 0.93 (0.62, 1.38) 0.703a  

No Event 162 (70.13) 158 (68.40) RR: 0.95 (0.72, 1.25) 0.703  

Total 231  231  ARR: 0.02 (-0.07, 0.10) 0.702  

      0.592b  

      0.952c  
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Table 4.13.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 85 (38.46) 88 (40.00) OR: 0.94 (0.64, 1.37) 0.741a  

No Event 136 (61.54) 132 (60.00) RR: 0.96 (0.76, 1.21) 0.741  

Total 221  220  ARR: 0.02 (-0.08, 0.11) 0.741  

      0.863b  
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Table 4.13.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 118 (32.78) 111 (31.18) OR: 1.08 (0.79, 1.48) 0.635a  

No Event 242 (67.22) 245 (68.82) RR: 1.05 (0.85, 1.30) 0.635  

Total 360  356  ARR: -0.02 (-0.08, 0.05) 0.635  

      0.689b  

      0.065c  
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Table 4.13.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 36 (39.13) 50 (52.63) OR: 0.58 (0.32, 1.04) 0.067a  

No Event 56 (60.87) 45 (47.37) RR: 0.75 (0.54, 1.02) 0.069  

Total 92  95  ARR: 0.13 (-0.01, 0.28) 0.063  

      0.634b  
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Table 4.13.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 137 (33.25) 141 (33.49) OR: 0.99 (0.74, 1.32) 0.947a  

No Event 275 (66.75) 280 (66.51) RR: 0.99 (0.82, 1.20) 0.947  

Total 412  421  ARR: 0.00 (-0.06, 0.07) 0.947  

      0.497b  

      0.058c  
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Table 4.13.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 17 (42.50) 20 (66.67) OR: 0.34 (0.12, 0.94) 0.037a  

No Event 23 (57.50) 10 (33.33) RR: 0.62 (0.39, 0.97) 0.035  

Total 40  30  ARR: 0.26 (0.03, 0.49) 0.026  

      0.999b  
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Table 4.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 9 (2.29) 13 (3.30) OR: 0.69 (0.29, 1.63) 0.392a  

No Event 384 (97.71) 381 (96.70) RR: 0.69 (0.30, 1.60) 0.394  

Total 393  394  ARR: 0.01 (-0.01, 0.03) 0.391  

      0.936b  

      0.170c  
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Table 4.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 9 (15.25) 5 (8.77) OR: 1.87 (0.59, 5.96) 0.287a  

No Event 50 (84.75) 52 (91.23) RR: 1.74 (0.62, 4.87) 0.292  

Total 59  57  ARR: -0.06 (-0.18, 0.05) 0.279  

      0.767b  
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Table 4.14.2 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 13 (3.02) 18 (4.09) OR: 0.73 (0.35, 1.51) 0.391a  

No Event 418 (96.98) 422 (95.91) RR: 0.74 (0.37, 1.48) 0.392  

Total 431  440  ARR: 0.01 (-0.01, 0.04) 0.389  

      0.528b  

      0.053c  
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Table 4.14.2 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 5 (23.81) 0 (0.00) OR: 3.62 (0.37, 35.72) 0.123a  

No Event 16 (76.19) 11 (100.00) RR: 2.96 (0.39, 22.72) 0.297  

Total 21  11  ARR: -0.21 (-0.39, -0.02) 0.030  

      NEb  
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Table 4.14.3 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 16 (3.61) 18 (4.04) OR: 0.89 (0.45, 1.78) 0.747a  

No Event 427 (96.39) 428 (95.96) RR: 0.90 (0.46, 1.74) 0.747  

Total 443  446  ARR: 0.00 (-0.02, 0.03) 0.747  

      0.971b  

      0.238c  
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Table 4.14.3 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 2 (22.22) 0 (0.00) OR: 2.24 (0.18, 27.35) 0.295a  

No Event 7 (77.78) 5 (100.00) RR: 1.89 (0.24, 14.73) 0.541  

Total 9  5  ARR: -0.22 (-0.49, 0.05) 0.111  

      NEb  
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Table 4.14.4 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 8 (3.76) 12 (5.11) OR: 0.78 (0.31, 1.96) 0.602a  

No Event 205 (96.24) 223 (94.89) RR: 0.79 (0.34, 1.88) 0.601  

Total 213  235  ARR: 0.01 (-0.03, 0.05) 0.599  

      0.787b  
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Table 4.14.4 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 10 (4.18) 6 (2.78) OR: 1.52 (0.54, 4.27) 0.424a  

No Event 229 (95.82) 210 (97.22) RR: 1.50 (0.55, 4.04) 0.426  

Total 239  216  ARR: -0.01 (-0.05, 0.02) 0.418  

      0.833b  

      0.286c  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 0 (0.00) 1 (0.87) OR: 0.31 (0.01, 7.87) 0.307a  

No Event 100 (100.00) 114 (99.13) RR: 0.32 (0.01, 7.64) 0.481  

Total 100  115  ARR: 0.01 (-0.01, 0.03) 0.292  

      NEb  

      0.606c  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 2 (6.67) 1 (4.76) OR: 1.38 (0.11, 17.09) 0.807a  

No Event 28 (93.33) 20 (95.24) RR: 1.33 (0.14, 13.12) 0.805  

Total 30  21  ARR: -0.02 (-0.14, 0.11) 0.799  

      NEb  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 2 (10.00) OR: 0.22 (<.01, 5.11) 0.204a  

No Event 16 (100.00) 18 (90.00) RR: 0.25 (0.01, 4.78) 0.360  

Total 16  20  ARR: 0.10 (-0.03, 0.23) 0.141  

      NEb  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (4.76) 1 (4.76) OR: 1.25 (0.06, 26.87) 0.892a  

No Event 20 (95.24) 20 (95.24) RR: 1.20 (0.10, 14.69) 0.887  

Total 21  21  ARR: -0.01 (-0.13, 0.11) 0.887  

      NEb  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 15 (5.26) 13 (4.74) OR: 1.13 (0.53, 2.43) 0.751a  

No Event 270 (94.74) 261 (95.26) RR: 1.12 (0.55, 2.31) 0.751  

Total 285  274  ARR: -0.01 (-0.04, 0.03) 0.751  

      0.929b  
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Table 4.14.6 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 5 (2.17) 7 (2.94) OR: 0.73 (0.23, 2.34) 0.592a  

No Event 225 (97.83) 231 (97.06) RR: 0.73 (0.23, 2.29) 0.593  

Total 230  238  ARR: 0.01 (-0.02, 0.04) 0.589  

      0.714b  

      0.541c  
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Table 4.14.6 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 13 (5.86) 11 (5.16) OR: 1.15 (0.50, 2.65) 0.739a  

No Event 209 (94.14) 202 (94.84) RR: 1.14 (0.52, 2.49) 0.738  

Total 222  213  ARR: -0.01 (-0.05, 0.04) 0.738  

      0.982b  
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Table 4.14.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 1 (1.56) 3 (7.50) OR: 0.17 (0.02, 1.89) 0.121a  

No Event 63 (98.44) 37 (92.50) RR: 0.19 (0.02, 1.99) 0.165  

Total 64  40  ARR: 0.06 (-0.03, 0.15) 0.167  

      0.626b  
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Table 4.14.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 11 (5.88) 8 (4.19) OR: 1.42 (0.55, 3.63) 0.468a  

No Event 176 (94.12) 183 (95.81) RR: 1.39 (0.57, 3.34) 0.468  

Total 187  191  ARR: -0.02 (-0.06, 0.03) 0.467  

      0.889b  

      0.232c  
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Table 4.14.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 6 (2.99) 7 (3.18) OR: 0.93 (0.31, 2.83) 0.901a  

No Event 195 (97.01) 213 (96.82) RR: 0.93 (0.32, 2.73) 0.900  

Total 201  220  ARR: 0.00 (-0.03, 0.04) 0.900  

      0.994b  
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Table 4.14.9 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.11) 2 (2.33) OR: 0.94 (0.13, 6.82) 0.949a  

No Event 93 (97.89) 84 (97.67) RR: 0.94 (0.14, 6.50) 0.949  

Total 95  86  ARR: 0.00 (-0.04, 0.04) 0.949  

      NEb  

      0.907c  
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Table 4.14.9 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 16 (4.48) 16 (4.38) OR: 1.02 (0.50, 2.08) 0.952a  

No Event 341 (95.52) 349 (95.62) RR: 1.02 (0.52, 2.01) 0.952  

Total 357  365  ARR: 0.00 (-0.03, 0.03) 0.952  

      0.979b  
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Table 4.14.11 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 17 (4.20) 17 (4.19) OR: 1.00 (0.51, 2.00) 0.989a  

No Event 388 (95.80) 389 (95.81) RR: 1.00 (0.52, 1.94) 0.989  

Total 405  406  ARR: 0.00 (-0.03, 0.03) 0.989  

      0.957b  

      0.975c  
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Table 4.14.11 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.13) 1 (2.22) OR: 0.88 (0.05, 15.37) 0.933a  

No Event 46 (97.87) 44 (97.78) RR: 0.89 (0.06, 13.08) 0.932  

Total 47  45  ARR: 0.00 (-0.06, 0.06) 0.932  

      NEb  
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Table 4.14.14 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 17 (4.24) 16 (4.00) OR: 1.06 (0.53, 2.14) 0.864a  

No Event 384 (95.76) 384 (96.00) RR: 1.06 (0.54, 2.07) 0.864  

Total 401  400  ARR: 0.00 (-0.03, 0.03) 0.864  

      0.869b  
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Table 4.14.14 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 1 (1.96) 2 (3.92) OR: 0.35 (0.04, 3.25) 0.323a  

No Event 50 (98.04) 49 (96.08) RR: 0.37 (0.05, 2.85) 0.338  

Total 51  51  ARR: 0.03 (-0.04, 0.11) 0.375  

      0.107b  

      0.542c  
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Table 4.14.15 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 11 (3.57) 11 (3.58) OR: 0.99 (0.42, 2.31) 0.981a  

No Event 297 (96.43) 296 (96.42) RR: 0.99 (0.44, 2.23) 0.981  

Total 308  307  ARR: 0.00 (-0.03, 0.03) 0.981  

      0.542b  

      0.466c  
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Table 4.14.15 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 4 (5.13) 2 (2.60) OR: 2.29 (0.42, 12.53) 0.313a  

No Event 74 (94.87) 75 (97.40) RR: 2.22 (0.46, 10.79) 0.324  

Total 78  77  ARR: -0.03 (-0.10, 0.03) 0.327  

      0.309b  
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Table 4.14.16 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 13 (3.74) 11 (3.32) OR: 1.11 (0.49, 2.51) 0.808a  

No Event 335 (96.26) 320 (96.68) RR: 1.10 (0.50, 2.42) 0.808  

Total 348  331  ARR: 0.00 (-0.03, 0.02) 0.808  

      0.413b  

      0.583c  
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Table 4.14.16 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (5.71) 1 (2.56) OR: 1.64 (0.14, 19.17) 0.695a  

No Event 33 (94.29) 38 (97.44) RR: 1.60 (0.15, 16.60) 0.694  

Total 35  39  ARR: -0.02 (-0.11, 0.07) 0.688  

      0.362b  
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Table 4.14.21 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 11 (5.12) 11 (4.80) OR: 1.08 (0.46, 2.56) 0.854a  

No Event 204 (94.88) 218 (95.20) RR: 1.08 (0.48, 2.43) 0.854  

Total 215  229  ARR: 0.00 (-0.04, 0.04) 0.854  

      0.974b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.14.24 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 5 (8.33) 3 (4.41) OR: 2.06 (0.47, 9.09) 0.338a  

No Event 55 (91.67) 65 (95.59) RR: 1.97 (0.48, 8.02) 0.343  

Total 60  68  ARR: -0.04 (-0.13, 0.04) 0.340  

      0.666b  
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Table 4.14.24 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 13 (3.39) 15 (3.99) OR: 0.85 (0.40, 1.81) 0.674a  

No Event 370 (96.61) 361 (96.01) RR: 0.86 (0.41, 1.77) 0.674  

Total 383  376  ARR: 0.01 (-0.02, 0.03) 0.674  

      0.545b  

      0.312c  
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Table 4.14.25 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 3 (1.30) 5 (2.16) OR: 0.60 (0.14, 2.56) 0.491a  

No Event 228 (98.70) 226 (97.84) RR: 0.61 (0.15, 2.52) 0.495  

Total 231  231  ARR: 0.01 (-0.02, 0.03) 0.490  

      0.807b  

      0.420c  
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Table 4.14.25 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 15 (6.79) 13 (5.91) OR: 1.16 (0.54, 2.49) 0.713a  

No Event 206 (93.21) 207 (94.09) RR: 1.14 (0.56, 2.35) 0.713  

Total 221  220  ARR: -0.01 (-0.05, 0.04) 0.713  

      0.971b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.14.26 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 8 (2.22) 10 (2.81) OR: 0.80 (0.31, 2.04) 0.636a  

No Event 352 (97.78) 346 (97.19) RR: 0.80 (0.32, 2.00) 0.636  

Total 360  356  ARR: 0.01 (-0.02, 0.03) 0.636  

      0.531b  

      0.449c  
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Table 4.14.26 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 10 (10.87) 8 (8.42) OR: 1.31 (0.50, 3.48) 0.581a  

No Event 82 (89.13) 87 (91.58) RR: 1.28 (0.53, 3.08) 0.581  

Total 92  95  ARR: -0.02 (-0.11, 0.06) 0.582  

      0.484b  
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Table 4.14.27 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 13 (3.16) 15 (3.56) OR: 0.89 (0.42, 1.89) 0.760a  

No Event 399 (96.84) 406 (96.44) RR: 0.89 (0.43, 1.85) 0.760  

Total 412  421  ARR: 0.00 (-0.02, 0.03) 0.760  

      0.620b  

      0.662c  
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Table 4.14.27 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 5 (12.50) 3 (10.00) OR: 1.23 (0.28, 5.41) 0.776a  

No Event 35 (87.50) 27 (90.00) RR: 1.21 (0.33, 4.35) 0.774  

Total 40  30  ARR: -0.02 (-0.18, 0.13) 0.778  

      0.210b  
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Table 4.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 65 Event 6 (1.53) 10 (2.54) OR: 0.60 (0.21, 1.65) 0.315a  

No Event 387 (98.47) 384 (97.46) RR: 0.60 (0.22, 1.64) 0.320  

Total 393  394  ARR: 0.01 (-0.01, 0.03) 0.314  

      0.415b  

      0.058c  
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Table 4.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 10 (16.95) 4 (7.02) OR: 2.74 (0.81, 9.34) 0.099a  

No Event 49 (83.05) 53 (92.98) RR: 2.44 (0.81, 7.32) 0.112  

Total 59  57  ARR: -0.10 (-0.22, 0.02) 0.090  

      0.878b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.15.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 75 Event 10 (2.32) 14 (3.18) OR: 0.72 (0.32, 1.64) 0.437a  

No Event 421 (97.68) 426 (96.82) RR: 0.73 (0.33, 1.62) 0.439  

Total 431  440  ARR: 0.01 (-0.01, 0.03) 0.436  

      0.237b  

      0.034c  
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Table 4.15.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 6 (28.57) 0 (0.00) OR: 4.94 (0.52, 46.49) 0.067a  

No Event 15 (71.43) 11 (100.00) RR: 3.75 (0.51, 27.29) 0.192  

Total 21  11  ARR: -0.28 (-0.48, -0.07) 0.008  

      NEb  
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Table 4.15.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age < 80 Event 13 (2.93) 14 (3.14) OR: 0.93 (0.43, 2.01) 0.859a  

No Event 430 (97.07) 432 (96.86) RR: 0.93 (0.44, 1.97) 0.859  

Total 443  446  ARR: 0.00 (-0.02, 0.02) 0.859  

      0.553b  

      0.144c  
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Table 4.15.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 0 (0.00) OR: 3.41 (0.29, 40.49) 0.175a  

No Event 6 (66.67) 5 (100.00) RR: 2.50 (0.34, 18.07) 0.365  

Total 9  5  ARR: -0.32 (-0.63, -0.02) 0.039  

      NEb  
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Table 4.15.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Male Event 6 (2.82) 9 (3.83) OR: 0.78 (0.27, 2.19) 0.625a  

No Event 207 (97.18) 226 (96.17) RR: 0.78 (0.29, 2.11) 0.625  

Total 213  235  ARR: 0.01 (-0.03, 0.04) 0.626  

      0.218b  
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Table 4.15.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Female Event 10 (4.18) 5 (2.31) OR: 1.84 (0.62, 5.51) 0.268a  

No Event 229 (95.82) 211 (97.69) RR: 1.80 (0.63, 5.20) 0.275  

Total 239  216  ARR: -0.02 (-0.05, 0.01) 0.259  

      0.466b  

      0.225c  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 1 (1.00) 0 (0.00) OR: 2.94 (0.12, 73.96) 0.328a  

No Event 99 (99.00) 115 (100.00) RR: 2.88 (0.12, 68.79) 0.514  

Total 100  115  ARR: -0.01 (-0.03, 0.01) 0.337  

      NEb  

      0.355c  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Asian Event 1 (3.33) 1 (4.76) OR: 0.65 (0.04, 11.45) 0.769a  

No Event 29 (96.67) 20 (95.24) RR: 0.67 (0.05, 9.66) 0.766  

Total 30  21  ARR: 0.02 (-0.10, 0.13) 0.773  

      NEb  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 5 

Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 2 (10.00) OR: 0.22 (<.01, 5.11) 0.204a  

No Event 16 (100.00) 18 (90.00) RR: 0.25 (0.01, 4.78) 0.360  

Total 16  20  ARR: 0.10 (-0.03, 0.23) 0.141  

      NEb  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 0 (0.00) 1 (4.76) OR: 0.33 (0.01, 10.11) 0.361a  

No Event 21 (100.00) 20 (95.24) RR: 0.39 (0.02, 7.88) 0.538  

Total 21  21  ARR: 0.04 (-0.04, 0.13) 0.329  

      NEb  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

White Event 14 (4.91) 10 (3.65) OR: 1.38 (0.60, 3.17) 0.446a  

No Event 271 (95.09) 264 (96.35) RR: 1.36 (0.61, 3.02) 0.447  

Total 285  274  ARR: -0.01 (-0.05, 0.02) 0.443  

      0.645b  
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Table 4.15.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Hispanic Event 4 (1.74) 5 (2.10) OR: 0.83 (0.22, 3.15) 0.786a  

No Event 226 (98.26) 233 (97.90) RR: 0.83 (0.23, 3.08) 0.786  

Total 230  238  ARR: 0.00 (-0.02, 0.03) 0.785  

      0.914b  

      0.578c  
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Table 4.15.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 12 (5.41) 9 (4.23) OR: 1.28 (0.53, 3.09) 0.579a  

No Event 210 (94.59) 204 (95.77) RR: 1.27 (0.55, 2.91) 0.579  

Total 222  213  ARR: -0.01 (-0.05, 0.03) 0.580  

      0.426b  
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Table 4.15.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

US Event 2 (3.13) 3 (7.50) OR: 0.42 (0.07, 2.38) 0.281a  

No Event 62 (96.88) 37 (92.50) RR: 0.43 (0.09, 2.08) 0.295  

Total 64  40  ARR: 0.05 (-0.05, 0.15) 0.346  

      0.068b  
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Table 4.15.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Europe Event 10 (5.35) 5 (2.62) OR: 2.11 (0.70, 6.37) 0.178a  

No Event 177 (94.65) 186 (97.38) RR: 2.05 (0.71, 5.97) 0.187  

Total 187  191  ARR: -0.03 (-0.07, 0.01) 0.175  

      0.750b  

      0.215c  
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Table 4.15.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Other Event 4 (1.99) 6 (2.73) OR: 0.73 (0.20, 2.65) 0.635a  

No Event 197 (98.01) 214 (97.27) RR: 0.74 (0.21, 2.60) 0.635  

Total 201  220  ARR: 0.01 (-0.02, 0.04) 0.630  

      0.760b  
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Table 4.15.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.05) 2 (2.33) OR: 0.46 (0.04, 5.21) 0.525a  

No Event 94 (98.95) 84 (97.67) RR: 0.47 (0.04, 5.07) 0.534  

Total 95  86  ARR: 0.01 (-0.03, 0.05) 0.529  

      NEb  

      0.398c  
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Table 4.15.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 15 (4.20) 12 (3.29) OR: 1.29 (0.59, 2.79) 0.522a  

No Event 342 (95.80) 353 (96.71) RR: 1.27 (0.61, 2.68) 0.522  

Total 357  365  ARR: -0.01 (-0.04, 0.02) 0.522  

      0.351b  
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Table 4.15.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

High risk Event 15 (3.70) 14 (3.45) OR: 1.08 (0.51, 2.26) 0.845a  

No Event 390 (96.30) 392 (96.55) RR: 1.07 (0.53, 2.19) 0.845  

Total 405  406  ARR: 0.00 (-0.03, 0.02) 0.845  

      0.510b  

      0.350c  
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Table 4.15.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.13) 0 (0.00) OR: 2.83 (0.11, 74.46) 0.346a  

No Event 46 (97.87) 45 (100.00) RR: 2.68 (0.12, 61.58) 0.537  

Total 47  45  ARR: -0.02 (-0.06, 0.02) 0.322  

      NEb  
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Table 4.15.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 15 (3.74) 14 (3.50) OR: 1.07 (0.51, 2.25) 0.856a  

No Event 386 (96.26) 386 (96.50) RR: 1.07 (0.52, 2.19) 0.855  

Total 401  400  ARR: 0.00 (-0.03, 0.02) 0.855  

      0.538b  
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Table 4.15.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 1 (1.96) 0 (0.00) OR: 2.83 (0.11, 74.46) 0.346a  

No Event 50 (98.04) 51 (100.00) RR: 2.68 (0.12, 61.58) 0.537  

Total 51  51  ARR: -0.02 (-0.06, 0.02) 0.324  

      NEb  

      0.339c  
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Table 4.15.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 11 (3.57) 7 (2.28) OR: 1.59 (0.61, 4.17) 0.343a  

No Event 297 (96.43) 300 (97.72) RR: 1.57 (0.61, 4.00) 0.346  

Total 308  307  ARR: -0.01 (-0.04, 0.01) 0.341  

      0.665b  

      0.957c  
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Table 4.15.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (3.85) 2 (2.60) OR: 1.65 (0.27, 9.97) 0.573a  

No Event 75 (96.15) 75 (97.40) RR: 1.62 (0.30, 8.83) 0.575  

Total 78  77  ARR: -0.02 (-0.07, 0.04) 0.581  

      0.462b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.15.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 12 (3.45) 8 (2.42) OR: 1.42 (0.57, 3.53) 0.449a  

No Event 336 (96.55) 323 (97.58) RR: 1.40 (0.58, 3.39) 0.451  

Total 348  331  ARR: -0.01 (-0.04, 0.02) 0.446  

      0.631b  

      0.723c  
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Table 4.15.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 2 (5.71) 1 (2.56) OR: 1.64 (0.14, 19.17) 0.695a  

No Event 33 (94.29) 38 (97.44) RR: 1.60 (0.15, 16.60) 0.694  

Total 35  39  ARR: -0.02 (-0.11, 0.07) 0.688  

      0.362b  
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Table 4.15.21 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 10 (4.65) 10 (4.37) OR: 1.08 (0.44, 2.65) 0.861a  

No Event 205 (95.35) 219 (95.63) RR: 1.08 (0.46, 2.53) 0.861  

Total 215  229  ARR: 0.00 (-0.04, 0.04) 0.861  

      0.496b  

      NEc  
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Table 4.15.23 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

None Event 6 (2.70) 4 (1.90) OR: 1.47 (0.41, 5.24) 0.553a  

No Event 216 (97.30) 207 (98.10) RR: 1.45 (0.42, 5.00) 0.555  

Total 222  211  ARR: -0.01 (-0.04, 0.02) 0.553  

      0.359b  

      NEc  
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Table 4.15.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 5 (8.33) 2 (2.94) OR: 3.41 (0.60, 19.31) 0.154a  

No Event 55 (91.67) 66 (97.06) RR: 3.18 (0.60, 17.01) 0.176  

Total 60  68  ARR: -0.06 (-0.14, 0.02) 0.156  

      0.418b  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.15.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 11 (2.87) 12 (3.19) OR: 0.91 (0.39, 2.08) 0.817a  

No Event 372 (97.13) 364 (96.81) RR: 0.91 (0.41, 2.03) 0.816  

Total 383  376  ARR: 0.00 (-0.02, 0.03) 0.816  

      0.766b  

      0.195c  
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Table 4.15.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 2 (0.87) 2 (0.87) OR: 1.03 (0.15, 7.29) 0.977a  

No Event 229 (99.13) 229 (99.13) RR: 1.03 (0.15, 7.07) 0.977  

Total 231  231  ARR: 0.00 (-0.02, 0.02) 0.978  

      0.231b  

      0.883c  
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Table 4.15.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 14 (6.33) 12 (5.45) OR: 1.17 (0.53, 2.60) 0.695a  

No Event 207 (93.67) 208 (94.55) RR: 1.16 (0.55, 2.46) 0.695  

Total 221  220  ARR: -0.01 (-0.05, 0.04) 0.694  

      0.653b  
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Table 4.15.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 5 (1.39) 6 (1.69) OR: 0.83 (0.25, 2.72) 0.753a  

No Event 355 (98.61) 350 (98.31) RR: 0.83 (0.26, 2.67) 0.753  

Total 360  356  ARR: 0.00 (-0.02, 0.02) 0.753  

      0.335b  

      0.452c  
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Table 4.15.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 11 (11.96) 8 (8.42) OR: 1.48 (0.56, 3.87) 0.427a  

No Event 81 (88.04) 87 (91.58) RR: 1.42 (0.60, 3.38) 0.427  

Total 92  95  ARR: -0.04 (-0.12, 0.05) 0.424  

      0.914b  
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Table 4.15.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 10 (2.43) 11 (2.61) OR: 0.93 (0.39, 2.21) 0.868a  

No Event 402 (97.57) 410 (97.39) RR: 0.93 (0.40, 2.16) 0.868  

Total 412  421  ARR: 0.00 (-0.02, 0.02) 0.868  

      0.463b  

      0.536c  
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Table 4.15.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 6 (15.00) 3 (10.00) OR: 1.62 (0.36, 7.23) 0.529a  

No Event 34 (85.00) 27 (90.00) RR: 1.53 (0.41, 5.72) 0.529  

Total 40  30  ARR: -0.05 (-0.21, 0.10) 0.511  

      0.977b  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (2.04) 10 (2.54) OR: 0.80 (0.31, 2.04) 0.638a  

No Event 385 (97.96) 384 (97.46) RR: 0.80 (0.32, 2.01) 0.638  

Total 393  394  ARR: 0.01 (-0.02, 0.03) 0.637  

      0.918b  

      0.371c  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 Infections and 

infestations 

COVID-19 Event 7 (1.78) 12 (3.05) OR: 0.58 (0.22, 1.48) 0.249a  

No Event 386 (98.22) 382 (96.95) RR: 0.59 (0.23, 1.47) 0.254  

Total 393  394  ARR: 0.01 (-0.01, 0.03) 0.248  

      0.761b  

      0.190c  

COVID-19 

pneumonia 

Event 16 (4.07) 37 (9.39) OR: 0.41 (0.22, 0.75) 0.003a  

No Event 377 (95.93) 357 (90.61) RR: 0.43 (0.25, 0.77) 0.004  

Total 393  394  ARR: 0.05 (0.02, 0.09) 0.003  

      0.138b  

      0.268c  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 Vascular disorders Hypertension Event 4 (1.02) 6 (1.52) OR: 0.66 (0.19, 2.37) 0.527a  

No Event 389 (98.98) 388 (98.48) RR: 0.67 (0.19, 2.35) 0.530  

Total 393  394  ARR: 0.01 (-0.01, 0.02) 0.527  

      0.255b  

      0.404c  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 1 (1.75) OR: 0.33 (0.01, 8.59) 0.327a  

No Event 59 (100.00) 56 (98.25) RR: 0.35 (0.01, 8.12) 0.510  

Total 59  57  ARR: 0.02 (-0.02, 0.05) 0.322  

      NEb  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 Infections and 

infestations 

COVID-19 Event 0 (0.00) 3 (5.26) OR: 0.23 (0.03, 2.19) 0.075a  

No Event 59 (100.00) 54 (94.74) RR: 0.25 (0.03, 2.18) 0.209  

Total 59  57  ARR: 0.05 (-0.01, 0.11) 0.074  

      NEb  

COVID-19 

pneumonia 

Event 10 (16.95) 12 (21.05) OR: 0.78 (0.31, 1.96) 0.593a  

No Event 49 (83.05) 45 (78.95) RR: 0.81 (0.38, 1.73) 0.592  

Total 59  57  ARR: 0.04 (-0.10, 0.18) 0.593  

      0.269b  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 Vascular disorders Hypertension Event 1 (1.69) 4 (7.02) OR: 0.22 (0.02, 2.04) 0.150a  

No Event 58 (98.31) 53 (92.98) RR: 0.23 (0.03, 2.03) 0.187  

Total 59  57  ARR: 0.05 (-0.02, 0.13) 0.148  

      0.603b  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (1.86) 10 (2.27) OR: 0.81 (0.32, 2.08) 0.666a  

No Event 423 (98.14) 430 (97.73) RR: 0.82 (0.33, 2.05) 0.666  

Total 431  440  ARR: 0.00 (-0.01, 0.02) 0.666  

      0.908b  

      0.221c  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 Infections and 

infestations 

COVID-19 Event 7 (1.62) 14 (3.18) OR: 0.50 (0.20, 1.26) 0.134a  

No Event 424 (98.38) 426 (96.82) RR: 0.51 (0.21, 1.25) 0.141  

Total 431  440  ARR: 0.02 (0.00, 0.04) 0.132  

      0.766b  

      0.325c  

COVID-19 

pneumonia 

Event 20 (4.64) 46 (10.45) OR: 0.42 (0.24, 0.72) 0.001a  

No Event 411 (95.36) 394 (89.55) RR: 0.44 (0.27, 0.74) 0.002  

Total 431  440  ARR: 0.06 (0.02, 0.09) 0.001  

      0.051b  

      0.278c  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 Vascular disorders Hypertension Event 4 (0.93) 10 (2.27) OR: 0.40 (0.13, 1.29) 0.115a  

No Event 427 (99.07) 430 (97.73) RR: 0.41 (0.13, 1.29) 0.128  

Total 431  440  ARR: 0.01 (0.00, 0.03) 0.113  

      0.259b  

      0.275c  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 1 (9.09) OR: 0.25 (<.01, 7.34) 0.285a  

No Event 21 (100.00) 10 (90.91) RR: 0.30 (0.01, 6.29) 0.435  

Total 21  11  ARR: 0.08 (-0.08, 0.24) 0.344  

      NEb  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 Infections and 

infestations 

COVID-19 Event 0 (0.00) 1 (9.09) OR: 0.09 (<.01, 2.61) 0.071a  

No Event 21 (100.00) 10 (90.91) RR: 0.12 (<.01, 2.47) 0.169  

Total 21  11  ARR: 0.11 (-0.07, 0.30) 0.239  

      NEb  

COVID-19 

pneumonia 

Event 6 (28.57) 3 (27.27) OR: 1.22 (0.23, 6.51) 0.821a  

No Event 15 (71.43) 8 (72.73) RR: 1.15 (0.35, 3.73) 0.816  

Total 21  11  ARR: -0.04 (-0.38, 0.30) 0.814  

      0.768b  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 Vascular disorders Hypertension Event 1 (4.76) 0 (0.00) OR: 1.08 (0.04, 31.63) 0.579a  

No Event 20 (95.24) 11 (100.00) RR: 1.07 (0.05, 22.25) 0.964  

Total 21  11  ARR: -0.03 (-0.12, 0.05) 0.415  

      NEb  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (1.81) 11 (2.47) OR: 0.73 (0.29, 1.83) 0.497a  

No Event 435 (98.19) 435 (97.53) RR: 0.73 (0.30, 1.80) 0.498  

Total 443  446  ARR: 0.01 (-0.01, 0.03) 0.496  

      0.747b  

      NEc  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 Infections and 

infestations 

COVID-19 Event 7 (1.58) 15 (3.36) OR: 0.46 (0.19, 1.15) 0.088a  

No Event 436 (98.42) 431 (96.64) RR: 0.47 (0.19, 1.14) 0.096  

Total 443  446  ARR: 0.02 (0.00, 0.04) 0.087  

      0.628b  

      NEc  

COVID-19 

pneumonia 

Event 24 (5.42) 48 (10.76) OR: 0.48 (0.29, 0.79) 0.004a  

No Event 419 (94.58) 398 (89.24) RR: 0.50 (0.31, 0.81) 0.004  

Total 443  446  ARR: 0.05 (0.02, 0.09) 0.003  

      0.149b  

      0.525c  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 Vascular disorders Hypertension Event 5 (1.13) 10 (2.24) OR: 0.50 (0.17, 1.46) 0.195a  

No Event 438 (98.87) 436 (97.76) RR: 0.50 (0.17, 1.45) 0.204  

Total 443  446  ARR: 0.01 (-0.01, 0.03) 0.194  

      0.390b  

      NEc  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 Infections and 

infestations 

COVID-19 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  

COVID-19 

pneumonia 

Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 3 (1.41) 7 (2.98) OR: 0.44 (0.12, 1.66) 0.204a  

No Event 210 (98.59) 228 (97.02) RR: 0.44 (0.12, 1.62) 0.218  

Total 213  235  ARR: 0.02 (-0.01, 0.05) 0.209  

      0.295b  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male Infections and 

infestations 

COVID-19 Event 2 (0.94) 9 (3.83) OR: 0.22 (0.04, 1.11) 0.052a  

No Event 211 (99.06) 226 (96.17) RR: 0.23 (0.04, 1.17) 0.076  

Total 213  235  ARR: 0.03 (0.00, 0.06) 0.040  

      0.277b  

COVID-19 

pneumonia 

Event 14 (6.57) 27 (11.49) OR: 0.56 (0.29, 1.09) 0.082a  

No Event 199 (93.43) 208 (88.51) RR: 0.59 (0.32, 1.08) 0.088  

Total 213  235  ARR: 0.05 (-0.01, 0.10) 0.080  

      0.065b  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male Vascular disorders Hypertension Event 3 (1.41) 5 (2.13) OR: 0.63 (0.15, 2.60) 0.515a  

No Event 210 (98.59) 230 (97.87) RR: 0.64 (0.16, 2.49) 0.519  

Total 213  235  ARR: 0.01 (-0.02, 0.03) 0.521  

      0.258b  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 5 (2.09) 4 (1.85) OR: 1.26 (0.33, 4.84) 0.728a  

No Event 234 (97.91) 212 (98.15) RR: 1.25 (0.36, 4.30) 0.727  

Total 239  216  ARR: 0.00 (-0.03, 0.02) 0.731  

      0.356b  

      0.356c  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female Infections and 

infestations 

COVID-19 Event 5 (2.09) 6 (2.78) OR: 0.70 (0.21, 2.37) 0.572a  

No Event 234 (97.91) 210 (97.22) RR: 0.71 (0.21, 2.36) 0.573  

Total 239  216  ARR: 0.01 (-0.02, 0.04) 0.571  

      0.578b  

      0.241c  

COVID-19 

pneumonia 

Event 12 (5.02) 22 (10.19) OR: 0.48 (0.23, 0.99) 0.044a  

No Event 227 (94.98) 194 (89.81) RR: 0.51 (0.26, 0.99) 0.048  

Total 239  216  ARR: 0.05 (0.00, 0.10) 0.045  

      0.948b  

      0.766c  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female Vascular disorders Hypertension Event 2 (0.84) 5 (2.31) OR: 0.41 (0.08, 2.09) 0.258a  

No Event 237 (99.16) 211 (97.69) RR: 0.42 (0.09, 1.99) 0.271  

Total 239  216  ARR: 0.01 (-0.01, 0.04) 0.267  

      0.521b  

      0.582c  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 2 (1.74) OR: 0.37 (0.04, 3.71) 0.189a  

No Event 100 (100.00) 113 (98.26) RR: 0.39 (0.04, 3.56) 0.402  

Total 100  115  ARR: 0.02 (-0.01, 0.04) 0.156  

      NEb  

      0.323c  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and 

infestations 

COVID-19 Event 0 (0.00) 3 (2.61) OR: 0.28 (0.03, 2.61) 0.112a  

No Event 100 (100.00) 112 (97.39) RR: 0.29 (0.03, 2.59) 0.268  

Total 100  115  ARR: 0.03 (0.00, 0.05) 0.083  

      NEb  

      0.522c  

COVID-19 

pneumonia 

Event 2 (2.00) 11 (9.57) OR: 0.19 (0.04, 0.91) 0.025a  

No Event 98 (98.00) 104 (90.43) RR: 0.20 (0.04, 0.98) 0.047  

Total 100  115  ARR: 0.07 (0.01, 0.13) 0.016  

      0.215b  

      0.159c  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

Vascular disorders Hypertension Event 1 (1.00) 2 (1.74) OR: 0.68 (0.06, 7.75) 0.760a  

No Event 99 (99.00) 113 (98.26) RR: 0.69 (0.06, 7.59) 0.761  

Total 100  115  ARR: 0.00 (-0.03, 0.04) 0.754  

      0.389b  

      0.318c  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (3.33) 0 (0.00) OR: 2.14 (0.08, 57.06) 0.414a  

No Event 29 (96.67) 21 (100.00) RR: 2.05 (0.09, 46.57) 0.652  

Total 30  21  ARR: -0.03 (-0.10, 0.03) 0.316  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian Infections and 

infestations 

COVID-19 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 30 (100.00) 21 (100.00) RR: NE (NE, NE) NE  

Total 30  21  ARR: NE (NE, NE) NE  

      NEb  

COVID-19 

pneumonia 

Event 6 (20.00) 3 (14.29) OR: 1.27 (0.29, 5.52) 0.745a  

No Event 24 (80.00) 18 (85.71) RR: 1.24 (0.32, 4.80) 0.757  

Total 30  21  ARR: -0.04 (-0.25, 0.18) 0.748  

      0.042b  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 30 (100.00) 21 (100.00) RR: NE (NE, NE) NE  

Total 30  21  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.00) 20 (100.00) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American Infections and 

infestations 

COVID-19 Event 0 (0.00) 1 (5.00) OR: 0.40 (0.01, 10.80) 0.380a  

No Event 16 (100.00) 19 (95.00) RR: 0.42 (0.02, 9.43) 0.588  

Total 16  20  ARR: 0.05 (-0.05, 0.14) 0.311  

      NEb  

COVID-19 

pneumonia 

Event 1 (6.25) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 15 (93.75) 20 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 16  20  ARR: -0.06 (-0.18, 0.06) 0.307  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.00) 20 (100.00) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 21 (100.00) 21 (100.00) RR: NE (NE, NE) NE  

Total 21  21  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and 

infestations 

COVID-19 Event 2 (9.52) 2 (9.52) OR: 0.88 (0.10, 7.72) 0.915a  

No Event 19 (90.48) 19 (90.48) RR: 0.89 (0.12, 6.86) 0.914  

Total 21  21  ARR: 0.01 (-0.16, 0.18) 0.911  

      0.353b  

COVID-19 

pneumonia 

Event 2 (9.52) 5 (23.81) OR: 0.34 (0.06, 1.99) 0.222a  

No Event 19 (90.48) 16 (76.19) RR: 0.43 (0.10, 1.75) 0.237  

Total 21  21  ARR: 0.14 (-0.08, 0.36) 0.218  

      0.413b  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Vascular disorders Hypertension Event 1 (4.76) 0 (0.00) OR: 2.14 (0.06, 77.54) 0.480a  

No Event 20 (95.24) 21 (100.00) RR: 1.80 (0.10, 31.52) 0.687  

Total 21  21  ARR: -0.03 (-0.11, 0.04) 0.410  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (2.46) 9 (3.28) OR: 0.70 (0.25, 1.93) 0.485a  

No Event 278 (97.54) 265 (96.72) RR: 0.72 (0.28, 1.83) 0.485  

Total 285  274  ARR: 0.01 (-0.02, 0.04) 0.488  

      0.663b  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White Infections and 

infestations 

COVID-19 Event 5 (1.75) 9 (3.28) OR: 0.53 (0.17, 1.62) 0.257a  

No Event 280 (98.25) 265 (96.72) RR: 0.54 (0.19, 1.58) 0.262  

Total 285  274  ARR: 0.01 (-0.01, 0.04) 0.256  

      0.841b  

COVID-19 

pneumonia 

Event 15 (5.26) 30 (10.95) OR: 0.46 (0.24, 0.88) 0.016a  

No Event 270 (94.74) 244 (89.05) RR: 0.49 (0.27, 0.89) 0.019  

Total 285  274  ARR: 0.06 (0.01, 0.10) 0.016  

      0.276b  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White Vascular disorders Hypertension Event 3 (1.05) 8 (2.92) OR: 0.36 (0.10, 1.35) 0.111a  

No Event 282 (98.95) 266 (97.08) RR: 0.37 (0.10, 1.33) 0.127  

Total 285  274  ARR: 0.02 (0.00, 0.04) 0.117  

      0.329b  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 2 (0.84) OR: 0.30 (0.03, 2.94) 0.141a  

No Event 230 (100.00) 236 (99.16) RR: 0.31 (0.03, 2.88) 0.303  

Total 230  238  ARR: 0.01 (0.00, 0.02) 0.144  

      NEb  

      0.219c  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic Infections and 

infestations 

COVID-19 Event 2 (0.87) 9 (3.78) OR: 0.23 (0.05, 1.11) 0.047a  

No Event 228 (99.13) 229 (96.22) RR: 0.24 (0.05, 1.12) 0.069  

Total 230  238  ARR: 0.03 (0.00, 0.05) 0.042  

      0.100b  

      0.192c  

COVID-19 

pneumonia 

Event 10 (4.35) 25 (10.50) OR: 0.38 (0.18, 0.82) 0.011a  

No Event 220 (95.65) 213 (89.50) RR: 0.41 (0.20, 0.84) 0.014  

Total 230  238  ARR: 0.06 (0.02, 0.11) 0.010  

      0.411b  

      0.372c  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic Vascular disorders Hypertension Event 2 (0.87) 6 (2.52) OR: 0.35 (0.07, 1.77) 0.185a  

No Event 228 (99.13) 232 (97.48) RR: 0.36 (0.07, 1.75) 0.203  

Total 230  238  ARR: 0.02 (-0.01, 0.04) 0.176  

      0.631b  

      0.504c  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (3.60) 9 (4.23) OR: 0.90 (0.33, 2.43) 0.837a  

No Event 214 (96.40) 204 (95.77) RR: 0.91 (0.36, 2.26) 0.836  

Total 222  213  ARR: 0.00 (-0.03, 0.04) 0.836  

      0.704b  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic Infections and 

infestations 

COVID-19 Event 5 (2.25) 6 (2.82) OR: 0.87 (0.26, 2.94) 0.822a  

No Event 217 (97.75) 207 (97.18) RR: 0.87 (0.27, 2.79) 0.820  

Total 222  213  ARR: 0.00 (-0.03, 0.03) 0.820  

      0.999b  

COVID-19 

pneumonia 

Event 16 (7.21) 24 (11.27) OR: 0.63 (0.33, 1.22) 0.159a  

No Event 206 (92.79) 189 (88.73) RR: 0.66 (0.36, 1.19) 0.163  

Total 222  213  ARR: 0.04 (-0.02, 0.09) 0.166  

      0.056b  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic Vascular disorders Hypertension Event 3 (1.35) 4 (1.88) OR: 0.75 (0.17, 3.35) 0.706a  

No Event 219 (98.65) 209 (98.12) RR: 0.76 (0.18, 3.24) 0.706  

Total 222  213  ARR: 0.00 (-0.02, 0.03) 0.709  

      0.377b  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 64 (100.00) 40 (100.00) RR: NE (NE, NE) NE  

Total 64  40  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US Infections and 

infestations 

COVID-19 Event 1 (1.56) 2 (5.00) OR: 0.43 (0.04, 4.51) 0.452a  

No Event 63 (98.44) 38 (95.00) RR: 0.45 (0.05, 3.76) 0.460  

Total 64  40  ARR: 0.03 (-0.05, 0.10) 0.494  

      0.259b  

COVID-19 

pneumonia 

Event 3 (4.69) 4 (10.00) OR: 0.57 (0.12, 2.66) 0.458a  

No Event 61 (95.31) 36 (90.00) RR: 0.60 (0.15, 2.34) 0.458  

Total 64  40  ARR: 0.04 (-0.07, 0.15) 0.484  

      0.351b  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 64 (100.00) 40 (100.00) RR: NE (NE, NE) NE  

Total 64  40  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (4.28) 10 (5.24) OR: 0.88 (0.33, 2.35) 0.796a  

No Event 179 (95.72) 181 (94.76) RR: 0.89 (0.37, 2.14) 0.795  

Total 187  191  ARR: 0.01 (-0.04, 0.05) 0.795  

      0.606b  

      0.399c  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe Infections and 

infestations 

COVID-19 Event 4 (2.14) 6 (3.14) OR: 0.65 (0.18, 2.43) 0.528a  

No Event 183 (97.86) 185 (96.86) RR: 0.67 (0.19, 2.32) 0.527  

Total 187  191  ARR: 0.01 (-0.02, 0.04) 0.522  

      0.949b  

      0.697c  

COVID-19 

pneumonia 

Event 10 (5.35) 19 (9.95) OR: 0.53 (0.24, 1.16) 0.103a  

No Event 177 (94.65) 172 (90.05) RR: 0.55 (0.27, 1.14) 0.109  

Total 187  191  ARR: 0.04 (-0.01, 0.10) 0.102  

      0.175b  

      0.984c  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe Vascular disorders Hypertension Event 3 (1.60) 5 (2.62) OR: 0.63 (0.15, 2.66) 0.526a  

No Event 184 (98.40) 186 (97.38) RR: 0.64 (0.16, 2.61) 0.529  

Total 187  191  ARR: 0.01 (-0.02, 0.04) 0.526  

      0.339b  

      0.762c  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 1 (0.45) OR: 0.31 (0.01, 7.62) 0.300a  

No Event 201 (100.00) 219 (99.55) RR: 0.31 (0.01, 7.50) 0.471  

Total 201  220  ARR: 0.00 (0.00, 0.01) 0.296  

      NEb  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Infections and 

infestations 

COVID-19 Event 2 (1.00) 7 (3.18) OR: 0.34 (0.07, 1.64) 0.155a  

No Event 199 (99.00) 213 (96.82) RR: 0.34 (0.07, 1.63) 0.178  

Total 201  220  ARR: 0.02 (-0.01, 0.05) 0.143  

      0.137b  

COVID-19 

pneumonia 

Event 13 (6.47) 26 (11.82) OR: 0.52 (0.26, 1.04) 0.061a  

No Event 188 (93.53) 194 (88.18) RR: 0.54 (0.28, 1.04) 0.067  

Total 201  220  ARR: 0.05 (0.00, 0.11) 0.056  

      0.230b  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Vascular disorders Hypertension Event 2 (1.00) 5 (2.27) OR: 0.46 (0.09, 2.41) 0.346a  

No Event 199 (99.00) 215 (97.73) RR: 0.47 (0.09, 2.33) 0.355  

Total 201  220  ARR: 0.01 (-0.01, 0.04) 0.334  

      0.629b  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 5 (1.87) 6 (2.26) OR: 0.82 (0.24, 2.78) 0.749a  

No Event 263 (98.13) 259 (97.74) RR: 0.83 (0.26, 2.63) 0.749  

Total 268  265  ARR: 0.00 (-0.02, 0.03) 0.749  

      0.360b  

      0.744c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 6 

Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

Infections and 

infestations 

COVID-19 Event 3 (1.12) 8 (3.02) OR: 0.37 (0.10, 1.39) 0.124a  

No Event 265 (98.88) 257 (96.98) RR: 0.37 (0.10, 1.39) 0.140  

Total 268  265  ARR: 0.02 (-0.01, 0.04) 0.124  

      0.083b  

      0.631c  

COVID-19 

pneumonia 

Event 11 (4.10) 31 (11.70) OR: 0.32 (0.16, 0.66) 0.001a  

No Event 257 (95.90) 234 (88.30) RR: 0.35 (0.18, 0.68) 0.002  

Total 268  265  ARR: 0.08 (0.03, 0.12) 0.001  

      0.970b  

      0.065c  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

Vascular disorders Hypertension Event 3 (1.12) 8 (3.02) OR: 0.36 (0.09, 1.39) 0.124a  

No Event 265 (98.88) 257 (96.98) RR: 0.37 (0.10, 1.38) 0.139  

Total 268  265  ARR: 0.02 (-0.01, 0.04) 0.123  

      0.789b  

      0.392c  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 3 (1.63) 5 (2.69) OR: 0.60 (0.14, 2.53) 0.481a  

No Event 181 (98.37) 181 (97.31) RR: 0.61 (0.15, 2.48) 0.485  

Total 184  186  ARR: 0.01 (-0.02, 0.04) 0.481  

      0.370b  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

Infections and 

infestations 

COVID-19 Event 4 (2.17) 7 (3.76) OR: 0.56 (0.16, 1.95) 0.358a  

No Event 180 (97.83) 179 (96.24) RR: 0.57 (0.17, 1.92) 0.363  

Total 184  186  ARR: 0.02 (-0.02, 0.05) 0.354  

      0.728b  

COVID-19 

pneumonia 

Event 15 (8.15) 18 (9.68) OR: 0.84 (0.41, 1.72) 0.625a  

No Event 169 (91.85) 168 (90.32) RR: 0.85 (0.44, 1.63) 0.625  

Total 184  186  ARR: 0.01 (-0.04, 0.07) 0.625  

      0.316b  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

Vascular disorders Hypertension Event 2 (1.09) 2 (1.08) OR: 1.02 (0.14, 7.36) 0.981a  

No Event 182 (98.91) 184 (98.92) RR: 1.02 (0.15, 7.19) 0.981  

Total 184  186  ARR: 0.00 (-0.02, 0.02) 0.981  

      NEb  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (1.05) 1 (1.16) OR: 0.82 (0.06, 11.80) 0.879a  

No Event 94 (98.95) 85 (98.84) RR: 0.82 (0.06, 10.69) 0.879  

Total 95  86  ARR: 0.00 (-0.03, 0.03) 0.885  

      0.121b  

      0.872c  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

Infections and 

infestations 

COVID-19 Event 1 (1.05) 2 (2.33) OR: 0.46 (0.04, 5.21) 0.525a  

No Event 94 (98.95) 84 (97.67) RR: 0.47 (0.04, 5.07) 0.534  

Total 95  86  ARR: 0.01 (-0.03, 0.05) 0.529  

      NEb  

      0.979c  

COVID-19 

pneumonia 

Event 2 (2.11) 7 (8.14) OR: 0.25 (0.05, 1.21) 0.064a  

No Event 93 (97.89) 79 (91.86) RR: 0.26 (0.06, 1.21) 0.086  

Total 95  86  ARR: 0.06 (0.00, 0.13) 0.069  

      0.506b  

      0.327c  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

Vascular disorders Hypertension Event 0 (0.00) 4 (4.65) OR: 0.14 (0.02, 1.29) 0.024a  

No Event 95 (100.00) 82 (95.35) RR: 0.16 (0.02, 1.33) 0.091  

Total 95  86  ARR: 0.05 (0.00, 0.09) 0.035  

      NEb  

      0.080c  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (1.96) 10 (2.74) OR: 0.71 (0.27, 1.91) 0.501a  

No Event 350 (98.04) 355 (97.26) RR: 0.72 (0.28, 1.87) 0.502  

Total 357  365  ARR: 0.01 (-0.01, 0.03) 0.499  

      0.628b  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

Infections and 

infestations 

COVID-19 Event 6 (1.68) 13 (3.56) OR: 0.47 (0.18, 1.24) 0.116a  

No Event 351 (98.32) 352 (96.44) RR: 0.47 (0.18, 1.23) 0.125  

Total 357  365  ARR: 0.02 (0.00, 0.04) 0.114  

      0.141b  

COVID-19 

pneumonia 

Event 24 (6.72) 42 (11.51) OR: 0.55 (0.33, 0.93) 0.025a  

No Event 333 (93.28) 323 (88.49) RR: 0.58 (0.36, 0.94) 0.028  

Total 357  365  ARR: 0.05 (0.01, 0.09) 0.024  

      0.655b  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

Vascular disorders Hypertension Event 5 (1.40) 6 (1.64) OR: 0.85 (0.26, 2.81) 0.790a  

No Event 352 (98.60) 359 (98.36) RR: 0.85 (0.26, 2.76) 0.790  

Total 357  365  ARR: 0.00 (-0.02, 0.02) 0.789  

      0.239b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (1.05) 1 (1.16) OR: 0.82 (0.06, 11.80) 0.879a  

No Event 94 (98.95) 85 (98.84) RR: 0.82 (0.06, 10.69) 0.879  

Total 95  86  ARR: 0.00 (-0.03, 0.03) 0.885  

      0.121b  

      0.957c  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

Infections and 

infestations 

COVID-19 Event 1 (1.05) 2 (2.33) OR: 0.46 (0.04, 5.21) 0.525a  

No Event 94 (98.95) 84 (97.67) RR: 0.47 (0.04, 5.07) 0.534  

Total 95  86  ARR: 0.01 (-0.03, 0.05) 0.529  

      NEb  

      0.954c  

COVID-19 

pneumonia 

Event 2 (2.11) 7 (8.14) OR: 0.25 (0.05, 1.21) 0.064a  

No Event 93 (97.89) 79 (91.86) RR: 0.26 (0.06, 1.21) 0.086  

Total 95  86  ARR: 0.06 (0.00, 0.13) 0.069  

      0.506b  

      0.286c  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

Vascular disorders Hypertension Event 0 (0.00) 4 (4.65) OR: 0.14 (0.02, 1.29) 0.024a  

No Event 95 (100.00) 82 (95.35) RR: 0.16 (0.02, 1.33) 0.091  

Total 95  86  ARR: 0.05 (0.00, 0.09) 0.035  

      NEb  

      0.187c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 12 

Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 2 (2.35) 3 (3.75) OR: 0.69 (0.11, 4.37) 0.696a  

No Event 83 (97.65) 77 (96.25) RR: 0.71 (0.13, 3.86) 0.693  

Total 85  80  ARR: 0.01 (-0.04, 0.06) 0.695  

      0.559b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and 

infestations 

COVID-19 Event 1 (1.18) 2 (2.50) OR: 0.45 (0.04, 5.06) 0.507a  

No Event 84 (98.82) 78 (97.50) RR: 0.46 (0.04, 4.92) 0.517  

Total 85  80  ARR: 0.01 (-0.03, 0.06) 0.512  

      NEb  

COVID-19 

pneumonia 

Event 3 (3.53) 10 (12.50) OR: 0.25 (0.07, 0.96) 0.033a  

No Event 82 (96.47) 70 (87.50) RR: 0.28 (0.08, 0.99) 0.048  

Total 85  80  ARR: 0.09 (0.01, 0.17) 0.032  

      0.630b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

Vascular disorders Hypertension Event 1 (1.18) 3 (3.75) OR: 0.29 (0.03, 2.90) 0.269a  

No Event 84 (98.82) 77 (96.25) RR: 0.30 (0.03, 2.86) 0.297  

Total 85  80  ARR: 0.03 (-0.02, 0.07) 0.276  

      NEb  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 2 (2.27) 2 (2.02) OR: 1.20 (0.15, 9.54) 0.865a  

No Event 86 (97.73) 97 (97.98) RR: 1.18 (0.18, 7.77) 0.863  

Total 88  99  ARR: 0.00 (-0.04, 0.04) 0.863  

      0.255b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and 

infestations 

COVID-19 Event 1 (1.14) 4 (4.04) OR: 0.29 (0.03, 2.56) 0.224a  

No Event 87 (98.86) 95 (95.96) RR: 0.29 (0.03, 2.48) 0.258  

Total 88  99  ARR: 0.03 (-0.02, 0.07) 0.212  

      0.023b  

COVID-19 

pneumonia 

Event 6 (6.82) 14 (14.14) OR: 0.45 (0.16, 1.21) 0.107a  

No Event 82 (93.18) 85 (85.86) RR: 0.48 (0.19, 1.20) 0.117  

Total 88  99  ARR: 0.07 (-0.01, 0.16) 0.097  

      0.457b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

Vascular disorders Hypertension Event 2 (2.27) 1 (1.01) OR: 2.29 (0.21, 24.96) 0.487a  

No Event 86 (97.73) 98 (98.99) RR: 2.27 (0.21, 24.23) 0.498  

Total 88  99  ARR: -0.01 (-0.05, 0.02) 0.497  

      0.361b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 3 (1.63) 5 (2.69) OR: 0.60 (0.14, 2.53) 0.481a  

No Event 181 (98.37) 181 (97.31) RR: 0.61 (0.15, 2.48) 0.485  

Total 184  186  ARR: 0.01 (-0.02, 0.04) 0.481  

      0.370b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Infections and 

infestations 

COVID-19 Event 4 (2.17) 7 (3.76) OR: 0.56 (0.16, 1.95) 0.358a  

No Event 180 (97.83) 179 (96.24) RR: 0.57 (0.17, 1.92) 0.363  

Total 184  186  ARR: 0.02 (-0.02, 0.05) 0.354  

      0.728b  

COVID-19 

pneumonia 

Event 15 (8.15) 18 (9.68) OR: 0.84 (0.41, 1.72) 0.625a  

No Event 169 (91.85) 168 (90.32) RR: 0.85 (0.44, 1.63) 0.625  

Total 184  186  ARR: 0.01 (-0.04, 0.07) 0.625  

      0.316b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Vascular disorders Hypertension Event 2 (1.09) 2 (1.08) OR: 1.02 (0.14, 7.36) 0.981a  

No Event 182 (98.91) 184 (98.92) RR: 1.02 (0.15, 7.19) 0.981  

Total 184  186  ARR: 0.00 (-0.02, 0.02) 0.981  

      NEb  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 6 (1.48) 6 (1.48) OR: 1.01 (0.32, 3.16) 0.988a  

No Event 399 (98.52) 400 (98.52) RR: 1.01 (0.33, 3.10) 0.988  

Total 405  406  ARR: 0.00 (-0.02, 0.02) 0.988  

      0.576b  

      0.313c  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk Infections and 

infestations 

COVID-19 Event 5 (1.23) 14 (3.45) OR: 0.35 (0.13, 0.98) 0.038a  

No Event 400 (98.77) 392 (96.55) RR: 0.36 (0.13, 0.99) 0.047  

Total 405  406  ARR: 0.02 (0.00, 0.04) 0.037  

      0.487b  

      0.172c  

COVID-19 

pneumonia 

Event 25 (6.17) 45 (11.08) OR: 0.53 (0.32, 0.88) 0.013a  

No Event 380 (93.83) 361 (88.92) RR: 0.56 (0.35, 0.89) 0.015  

Total 405  406  ARR: 0.05 (0.01, 0.09) 0.013  

      0.055b  

      0.450c  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk Vascular disorders Hypertension Event 4 (0.99) 8 (1.97) OR: 0.50 (0.15, 1.66) 0.245a  

No Event 401 (99.01) 398 (98.03) RR: 0.50 (0.15, 1.65) 0.254  

Total 405  406  ARR: 0.01 (-0.01, 0.03) 0.245  

      0.366b  

      0.966c  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 2 (4.26) 5 (11.11) OR: 0.36 (0.07, 1.99) 0.229a  

No Event 45 (95.74) 40 (88.89) RR: 0.40 (0.08, 1.89) 0.245  

Total 47  45  ARR: 0.07 (-0.04, 0.17) 0.225  

      0.478b  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk Infections and 

infestations 

COVID-19 Event 2 (4.26) 1 (2.22) OR: 1.88 (0.16, 21.55) 0.606a  

No Event 45 (95.74) 44 (97.78) RR: 1.83 (0.18, 18.62) 0.608  

Total 47  45  ARR: -0.02 (-0.09, 0.05) 0.601  

      0.363b  

COVID-19 

pneumonia 

Event 1 (2.13) 4 (8.89) OR: 0.23 (0.02, 2.12) 0.162a  

No Event 46 (97.87) 41 (91.11) RR: 0.25 (0.03, 2.07) 0.197  

Total 47  45  ARR: 0.07 (-0.03, 0.16) 0.159  

      0.560b  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk Vascular disorders Hypertension Event 1 (2.13) 2 (4.44) OR: 0.48 (0.04, 5.63) 0.557a  

No Event 46 (97.87) 43 (95.56) RR: 0.50 (0.05, 5.21) 0.562  

Total 47  45  ARR: 0.02 (-0.05, 0.09) 0.554  

      NEb  
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Table 4.16.12 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 3 (1.26) 2 (0.85) OR: 1.49 (0.25, 8.98) 0.664a  

No Event 236 (98.74) 234 (99.15) RR: 1.48 (0.25, 8.78) 0.665  

Total 239  236  ARR: 0.00 (-0.02, 0.01) 0.663  

      NEb  

      NEc  
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Table 4.16.12 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Infections and 

infestations 

COVID-19 Event 2 (0.84) 8 (3.39) OR: 0.24 (0.05, 1.14) 0.053a  

No Event 237 (99.16) 228 (96.61) RR: 0.25 (0.05, 1.15) 0.075  

Total 239  236  ARR: 0.03 (0.00, 0.05) 0.053  

      NEb  

      NEc  

COVID-19 

pneumonia 

Event 10 (4.18) 28 (11.86) OR: 0.32 (0.15, 0.68) 0.002a  

No Event 229 (95.82) 208 (88.14) RR: 0.35 (0.18, 0.71) 0.003  

Total 239  236  ARR: 0.08 (0.03, 0.13) 0.002  

      NEb  

      NEc  
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Table 4.16.12 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Vascular disorders Hypertension Event 2 (0.84) 6 (2.54) OR: 0.32 (0.06, 1.62) 0.149a  

No Event 237 (99.16) 230 (97.46) RR: 0.33 (0.07, 1.61) 0.171  

Total 239  236  ARR: 0.02 (-0.01, 0.04) 0.149  

      NEb  

      NEc  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 6 (1.50) 5 (1.25) OR: 1.20 (0.36, 3.97) 0.764a  

No Event 395 (98.50) 395 (98.75) RR: 1.20 (0.37, 3.89) 0.764  

Total 401  400  ARR: 0.00 (-0.02, 0.01) 0.764  

      0.742b  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity Infections and 

infestations 

COVID-19 Event 5 (1.25) 13 (3.25) OR: 0.38 (0.13, 1.06) 0.056a  

No Event 396 (98.75) 387 (96.75) RR: 0.38 (0.14, 1.07) 0.066  

Total 401  400  ARR: 0.02 (0.00, 0.04) 0.055  

      0.597b  

COVID-19 

pneumonia 

Event 23 (5.74) 44 (11.00) OR: 0.49 (0.29, 0.83) 0.007a  

No Event 378 (94.26) 356 (89.00) RR: 0.52 (0.32, 0.85) 0.009  

Total 401  400  ARR: 0.05 (0.01, 0.09) 0.007  

      0.047b  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity Vascular disorders Hypertension Event 4 (1.00) 7 (1.75) OR: 0.57 (0.16, 1.95) 0.361a  

No Event 397 (99.00) 393 (98.25) RR: 0.57 (0.17, 1.93) 0.367  

Total 401  400  ARR: 0.01 (-0.01, 0.02) 0.360  

      0.472b  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 2 (3.92) 6 (11.76) OR: 0.34 (0.06, 1.84) 0.201a  

No Event 49 (96.08) 45 (88.24) RR: 0.37 (0.08, 1.80) 0.218  

Total 51  51  ARR: 0.07 (-0.03, 0.17) 0.189  

      0.738b  

      0.180c  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity Infections and 

infestations 

COVID-19 Event 2 (3.92) 2 (3.92) OR: 0.75 (0.12, 4.78) 0.748a  

No Event 49 (96.08) 49 (96.08) RR: 0.76 (0.14, 4.05) 0.746  

Total 51  51  ARR: 0.01 (-0.07, 0.10) 0.768  

      0.095b  

      0.386c  

COVID-19 

pneumonia 

Event 3 (5.88) 5 (9.80) OR: 0.69 (0.15, 3.28) 0.629a  

No Event 48 (94.12) 46 (90.20) RR: 0.72 (0.20, 2.61) 0.618  

Total 51  51  ARR: 0.02 (-0.08, 0.13) 0.636  

      0.164b  

      0.847c  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity Vascular disorders Hypertension Event 1 (1.96) 3 (5.88) OR: 0.27 (0.03, 2.27) 0.190a  

No Event 50 (98.04) 48 (94.12) RR: 0.29 (0.04, 2.09) 0.218  

Total 51  51  ARR: 0.05 (-0.03, 0.13) 0.224  

      0.147b  

      0.667c  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (2.27) 4 (1.30) OR: 1.94 (0.54, 6.98) 0.308a  

No Event 301 (97.73) 303 (98.70) RR: 1.87 (0.55, 6.35) 0.315  

Total 308  307  ARR: -0.01 (-0.03, 0.01) 0.304  

      0.329b  

      0.058c  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Infections and 

infestations 

COVID-19 Event 6 (1.95) 12 (3.91) OR: 0.49 (0.18, 1.31) 0.145a  

No Event 302 (98.05) 295 (96.09) RR: 0.50 (0.19, 1.30) 0.153  

Total 308  307  ARR: 0.02 (-0.01, 0.05) 0.145  

      0.404b  

      0.637c  

COVID-19 

pneumonia 

Event 22 (7.14) 37 (12.05) OR: 0.55 (0.31, 0.96) 0.033a  

No Event 286 (92.86) 270 (87.95) RR: 0.58 (0.35, 0.96) 0.035  

Total 308  307  ARR: 0.05 (0.00, 0.10) 0.032  

      0.658b  

      0.866c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 6 

Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Vascular disorders Hypertension Event 3 (0.97) 8 (2.61) OR: 0.37 (0.09, 1.42) 0.133a  

No Event 305 (99.03) 299 (97.39) RR: 0.38 (0.10, 1.42) 0.149  

Total 308  307  ARR: 0.02 (0.00, 0.04) 0.129  

      0.306b  

      0.522c  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (1.28) 5 (6.49) OR: 0.24 (0.03, 1.90) 0.146a  

No Event 77 (98.72) 72 (93.51) RR: 0.25 (0.03, 1.88) 0.179  

Total 78  77  ARR: 0.05 (-0.01, 0.11) 0.140  

      0.560b  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Infections and 

infestations 

COVID-19 Event 1 (1.28) 1 (1.30) OR: 1.03 (0.08, 13.54) 0.983a  

No Event 77 (98.72) 76 (98.70) RR: 1.03 (0.10, 11.01) 0.983  

Total 78  77  ARR: 0.00 (-0.04, 0.04) 0.984  

      0.096b  

COVID-19 

pneumonia 

Event 2 (2.56) 4 (5.19) OR: 0.50 (0.09, 2.83) 0.423a  

No Event 76 (97.44) 73 (94.81) RR: 0.52 (0.10, 2.67) 0.429  

Total 78  77  ARR: 0.03 (-0.04, 0.09) 0.424  

      0.714b  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Vascular disorders Hypertension Event 1 (1.28) 1 (1.30) OR: 0.75 (0.05, 12.44) 0.841a  

No Event 77 (98.72) 76 (98.70) RR: 0.76 (0.05, 11.65) 0.841  

Total 78  77  ARR: 0.00 (-0.03, 0.04) 0.842  

      NEb  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (2.01) 9 (2.72) OR: 0.77 (0.28, 2.13) 0.612a  

No Event 341 (97.99) 322 (97.28) RR: 0.78 (0.30, 2.05) 0.612  

Total 348  331  ARR: 0.01 (-0.02, 0.03) 0.611  

      0.654b  

      0.782c  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and 

infestations 

COVID-19 Event 7 (2.01) 12 (3.63) OR: 0.54 (0.21, 1.40) 0.198a  

No Event 341 (97.99) 319 (96.37) RR: 0.55 (0.22, 1.38) 0.204  

Total 348  331  ARR: 0.02 (-0.01, 0.04) 0.201  

      0.463b  

      0.485c  

COVID-19 

pneumonia 

Event 21 (6.03) 38 (11.48) OR: 0.49 (0.28, 0.85) 0.010a  

No Event 327 (93.97) 293 (88.52) RR: 0.52 (0.31, 0.87) 0.012  

Total 348  331  ARR: 0.06 (0.01, 0.10) 0.010  

      0.393b  

      0.353c  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL Vascular disorders Hypertension Event 3 (0.86) 8 (2.42) OR: 0.35 (0.09, 1.35) 0.116a  

No Event 345 (99.14) 323 (97.58) RR: 0.36 (0.09, 1.37) 0.134  

Total 348  331  ARR: 0.02 (0.00, 0.03) 0.117  

      0.425b  

      0.111c  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (2.86) 1 (2.56) OR: 1.33 (0.06, 31.12) 0.871a  

No Event 34 (97.14) 38 (97.44) RR: 1.33 (0.04, 43.62) 0.872  

Total 35  39  ARR: -0.01 (-0.08, 0.06) 0.859  

      0.251b  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and 

infestations 

COVID-19 Event 0 (0.00) 1 (2.56) OR: 0.25 (<.01, 6.64) 0.264a  

No Event 35 (100.00) 38 (97.44) RR: 0.27 (0.01, 6.11) 0.411  

Total 35  39  ARR: 0.03 (-0.02, 0.09) 0.272  

      NEb  

COVID-19 

pneumonia 

Event 3 (8.57) 3 (7.69) OR: 1.09 (0.21, 5.74) 0.917a  

No Event 32 (91.43) 36 (92.31) RR: 1.08 (0.24, 4.85) 0.916  

Total 35  39  ARR: -0.01 (-0.14, 0.12) 0.918  

      0.395b  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Vascular disorders Hypertension Event 1 (2.86) 0 (0.00) OR: 3.00 (0.10, 90.96) 0.361a  

No Event 34 (97.14) 39 (100.00) RR: 2.57 (0.13, 52.12) 0.538  

Total 35  39  ARR: -0.03 (-0.08, 0.03) 0.345  

      NEb  
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Table 4.16.21 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 4 (1.86) 5 (2.18) OR: 0.83 (0.22, 3.12) 0.777a  

No Event 211 (98.14) 224 (97.82) RR: 0.83 (0.23, 2.99) 0.776  

Total 215  229  ARR: 0.00 (-0.02, 0.03) 0.777  

      0.484b  

      NEc  
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Table 4.16.21 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy Infections and 

infestations 

COVID-19 Event 1 (0.47) 7 (3.06) OR: 0.14 (0.02, 1.19) 0.040a  

No Event 214 (99.53) 222 (96.94) RR: 0.15 (0.02, 1.23) 0.077  

Total 215  229  ARR: 0.03 (0.00, 0.05) 0.033  

      0.742b  

      NEc  

COVID-19 

pneumonia 

Event 15 (6.98) 35 (15.28) OR: 0.41 (0.22, 0.78) 0.005a  

No Event 200 (93.02) 194 (84.72) RR: 0.45 (0.25, 0.81) 0.007  

Total 215  229  ARR: 0.08 (0.03, 0.14) 0.004  

      0.102b  

      NEc  
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Table 4.16.21 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy Vascular disorders Hypertension Event 4 (1.86) 4 (1.75) OR: 1.06 (0.26, 4.32) 0.936a  

No Event 211 (98.14) 225 (98.25) RR: 1.06 (0.26, 4.29) 0.936  

Total 215  229  ARR: 0.00 (-0.03, 0.02) 0.935  

      0.339b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 3 

Table 4.16.22 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (2.22) 0 (0.00) OR: 5.55 (0.21, 143.90) 0.184a  

No Event 44 (97.78) 49 (100.00) RR: 5.17 (0.22, 120.26) 0.306  

Total 45  49  ARR: -0.03 (-0.08, 0.02) 0.259  

      NEb  

      NEc  
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Table 4.16.22 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Infections and 

infestations 

COVID-19 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 45 (100.00) 49 (100.00) RR: NE (NE, NE) NE  

Total 45  49  ARR: NE (NE, NE) NE  

      NEb  

      NEc  

COVID-19 

pneumonia 

Event 4 (8.89) 12 (24.49) OR: 0.31 (0.09, 1.11) 0.069a  

No Event 41 (91.11) 37 (75.51) RR: 0.36 (0.11, 1.18) 0.092  

Total 45  49  ARR: 0.15 (0.00, 0.30) 0.054  

      0.287b  

      NEc  
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Table 4.16.22 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Vascular disorders Hypertension Event 2 (4.44) 1 (2.04) OR: 0.65 (0.04, 11.17) 0.770a  

No Event 43 (95.56) 48 (97.96) RR: 0.67 (0.04, 9.99) 0.769  

Total 45  49  ARR: 0.01 (-0.05, 0.07) 0.771  

      NEb  

      NEc  
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Table 4.16.23 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

None General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 4 (1.80) 6 (2.84) OR: 0.63 (0.18, 2.27) 0.478a  

No Event 218 (98.20) 205 (97.16) RR: 0.65 (0.19, 2.17) 0.481  

Total 222  211  ARR: 0.01 (-0.02, 0.04) 0.484  

      0.455b  

      NEc  
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Table 4.16.23 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

None Infections and 

infestations 

COVID-19 Event 6 (2.70) 7 (3.32) OR: 0.79 (0.26, 2.39) 0.680a  

No Event 216 (97.30) 204 (96.68) RR: 0.80 (0.27, 2.35) 0.681  

Total 222  211  ARR: 0.01 (-0.03, 0.04) 0.682  

      0.219b  

      NEc  

COVID-19 

pneumonia 

Event 9 (4.05) 13 (6.16) OR: 0.66 (0.27, 1.57) 0.340a  

No Event 213 (95.95) 198 (93.84) RR: 0.67 (0.29, 1.54) 0.343  

Total 222  211  ARR: 0.02 (-0.02, 0.06) 0.340  

      0.461b  

      NEc  
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Table 4.16.23 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

None Vascular disorders Hypertension Event 0 (0.00) 6 (2.84) OR: 0.19 (0.03, 1.16) 0.012a  

No Event 222 (100.00) 205 (97.16) RR: 0.20 (0.04, 1.18) 0.076  

Total 222  211  ARR: 0.03 (0.01, 0.05) 0.013  

      NEb  

      NEc  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 1 (1.47) OR: 0.30 (0.01, 7.72) 0.302a  

No Event 60 (100.00) 67 (98.53) RR: 0.31 (0.01, 7.40) 0.472  

Total 60  68  ARR: 0.02 (-0.01, 0.05) 0.290  

      NEb  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 Event 0 (0.00) 2 (2.94) OR: 0.18 (<.01, 3.81) 0.141a  

No Event 60 (100.00) 66 (97.06) RR: 0.19 (<.01, 3.76) 0.274  

Total 60  68  ARR: 0.03 (-0.01, 0.08) 0.131  

      NEb  

COVID-19 

pneumonia 

Event 3 (5.00) 1 (1.47) OR: 3.41 (0.33, 35.23) 0.270a  

No Event 57 (95.00) 67 (98.53) RR: 3.41 (0.33, 34.86) 0.302  

Total 60  68  ARR: -0.03 (-0.10, 0.03) 0.278  

      0.152b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 6 

Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

Vascular disorders Hypertension Event 2 (3.33) 1 (1.47) OR: 2.58 (0.24, 28.16) 0.438a  

No Event 58 (96.67) 67 (98.53) RR: 2.58 (0.21, 31.05) 0.455  

Total 60  68  ARR: -0.02 (-0.08, 0.03) 0.447  

      0.208b  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (2.09) 9 (2.39) OR: 0.87 (0.33, 2.31) 0.786a  

No Event 375 (97.91) 367 (97.61) RR: 0.88 (0.35, 2.22) 0.786  

Total 383  376  ARR: 0.00 (-0.02, 0.02) 0.786  

      0.400b  

      0.389c  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 Event 7 (1.83) 13 (3.46) OR: 0.51 (0.20, 1.30) 0.150a  

No Event 376 (98.17) 363 (96.54) RR: 0.52 (0.21, 1.29) 0.157  

Total 383  376  ARR: 0.02 (-0.01, 0.04) 0.151  

      0.337b  

      0.342c  

COVID-19 

pneumonia 

Event 23 (6.01) 48 (12.77) OR: 0.44 (0.26, 0.74) 0.002a  

No Event 360 (93.99) 328 (87.23) RR: 0.48 (0.30, 0.77) 0.002  

Total 383  376  ARR: 0.07 (0.03, 0.11) 0.002  

      0.159b  

      0.046c  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

Vascular disorders Hypertension Event 3 (0.78) 9 (2.39) OR: 0.32 (0.09, 1.20) 0.076a  

No Event 380 (99.22) 367 (97.61) RR: 0.33 (0.09, 1.20) 0.092  

Total 383  376  ARR: 0.02 (0.00, 0.03) 0.077  

      0.646b  

      0.133c  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (3.03) 10 (4.33) OR: 0.69 (0.26, 1.84) 0.457a  

No Event 224 (96.97) 221 (95.67) RR: 0.70 (0.27, 1.80) 0.459  

Total 231  231  ARR: 0.01 (-0.02, 0.05) 0.456  

      0.833b  

      0.807c  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and 

infestations 

COVID-19 Event 5 (2.16) 7 (3.03) OR: 0.72 (0.22, 2.30) 0.575a  

No Event 226 (97.84) 224 (96.97) RR: 0.72 (0.23, 2.24) 0.576  

Total 231  231  ARR: 0.01 (-0.02, 0.04) 0.574  

      0.864b  

      0.271c  

COVID-19 

pneumonia 

Event 9 (3.90) 17 (7.36) OR: 0.51 (0.22, 1.16) 0.105a  

No Event 222 (96.10) 214 (92.64) RR: 0.53 (0.24, 1.16) 0.111  

Total 231  231  ARR: 0.03 (-0.01, 0.08) 0.103  

      0.774b  

      0.937c  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Vascular disorders Hypertension Event 2 (0.87) 7 (3.03) OR: 0.28 (0.06, 1.34) 0.087a  

No Event 229 (99.13) 224 (96.97) RR: 0.28 (0.06, 1.33) 0.110  

Total 231  231  ARR: 0.02 (0.00, 0.05) 0.088  

      0.252b  

      0.260c  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (0.45) 1 (0.45) OR: 0.99 (0.06, 15.56) 0.994a  

No Event 220 (99.55) 219 (99.55) RR: 0.99 (0.06, 15.29) 0.994  

Total 221  220  ARR: 0.00 (-0.01, 0.01) 0.994  

      0.151b  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and 

infestations 

COVID-19 Event 2 (0.90) 8 (3.64) OR: 0.24 (0.05, 1.15) 0.054a  

No Event 219 (99.10) 212 (96.36) RR: 0.25 (0.05, 1.16) 0.076  

Total 221  220  ARR: 0.03 (0.00, 0.06) 0.053  

      0.770b  

COVID-19 

pneumonia 

Event 17 (7.69) 32 (14.55) OR: 0.49 (0.26, 0.91) 0.021a  

No Event 204 (92.31) 188 (85.45) RR: 0.53 (0.30, 0.92) 0.025  

Total 221  220  ARR: 0.07 (0.01, 0.13) 0.021  

      0.016b  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Vascular disorders Hypertension Event 3 (1.36) 3 (1.36) OR: 1.00 (0.20, 5.00) 0.998a  

No Event 218 (98.64) 217 (98.64) RR: 1.00 (0.20, 4.89) 0.998  

Total 221  220  ARR: 0.00 (-0.02, 0.02) 0.998  

      0.977b  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (2.22) 11 (3.09) OR: 0.71 (0.28, 1.80) 0.472a  

No Event 352 (97.78) 345 (96.91) RR: 0.72 (0.29, 1.77) 0.474  

Total 360  356  ARR: 0.01 (-0.01, 0.03) 0.472  

      0.797b  

      NEc  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and 

infestations 

COVID-19 Event 6 (1.67) 12 (3.37) OR: 0.49 (0.18, 1.33) 0.153a  

No Event 354 (98.33) 344 (96.63) RR: 0.50 (0.19, 1.32) 0.161  

Total 360  356  ARR: 0.02 (-0.01, 0.04) 0.153  

      0.450b  

      0.772c  

COVID-19 

pneumonia 

Event 14 (3.89) 34 (9.55) OR: 0.38 (0.20, 0.73) 0.003a  

No Event 346 (96.11) 322 (90.45) RR: 0.41 (0.22, 0.75) 0.004  

Total 360  356  ARR: 0.06 (0.02, 0.09) 0.002  

      0.478b  

      0.163c  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Vascular disorders Hypertension Event 4 (1.11) 8 (2.25) OR: 0.49 (0.15, 1.62) 0.227a  

No Event 356 (98.89) 348 (97.75) RR: 0.49 (0.15, 1.60) 0.237  

Total 360  356  ARR: 0.01 (-0.01, 0.03) 0.230  

      0.133b  

      0.974c  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 92 (100.00) 95 (100.00) RR: NE (NE, NE) NE  

Total 92  95  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and 

infestations 

COVID-19 Event 1 (1.09) 3 (3.16) OR: 0.36 (0.04, 3.43) 0.348a  

No Event 91 (98.91) 92 (96.84) RR: 0.36 (0.04, 3.28) 0.368  

Total 92  95  ARR: 0.02 (-0.02, 0.06) 0.343  

      0.463b  

COVID-19 

pneumonia 

Event 12 (13.04) 15 (15.79) OR: 0.79 (0.35, 1.80) 0.582a  

No Event 80 (86.96) 80 (84.21) RR: 0.82 (0.39, 1.69) 0.586  

Total 92  95  ARR: 0.03 (-0.07, 0.13) 0.580  

      0.055b  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Vascular disorders Hypertension Event 1 (1.09) 2 (2.11) OR: 0.53 (0.05, 5.75) 0.592a  

No Event 91 (98.91) 93 (97.89) RR: 0.54 (0.05, 5.43) 0.597  

Total 92  95  ARR: 0.01 (-0.03, 0.05) 0.594  

      0.343b  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (1.94) 11 (2.61) OR: 0.74 (0.29, 1.86) 0.519a  

No Event 404 (98.06) 410 (97.39) RR: 0.74 (0.30, 1.83) 0.520  

Total 412  421  ARR: 0.01 (-0.01, 0.03) 0.517  

      0.793b  

      NEc  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and 

infestations 

COVID-19 Event 7 (1.70) 13 (3.09) OR: 0.55 (0.22, 1.39) 0.200a  

No Event 405 (98.30) 408 (96.91) RR: 0.56 (0.22, 1.38) 0.206  

Total 412  421  ARR: 0.01 (-0.01, 0.03) 0.197  

      0.823b  

      0.235c  

COVID-19 

pneumonia 

Event 19 (4.61) 40 (9.50) OR: 0.46 (0.26, 0.81) 0.006a  

No Event 393 (95.39) 381 (90.50) RR: 0.49 (0.29, 0.83) 0.008  

Total 412  421  ARR: 0.05 (0.01, 0.08) 0.006  

      0.199b  

      0.911c  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Vascular disorders Hypertension Event 5 (1.21) 10 (2.38) OR: 0.50 (0.17, 1.47) 0.200a  

No Event 407 (98.79) 411 (97.62) RR: 0.51 (0.18, 1.46) 0.208  

Total 412  421  ARR: 0.01 (-0.01, 0.03) 0.199  

      0.363b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 6 

Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 40 (100.00) 30 (100.00) RR: NE (NE, NE) NE  

Total 40  30  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and 

infestations 

COVID-19 Event 0 (0.00) 2 (6.67) OR: 0.18 (<.01, 4.00) 0.152a  

No Event 40 (100.00) 28 (93.33) RR: 0.20 (0.01, 3.91) 0.289  

Total 40  30  ARR: 0.06 (-0.03, 0.15) 0.173  

      NEb  

COVID-19 

pneumonia 

Event 7 (17.50) 9 (30.00) OR: 0.46 (0.14, 1.47) 0.195a  

No Event 33 (82.50) 21 (70.00) RR: 0.55 (0.22, 1.38) 0.202  

Total 40  30  ARR: 0.13 (-0.07, 0.34) 0.193  

      0.333b  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 40 (100.00) 30 (100.00) RR: NE (NE, NE) NE  

Total 40  30  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.17.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (3.31) 29 (7.36) OR: 0.43 (0.22, 0.84) 0.011a  

No Event 380 (96.69) 365 (92.64) RR: 0.45 (0.24, 0.85) 0.014  

Total 393  394  ARR: 0.04 (0.01, 0.07) 0.011  

      0.089b  

      0.081c  
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Table 4.17.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 Infections and 

infestations 

COVID-19 

pneumonia 

Event 10 (16.95) 8 (14.04) OR: 1.23 (0.46, 3.28) 0.674a  

No Event 49 (83.05) 49 (85.96) RR: 1.20 (0.51, 2.83) 0.679  

Total 59  57  ARR: -0.03 (-0.16, 0.11) 0.680  

      0.018b  
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Table 4.17.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 65 Infections and infestations Event 17 (4.33) 36 (9.14) OR: 0.45 (0.25, 0.82) 0.007a  

No Event 376 (95.67) 358 (90.86) RR: 0.47 (0.27, 0.83) 0.009  

Total 393  394  ARR: 0.05 (0.01, 0.08) 0.007  

      0.228b  

      0.259c  
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Table 4.17.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 65 Infections and infestations Event 10 (16.95) 11 (19.30) OR: 0.86 (0.34, 2.15) 0.734a  

No Event 49 (83.05) 46 (80.70) RR: 0.88 (0.40, 1.91) 0.737  

Total 59  57  ARR: 0.02 (-0.12, 0.17) 0.739  

      0.019b  
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Table 4.17.2 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 Infections and 

infestations 

COVID-19 

pneumonia 

Event 17 (3.94) 36 (8.18) OR: 0.46 (0.26, 0.84) 0.009a  

No Event 414 (96.06) 404 (91.82) RR: 0.48 (0.27, 0.85) 0.011  

Total 431  440  ARR: 0.04 (0.01, 0.07) 0.009  

      0.014b  

      0.047c  
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Table 4.17.2 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (28.57) 1 (9.09) OR: 3.28 (0.40, 26.80) 0.226a  

No Event 15 (71.43) 10 (90.91) RR: 2.75 (0.48, 15.91) 0.258  

Total 21  11  ARR: -0.20 (-0.49, 0.10) 0.186  

      0.136b  
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Table 4.17.2.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 75 Infections and infestations Event 21 (4.87) 45 (10.23) OR: 0.45 (0.26, 0.77) 0.003a  

No Event 410 (95.13) 395 (89.77) RR: 0.48 (0.29, 0.79) 0.004  

Total 431  440  ARR: 0.05 (0.02, 0.09) 0.003  

      0.060b  

      0.136c  
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Table 4.17.2.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 75 Infections and infestations Event 6 (28.57) 2 (18.18) OR: 1.49 (0.28, 7.92) 0.615a  

No Event 15 (71.43) 9 (81.82) RR: 1.38 (0.40, 4.77) 0.614  

Total 21  11  ARR: -0.08 (-0.43, 0.26) 0.628  

      0.037b  
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Table 4.17.3 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 Infections and 

infestations 

COVID-19 

pneumonia 

Event 21 (4.74) 36 (8.07) OR: 0.57 (0.33, 0.99) 0.042a  

No Event 422 (95.26) 410 (91.93) RR: 0.59 (0.35, 0.99) 0.046  

Total 443  446  ARR: 0.03 (0.00, 0.07) 0.042  

      0.027b  

      0.614c  
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Table 4.17.3 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.17.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 80 Infections and infestations Event 25 (5.64) 46 (10.31) OR: 0.52 (0.31, 0.86) 0.010a  

No Event 418 (94.36) 400 (89.69) RR: 0.55 (0.34, 0.87) 0.012  

Total 443  446  ARR: 0.05 (0.01, 0.08) 0.010  

      0.086b  

      0.569c  
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Table 4.17.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 80 Infections and infestations Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.17.4 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (6.10) 22 (9.36) OR: 0.65 (0.32, 1.30) 0.209a  

No Event 200 (93.90) 213 (90.64) RR: 0.66 (0.34, 1.27) 0.216  

Total 213  235  ARR: 0.03 (-0.02, 0.08) 0.211  

      0.009b  
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Table 4.17.4 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female Infections and 

infestations 

COVID-19 

pneumonia 

Event 10 (4.18) 15 (6.94) OR: 0.61 (0.27, 1.39) 0.236a  

No Event 229 (95.82) 201 (93.06) RR: 0.63 (0.29, 1.37) 0.240  

Total 239  216  ARR: 0.03 (-0.02, 0.07) 0.238  

      0.831b  

      0.896c  
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Table 4.17.4.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Male Infections and infestations Event 16 (7.51) 28 (11.91) OR: 0.63 (0.33, 1.18) 0.142a  

No Event 197 (92.49) 207 (88.09) RR: 0.65 (0.36, 1.17) 0.148  

Total 213  235  ARR: 0.04 (-0.01, 0.10) 0.141  

      0.029b  
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Table 4.17.4.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Female Infections and infestations Event 11 (4.60) 19 (8.80) OR: 0.52 (0.24, 1.12) 0.089a  

No Event 228 (95.40) 197 (91.20) RR: 0.54 (0.26, 1.11) 0.094  

Total 239  216  ARR: 0.04 (-0.01, 0.09) 0.091  

      0.859b  

      0.721c  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.00) 11 (9.57) OR: 0.19 (0.04, 0.91) 0.025a  

No Event 98 (98.00) 104 (90.43) RR: 0.20 (0.04, 0.98) 0.047  

Total 100  115  ARR: 0.07 (0.01, 0.13) 0.016  

      0.215b  

      0.179c  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (20.00) 3 (14.29) OR: 1.27 (0.29, 5.52) 0.745a  

No Event 24 (80.00) 18 (85.71) RR: 1.24 (0.32, 4.80) 0.757  

Total 30  21  ARR: -0.04 (-0.25, 0.18) 0.748  

      0.042b  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (6.25) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 15 (93.75) 20 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 16  20  ARR: -0.06 (-0.18, 0.06) 0.307  

      NEb  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (4.76) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 20 (95.24) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 21  21  ARR: 0.10 (-0.08, 0.29) 0.269  

      0.354b  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (4.56) 20 (7.30) OR: 0.61 (0.30, 1.25) 0.170a  

No Event 272 (95.44) 254 (92.70) RR: 0.63 (0.32, 1.23) 0.175  

Total 285  274  ARR: 0.03 (-0.01, 0.07) 0.174  

      0.117b  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and infestations Event 2 (2.00) 14 (12.17) OR: 0.15 (0.03, 0.68) 0.006a  

No Event 98 (98.00) 101 (87.83) RR: 0.16 (0.03, 0.74) 0.020  

Total 100  115  ARR: 0.10 (0.03, 0.16) 0.003  

      0.241b  

      0.263c  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Asian Infections and infestations Event 7 (23.33) 4 (19.05) OR: 1.11 (0.29, 4.31) 0.873a  

No Event 23 (76.67) 17 (80.95) RR: 1.10 (0.34, 3.48) 0.878  

Total 30  21  ARR: -0.02 (-0.25, 0.22) 0.875  

      0.039b  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Black or African American Infections and infestations Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

No Event 15 (93.75) 19 (95.00) RR: 1.25 (0.07, 21.21) 0.875  

Total 16  20  ARR: -0.01 (-0.17, 0.14) 0.875  

      0.150b  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and infestations Event 1 (4.76) 2 (9.52) OR: 0.47 (0.05, 4.45) 0.480a  

No Event 20 (95.24) 19 (90.48) RR: 0.47 (0.05, 4.09) 0.490  

Total 21  21  ARR: 0.06 (-0.11, 0.23) 0.502  

      0.127b  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

White Infections and infestations Event 16 (5.61) 26 (9.49) OR: 0.58 (0.30, 1.10) 0.088a  

No Event 269 (94.39) 248 (90.51) RR: 0.60 (0.33, 1.09) 0.092  

Total 285  274  ARR: 0.04 (-0.01, 0.08) 0.090  

      0.247b  
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Table 4.17.6 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (3.48) 21 (8.82) OR: 0.38 (0.16, 0.87) 0.018a  

No Event 222 (96.52) 217 (91.18) RR: 0.39 (0.17, 0.88) 0.024  

Total 230  238  ARR: 0.05 (0.01, 0.10) 0.016  

      0.166b  

      0.120c  
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Table 4.17.6 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic Infections and 

infestations 

COVID-19 

pneumonia 

Event 15 (6.76) 16 (7.51) OR: 0.90 (0.44, 1.83) 0.757a  

No Event 207 (93.24) 197 (92.49) RR: 0.90 (0.47, 1.74) 0.758  

Total 222  213  ARR: 0.01 (-0.04, 0.06) 0.762  

      0.032b  
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Table 4.17.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Hispanic Infections and infestations Event 10 (4.35) 27 (11.34) OR: 0.36 (0.17, 0.76) 0.006a  

No Event 220 (95.65) 211 (88.66) RR: 0.38 (0.19, 0.78) 0.008  

Total 230  238  ARR: 0.07 (0.02, 0.12) 0.005  

      0.283b  

      0.112c  
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Table 4.17.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Not Hispanic Infections and infestations Event 17 (7.66) 20 (9.39) OR: 0.81 (0.42, 1.58) 0.530a  

No Event 205 (92.34) 193 (90.61) RR: 0.82 (0.45, 1.51) 0.531  

Total 222  213  ARR: 0.02 (-0.04, 0.07) 0.537  

      0.082b  
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Table 4.17.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (4.69) 2 (5.00) OR: 1.21 (0.20, 7.41) 0.837a  

No Event 61 (95.31) 38 (95.00) RR: 1.19 (0.23, 6.27) 0.836  

Total 64  40  ARR: -0.01 (-0.10, 0.08) 0.838  

      0.421b  
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Table 4.17.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (4.81) 12 (6.28) OR: 0.76 (0.32, 1.83) 0.533a  

No Event 178 (95.19) 179 (93.72) RR: 0.77 (0.34, 1.76) 0.535  

Total 187  191  ARR: 0.01 (-0.03, 0.06) 0.537  

      0.148b  

      0.695c  
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Table 4.17.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Infections and 

infestations 

COVID-19 

pneumonia 

Event 11 (5.47) 23 (10.45) OR: 0.50 (0.24, 1.07) 0.071a  

No Event 190 (94.53) 197 (89.55) RR: 0.53 (0.26, 1.08) 0.079  

Total 201  220  ARR: 0.05 (0.00, 0.10) 0.064  

      0.082b  
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Table 4.17.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

US Infections and infestations Event 3 (4.69) 2 (5.00) OR: 1.21 (0.20, 7.41) 0.837a  

No Event 61 (95.31) 38 (95.00) RR: 1.19 (0.23, 6.27) 0.836  

Total 64  40  ARR: -0.01 (-0.10, 0.08) 0.838  

      0.421b  
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Table 4.17.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Europe Infections and infestations Event 10 (5.35) 17 (8.90) OR: 0.59 (0.26, 1.31) 0.183a  

No Event 177 (94.65) 174 (91.10) RR: 0.61 (0.29, 1.28) 0.188  

Total 187  191  ARR: 0.04 (-0.02, 0.09) 0.185  

      0.214b  

      0.829c  
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Table 4.17.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Other Infections and infestations Event 14 (6.97) 28 (12.73) OR: 0.52 (0.27, 1.03) 0.058a  

No Event 187 (93.03) 192 (87.27) RR: 0.55 (0.29, 1.04) 0.064  

Total 201  220  ARR: 0.06 (0.00, 0.11) 0.053  

      0.158b  
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Table 4.17.8 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 10 (3.73) 28 (10.57) OR: 0.33 (0.16, 0.69) 0.002a  

No Event 258 (96.27) 237 (89.43) RR: 0.35 (0.18, 0.71) 0.004  

Total 268  265  ARR: 0.07 (0.02, 0.11) 0.002  

      0.959b  

      0.008c  
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Table 4.17.8 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (7.07) 9 (4.84) OR: 1.50 (0.63, 3.60) 0.357a  

No Event 171 (92.93) 177 (95.16) RR: 1.47 (0.64, 3.34) 0.361  

Total 184  186  ARR: -0.02 (-0.07, 0.03) 0.358  

      0.179b  
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Table 4.17.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≤ 5 

days 

Infections and infestations Event 12 (4.48) 32 (12.08) OR: 0.34 (0.17, 0.68) 0.001a  

No Event 256 (95.52) 233 (87.92) RR: 0.37 (0.20, 0.70) 0.002  

Total 268  265  ARR: 0.08 (0.03, 0.12) 0.001  

      0.932b  

      0.034c  
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Table 4.17.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset > 5 

days 

Infections and infestations Event 15 (8.15) 15 (8.06) OR: 1.02 (0.48, 2.14) 0.967a  

No Event 169 (91.85) 171 (91.94) RR: 1.01 (0.51, 2.01) 0.967  

Total 184  186  ARR: 0.00 (-0.06, 0.05) 0.967  

      0.107b  
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Table 4.17.9 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.11) 6 (6.98) OR: 0.29 (0.06, 1.46) 0.113a  

No Event 93 (97.89) 80 (93.02) RR: 0.31 (0.06, 1.44) 0.135  

Total 95  86  ARR: 0.05 (-0.01, 0.11) 0.120  

      0.468b  

      0.323c  
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Table 4.17.9 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 21 (5.88) 31 (8.49) OR: 0.67 (0.38, 1.19) 0.174a  

No Event 336 (94.12) 334 (91.51) RR: 0.69 (0.41, 1.18) 0.177  

Total 357  365  ARR: 0.03 (-0.01, 0.06) 0.173  

      0.528b  
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Table 4.17.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≤ 3 

days 

Infections and infestations Event 3 (3.16) 8 (9.30) OR: 0.32 (0.08, 1.26) 0.088a  

No Event 92 (96.84) 78 (90.70) RR: 0.35 (0.10, 1.25) 0.104  

Total 95  86  ARR: 0.06 (-0.01, 0.13) 0.093  

      0.452b  

      0.387c  
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Table 4.17.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset > 3 

days 

Infections and infestations Event 24 (6.72) 39 (10.68) OR: 0.60 (0.35, 1.02) 0.059a  

No Event 333 (93.28) 326 (89.32) RR: 0.63 (0.39, 1.02) 0.062  

Total 357  365  ARR: 0.04 (0.00, 0.08) 0.058  

      0.394b  
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Table 4.17.10 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.11) 6 (6.98) OR: 0.29 (0.06, 1.46) 0.113a  

No Event 93 (97.89) 80 (93.02) RR: 0.31 (0.06, 1.44) 0.135  

Total 95  86  ARR: 0.05 (-0.01, 0.11) 0.120  

      0.468b  

      0.065c  
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Table 4.17.10 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (3.53) 10 (12.50) OR: 0.25 (0.07, 0.96) 0.033a  

No Event 82 (96.47) 70 (87.50) RR: 0.28 (0.08, 0.99) 0.048  

Total 85  80  ARR: 0.09 (0.01, 0.17) 0.032  

      0.630b  
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Table 4.17.10 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 5 (5.68) 12 (12.12) OR: 0.44 (0.15, 1.30) 0.128a  

No Event 83 (94.32) 87 (87.88) RR: 0.47 (0.17, 1.28) 0.139  

Total 88  99  ARR: 0.06 (-0.02, 0.15) 0.118  

      0.446b  
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Table 4.17.10 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (7.07) 9 (4.84) OR: 1.50 (0.63, 3.60) 0.357a  

No Event 171 (92.93) 177 (95.16) RR: 1.47 (0.64, 3.34) 0.361  

Total 184  186  ARR: -0.02 (-0.07, 0.03) 0.358  

      0.179b  
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Table 4.17.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset < 

25% 

Infections and infestations Event 3 (3.16) 8 (9.30) OR: 0.32 (0.08, 1.26) 0.088a  

No Event 92 (96.84) 78 (90.70) RR: 0.35 (0.10, 1.25) 0.104  

Total 95  86  ARR: 0.06 (-0.01, 0.13) 0.093  

      0.452b  

      0.210c  
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Table 4.17.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and infestations Event 4 (4.71) 11 (13.75) OR: 0.30 (0.09, 1.01) 0.043a  

No Event 81 (95.29) 69 (86.25) RR: 0.34 (0.11, 1.02) 0.055  

Total 85  80  ARR: 0.09 (0.00, 0.18) 0.042  

      0.600b  
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Table 4.17.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and infestations Event 5 (5.68) 13 (13.13) OR: 0.40 (0.14, 1.17) 0.086a  

No Event 83 (94.32) 86 (86.87) RR: 0.43 (0.16, 1.17) 0.098  

Total 88  99  ARR: 0.07 (-0.01, 0.16) 0.076  

      0.405b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 4 

Table 4.17.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Infections and infestations Event 15 (8.15) 15 (8.06) OR: 1.02 (0.48, 2.14) 0.967a  

No Event 169 (91.85) 171 (91.94) RR: 1.01 (0.51, 2.01) 0.967  

Total 184  186  ARR: 0.00 (-0.06, 0.05) 0.967  

      0.107b  
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Table 4.17.11 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk Infections and 

infestations 

COVID-19 

pneumonia 

Event 22 (5.43) 33 (8.13) OR: 0.65 (0.37, 1.13) 0.126a  

No Event 383 (94.57) 373 (91.87) RR: 0.67 (0.40, 1.13) 0.130  

Total 405  406  ARR: 0.03 (-0.01, 0.06) 0.127  

      0.006b  

      0.345c  
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Table 4.17.11 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (2.13) 4 (8.89) OR: 0.23 (0.02, 2.12) 0.162a  

No Event 46 (97.87) 41 (91.11) RR: 0.25 (0.03, 2.07) 0.197  

Total 47  45  ARR: 0.07 (-0.03, 0.16) 0.159  

      0.560b  
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Table 4.17.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

High risk Infections and infestations Event 26 (6.42) 42 (10.34) OR: 0.60 (0.36, 0.99) 0.044a  

No Event 379 (93.58) 364 (89.66) RR: 0.62 (0.39, 0.99) 0.047  

Total 405  406  ARR: 0.04 (0.00, 0.08) 0.044  

      0.019b  

      0.261c  
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Table 4.17.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Low risk Infections and infestations Event 1 (2.13) 5 (11.11) OR: 0.18 (0.02, 1.57) 0.085a  

No Event 46 (97.87) 40 (88.89) RR: 0.20 (0.02, 1.57) 0.125  

Total 47  45  ARR: 0.09 (-0.01, 0.19) 0.082  

      0.411b  
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Table 4.17.12 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (3.77) 25 (10.59) OR: 0.33 (0.15, 0.72) 0.004a  

No Event 230 (96.23) 211 (89.41) RR: 0.36 (0.17, 0.75) 0.006  

Total 239  236  ARR: 0.07 (0.02, 0.11) 0.004  

      NEb  

      NEc  
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Table 4.17.12.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Infections and infestations Event 11 (4.60) 29 (12.29) OR: 0.34 (0.17, 0.71) 0.003a  

No Event 228 (95.40) 207 (87.71) RR: 0.37 (0.19, 0.73) 0.004  

Total 239  236  ARR: 0.08 (0.03, 0.13) 0.002  

      NEb  

      NEc  
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Table 4.17.14 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity Infections and 

infestations 

COVID-19 

pneumonia 

Event 20 (4.99) 33 (8.25) OR: 0.59 (0.33, 1.04) 0.063a  

No Event 381 (95.01) 367 (91.75) RR: 0.60 (0.35, 1.04) 0.068  

Total 401  400  ARR: 0.03 (0.00, 0.07) 0.064  

      0.007b  
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Table 4.17.14 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (5.88) 4 (7.84) OR: 0.77 (0.17, 3.51) 0.718a  

No Event 48 (94.12) 47 (92.16) RR: 0.78 (0.20, 3.01) 0.719  

Total 51  51  ARR: 0.02 (-0.09, 0.12) 0.736  

      0.025b  

      0.785c  
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Table 4.17.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

At least one co-morbidity Infections and infestations Event 24 (5.99) 41 (10.25) OR: 0.56 (0.33, 0.94) 0.027a  

No Event 377 (94.01) 359 (89.75) RR: 0.58 (0.36, 0.95) 0.030  

Total 401  400  ARR: 0.04 (0.00, 0.08) 0.027  

      0.028b  
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Table 4.17.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

No co-morbidity Infections and infestations Event 3 (5.88) 6 (11.76) OR: 0.43 (0.09, 1.96) 0.201a  

No Event 48 (94.12) 45 (88.24) RR: 0.48 (0.16, 1.47) 0.197  

Total 51  51  ARR: 0.07 (-0.05, 0.19) 0.233  

      0.004b  

      0.825c  
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Table 4.17.15 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 20 (6.49) 26 (8.47) OR: 0.75 (0.41, 1.37) 0.350a  

No Event 288 (93.51) 281 (91.53) RR: 0.76 (0.43, 1.35) 0.352  

Total 308  307  ARR: 0.02 (-0.02, 0.06) 0.347  

      0.314b  

      0.882c  
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Table 4.17.15 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.56) 3 (3.90) OR: 0.64 (0.11, 3.88) 0.622a  

No Event 76 (97.44) 74 (96.10) RR: 0.65 (0.12, 3.56) 0.622  

Total 78  77  ARR: 0.01 (-0.04, 0.07) 0.628  

      0.465b  
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Table 4.17.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Infections and infestations Event 23 (7.47) 35 (11.40) OR: 0.62 (0.36, 1.08) 0.092a  

No Event 285 (92.53) 272 (88.60) RR: 0.65 (0.39, 1.08) 0.096  

Total 308  307  ARR: 0.04 (-0.01, 0.09) 0.091  

      0.410b  

      0.664c  
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Table 4.17.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Infections and infestations Event 2 (2.56) 2 (2.60) OR: 1.03 (0.14, 7.53) 0.976a  

No Event 76 (97.44) 75 (97.40) RR: 1.03 (0.15, 6.95) 0.975  

Total 78  77  ARR: 0.00 (-0.05, 0.05) 0.976  

      0.751b  
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Table 4.17.16 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and 

infestations 

COVID-19 

pneumonia 

Event 20 (5.75) 27 (8.16) OR: 0.68 (0.37, 1.24) 0.212a  

No Event 328 (94.25) 304 (91.84) RR: 0.70 (0.40, 1.23) 0.216  

Total 348  331  ARR: 0.02 (-0.01, 0.06) 0.212  

      0.139b  

      0.645c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.17.16 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (5.71) 2 (5.13) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 33 (94.29) 37 (94.87) RR: 0.81 (0.12, 5.28) 0.825  

Total 35  39  ARR: 0.01 (-0.09, 0.12) 0.825  

      0.216b  
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Table 4.17.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and infestations Event 23 (6.61) 35 (10.57) OR: 0.59 (0.34, 1.03) 0.062a  

No Event 325 (93.39) 296 (89.43) RR: 0.62 (0.37, 1.03) 0.065  

Total 348  331  ARR: 0.04 (0.00, 0.08) 0.062  

      0.205b  

      0.265c  
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Table 4.17.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and infestations Event 2 (5.71) 1 (2.56) OR: 1.66 (0.14, 19.32) 0.686a  

No Event 33 (94.29) 38 (97.44) RR: 1.62 (0.16, 16.60) 0.685  

Total 35  39  ARR: -0.02 (-0.11, 0.07) 0.681  

      0.359b  
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Table 4.17.21 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (6.05) 25 (10.92) OR: 0.53 (0.26, 1.06) 0.070a  

No Event 202 (93.95) 204 (89.08) RR: 0.55 (0.28, 1.07) 0.077  

Total 215  229  ARR: 0.05 (0.00, 0.10) 0.066  

      0.047b  

      NEc  
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Table 4.17.21.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Adjunctive therapy Infections and infestations Event 15 (6.98) 30 (13.10) OR: 0.50 (0.26, 0.96) 0.034a  

No Event 200 (93.02) 199 (86.90) RR: 0.53 (0.29, 0.97) 0.039  

Total 215  229  ARR: 0.06 (0.01, 0.12) 0.031  

      0.040b  

      NEc  
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Table 4.17.23 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

None Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (3.60) 11 (5.21) OR: 0.69 (0.27, 1.74) 0.428a  

No Event 214 (96.40) 200 (94.79) RR: 0.70 (0.29, 1.70) 0.430  

Total 222  211  ARR: 0.02 (-0.02, 0.05) 0.430  

      0.302b  

      NEc  
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Table 4.17.23.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

None Infections and infestations Event 10 (4.50) 15 (7.11) OR: 0.62 (0.27, 1.41) 0.250a  

No Event 212 (95.50) 196 (92.89) RR: 0.64 (0.29, 1.38) 0.254  

Total 222  211  ARR: 0.03 (-0.02, 0.07) 0.252  

      0.413b  

      NEc  
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Table 4.17.24 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (5.00) 1 (1.47) OR: 3.41 (0.33, 35.23) 0.270a  

No Event 57 (95.00) 67 (98.53) RR: 3.41 (0.33, 34.86) 0.302  

Total 60  68  ARR: -0.03 (-0.10, 0.03) 0.278  

      0.152b  
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Table 4.17.24 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 20 (5.22) 36 (9.57) OR: 0.53 (0.30, 0.93) 0.023a  

No Event 363 (94.78) 340 (90.43) RR: 0.55 (0.33, 0.93) 0.026  

Total 383  376  ARR: 0.04 (0.01, 0.08) 0.024  

      0.023b  

      0.076c  
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Table 4.17.24.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Infections and infestations Event 3 (5.00) 1 (1.47) OR: 3.41 (0.33, 35.23) 0.270a  

No Event 57 (95.00) 67 (98.53) RR: 3.41 (0.33, 34.86) 0.302  

Total 60  68  ARR: -0.03 (-0.10, 0.03) 0.278  

      0.152b  
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Table 4.17.24.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Infections and infestations Event 24 (6.27) 46 (12.23) OR: 0.49 (0.29, 0.81) 0.005a  

No Event 359 (93.73) 330 (87.77) RR: 0.52 (0.32, 0.83) 0.006  

Total 383  376  ARR: 0.06 (0.02, 0.10) 0.005  

      0.102b  

      0.059c  
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Table 4.17.25 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 7 (3.03) 14 (6.06) OR: 0.48 (0.19, 1.21) 0.111a  

No Event 224 (96.97) 217 (93.94) RR: 0.49 (0.20, 1.20) 0.119  

Total 231  231  ARR: 0.03 (-0.01, 0.07) 0.110  

      0.915b  

      0.580c  
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Table 4.17.25 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 16 (7.24) 23 (10.45) OR: 0.67 (0.35, 1.30) 0.234a  

No Event 205 (92.76) 197 (89.55) RR: 0.69 (0.37, 1.28) 0.241  

Total 221  220  ARR: 0.03 (-0.02, 0.09) 0.236  

      0.003b  
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Table 4.17.25.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and infestations Event 8 (3.46) 19 (8.23) OR: 0.39 (0.17, 0.92) 0.028a  

No Event 223 (96.54) 212 (91.77) RR: 0.42 (0.19, 0.93) 0.033  

Total 231  231  ARR: 0.05 (0.01, 0.09) 0.026  

      0.625b  

      0.370c  
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Table 4.17.25.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and infestations Event 19 (8.60) 28 (12.73) OR: 0.65 (0.35, 1.19) 0.157a  

No Event 202 (91.40) 192 (87.27) RR: 0.67 (0.38, 1.18) 0.163  

Total 221  220  ARR: 0.04 (-0.02, 0.10) 0.158  

      0.006b  
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Table 4.17.26 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 11 (3.06) 25 (7.02) OR: 0.42 (0.20, 0.86) 0.014a  

No Event 349 (96.94) 331 (92.98) RR: 0.43 (0.22, 0.87) 0.018  

Total 360  356  ARR: 0.04 (0.01, 0.07) 0.014  

      0.236b  

      0.109c  
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Table 4.17.26 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (13.04) 12 (12.63) OR: 1.04 (0.44, 2.44) 0.933a  

No Event 80 (86.96) 83 (87.37) RR: 1.03 (0.47, 2.26) 0.934  

Total 92  95  ARR: 0.00 (-0.10, 0.09) 0.933  

      0.018b  
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Table 4.17.26.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and infestations Event 15 (4.17) 32 (8.99) OR: 0.44 (0.23, 0.83) 0.009a  

No Event 345 (95.83) 324 (91.01) RR: 0.46 (0.26, 0.84) 0.011  

Total 360  356  ARR: 0.05 (0.01, 0.08) 0.009  

      0.446b  

      0.256c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.17.26.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and infestations Event 12 (13.04) 15 (15.79) OR: 0.80 (0.35, 1.82) 0.599a  

No Event 80 (86.96) 80 (84.21) RR: 0.82 (0.40, 1.72) 0.605  

Total 92  95  ARR: 0.03 (-0.07, 0.13) 0.598  

      0.020b  
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Table 4.17.27 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 16 (3.88) 29 (6.89) OR: 0.55 (0.29, 1.02) 0.053a  

No Event 396 (96.12) 392 (93.11) RR: 0.56 (0.31, 1.02) 0.057  

Total 412  421  ARR: 0.03 (0.00, 0.06) 0.052  

      0.051b  

      0.921c  
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Table 4.17.27 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 7 (17.50) 8 (26.67) OR: 0.57 (0.18, 1.83) 0.349a  

No Event 33 (82.50) 22 (73.33) RR: 0.63 (0.24, 1.69) 0.358  

Total 40  30  ARR: 0.10 (-0.10, 0.29) 0.347  

      0.180b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.17.27.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and infestations Event 20 (4.85) 37 (8.79) OR: 0.53 (0.30, 0.93) 0.025a  

No Event 392 (95.15) 384 (91.21) RR: 0.55 (0.33, 0.94) 0.027  

Total 412  421  ARR: 0.04 (0.01, 0.07) 0.024  

      0.199b  

      0.728c  
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Table 4.17.27.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and infestations Event 7 (17.50) 10 (33.33) OR: 0.43 (0.14, 1.33) 0.145a  

No Event 33 (82.50) 20 (66.67) RR: 0.51 (0.20, 1.31) 0.164  

Total 40  30  ARR: 0.16 (-0.05, 0.36) 0.146  

      0.084b  
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Table 4.18.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 Infections and 

infestations 

COVID-19 

pneumonia 

Event 11 (2.80) 28 (7.11) OR: 0.38 (0.19, 0.77) 0.005a  

No Event 382 (97.20) 366 (92.89) RR: 0.39 (0.20, 0.78) 0.008  

Total 393  394  ARR: 0.04 (0.01, 0.07) 0.005  

      0.116b  

      0.009c  
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Table 4.18.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 Infections and 

infestations 

COVID-19 

pneumonia 

Event 10 (16.95) 5 (8.77) OR: 2.02 (0.67, 6.11) 0.195a  

No Event 49 (83.05) 52 (91.23) RR: 1.90 (0.69, 5.22) 0.212  

Total 59  57  ARR: -0.08 (-0.21, 0.04) 0.199  

      0.013b  
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Table 4.18.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 65 Infections and infestations Event 14 (3.56) 34 (8.63) OR: 0.39 (0.21, 0.74) 0.003a  

No Event 379 (96.44) 360 (91.37) RR: 0.41 (0.23, 0.76) 0.004  

Total 393  394  ARR: 0.05 (0.02, 0.08) 0.003  

      0.218b  

      0.053c  
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Table 4.18.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 65 Infections and infestations Event 10 (16.95) 8 (14.04) OR: 1.23 (0.46, 3.28) 0.674a  

No Event 49 (83.05) 49 (85.96) RR: 1.20 (0.51, 2.83) 0.679  

Total 59  57  ARR: -0.03 (-0.16, 0.11) 0.680  

      0.018b  
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Table 4.18.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 Infections and 

infestations 

COVID-19 

pneumonia 

Event 15 (3.48) 32 (7.27) OR: 0.46 (0.25, 0.86) 0.013a  

No Event 416 (96.52) 408 (92.73) RR: 0.48 (0.26, 0.87) 0.016  

Total 431  440  ARR: 0.04 (0.01, 0.07) 0.013  

      0.017b  

      0.048c  
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Table 4.18.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (28.57) 1 (9.09) OR: 3.28 (0.40, 26.80) 0.226a  

No Event 15 (71.43) 10 (90.91) RR: 2.75 (0.48, 15.91) 0.258  

Total 21  11  ARR: -0.20 (-0.49, 0.10) 0.186  

      0.136b  
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Table 4.18.2.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 75 Infections and infestations Event 18 (4.18) 40 (9.09) OR: 0.44 (0.25, 0.77) 0.004a  

No Event 413 (95.82) 400 (90.91) RR: 0.46 (0.27, 0.79) 0.005  

Total 431  440  ARR: 0.05 (0.02, 0.08) 0.003  

      0.058b  

      0.130c  
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Table 4.18.2.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 75 Infections and infestations Event 6 (28.57) 2 (18.18) OR: 1.49 (0.28, 7.92) 0.615a  

No Event 15 (71.43) 9 (81.82) RR: 1.38 (0.40, 4.77) 0.614  

Total 21  11  ARR: -0.08 (-0.43, 0.26) 0.628  

      0.037b  
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Table 4.18.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 Infections and 

infestations 

COVID-19 

pneumonia 

Event 19 (4.29) 32 (7.17) OR: 0.58 (0.32, 1.04) 0.064a  

No Event 424 (95.71) 414 (92.83) RR: 0.60 (0.34, 1.04) 0.068  

Total 443  446  ARR: 0.03 (0.00, 0.06) 0.064  

      0.035b  

      0.627c  
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Table 4.18.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.18.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 80 Infections and infestations Event 22 (4.97) 41 (9.19) OR: 0.52 (0.30, 0.88) 0.014a  

No Event 421 (95.03) 405 (90.81) RR: 0.54 (0.33, 0.89) 0.016  

Total 443  446  ARR: 0.04 (0.01, 0.08) 0.014  

      0.095b  

      0.566c  
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Table 4.18.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 80 Infections and infestations Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.18.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male Infections and 

infestations 

COVID-19 

pneumonia 

Event 11 (5.16) 19 (8.09) OR: 0.64 (0.30, 1.35) 0.226a  

No Event 202 (94.84) 216 (91.91) RR: 0.65 (0.32, 1.32) 0.233  

Total 213  235  ARR: 0.03 (-0.02, 0.08) 0.229  

      0.008b  
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Table 4.18.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female Infections and 

infestations 

COVID-19 

pneumonia 

Event 10 (4.18) 14 (6.48) OR: 0.65 (0.28, 1.49) 0.305a  

No Event 229 (95.82) 202 (93.52) RR: 0.66 (0.30, 1.46) 0.307  

Total 239  216  ARR: 0.02 (-0.02, 0.06) 0.308  

      0.720b  

      0.976c  
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Table 4.18.4.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Male Infections and infestations Event 13 (6.10) 25 (10.64) OR: 0.57 (0.29, 1.14) 0.105a  

No Event 200 (93.90) 210 (89.36) RR: 0.60 (0.31, 1.13) 0.112  

Total 213  235  ARR: 0.04 (-0.01, 0.09) 0.104  

      0.016b  
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Table 4.18.4.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Female Infections and infestations Event 11 (4.60) 17 (7.87) OR: 0.58 (0.26, 1.26) 0.166a  

No Event 228 (95.40) 199 (92.13) RR: 0.60 (0.29, 1.25) 0.170  

Total 239  216  ARR: 0.03 (-0.01, 0.08) 0.170  

      0.759b  

      0.950c  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.00) 11 (9.57) OR: 0.19 (0.04, 0.91) 0.025a  

No Event 98 (98.00) 104 (90.43) RR: 0.20 (0.04, 0.98) 0.047  

Total 100  115  ARR: 0.07 (0.01, 0.13) 0.016  

      0.215b  

      0.121c  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (20.00) 3 (14.29) OR: 1.27 (0.29, 5.52) 0.745a  

No Event 24 (80.00) 18 (85.71) RR: 1.24 (0.32, 4.80) 0.757  

Total 30  21  ARR: -0.04 (-0.25, 0.18) 0.748  

      0.042b  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (6.25) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 15 (93.75) 20 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 16  20  ARR: -0.06 (-0.18, 0.06) 0.307  

      NEb  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 0 (0.00) 2 (9.52) OR: 0.33 (0.03, 3.58) 0.186a  

No Event 21 (100.00) 19 (90.48) RR: 0.38 (0.04, 3.25) 0.374  

Total 21  21  ARR: 0.09 (-0.03, 0.21) 0.152  

      NEb  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (4.21) 17 (6.20) OR: 0.66 (0.31, 1.41) 0.283a  

No Event 273 (95.79) 257 (93.80) RR: 0.68 (0.33, 1.39) 0.287  

Total 285  274  ARR: 0.02 (-0.02, 0.06) 0.286  

      0.184b  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 
(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 
AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 
a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 
(high vs. low). 
b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 
group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 
c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 
N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 
response data. Missing response data were not imputed. 
Program Path: \Table 4.sas 
Data Source: ADAE Run Date: 02FEB2022 

 
AZD7442 
(N = 452)  

Placebo 
(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  
American Indian or Alaska 
Native 

Infections and infestations Event 2 (2.00) 14 (12.17) OR: 0.15 (0.03, 0.68) 0.006a  
No Event 98 (98.00) 101 (87.83) RR: 0.16 (0.03, 0.74) 0.020  
Total 100  115  ARR: 0.10 (0.03, 0.16) 0.003  
      0.241b  
      0.189c  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 
(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 
AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 
a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 
(high vs. low). 
b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 
group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 
c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 
N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 
response data. Missing response data were not imputed. 
Program Path: \Table 4.sas 
Data Source: ADAE Run Date: 02FEB2022 

 
AZD7442 
(N = 452)  

Placebo 
(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  
Asian Infections and infestations Event 6 (20.00) 3 (14.29) OR: 1.27 (0.29, 5.52) 0.745a  

No Event 24 (80.00) 18 (85.71) RR: 1.24 (0.32, 4.80) 0.757  
Total 30  21  ARR: -0.04 (-0.25, 0.18) 0.748  
      0.042b  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 
(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 
AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 
a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 
(high vs. low). 
b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 
group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 
c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 
N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 
response data. Missing response data were not imputed. 
Program Path: \Table 4.sas 
Data Source: ADAE Run Date: 02FEB2022 

 
AZD7442 
(N = 452)  

Placebo 
(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  
Black or African American Infections and infestations Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

No Event 15 (93.75) 19 (95.00) RR: 1.25 (0.07, 21.21) 0.875  
Total 16  20  ARR: -0.01 (-0.17, 0.14) 0.875  
      0.150b  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 
(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 
AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 
a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 
(high vs. low). 
b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 
group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 
c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 
N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 
response data. Missing response data were not imputed. 
Program Path: \Table 4.sas 
Data Source: ADAE Run Date: 02FEB2022 

 
AZD7442 
(N = 452)  

Placebo 
(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  
Native Hawaiian or Other 
Pacific Islanders 

Infections and infestations Event 0 (0.00) 1 (4.76) OR: 0.33 (0.01, 10.11) 0.361a  
No Event 21 (100.00) 20 (95.24) RR: 0.39 (0.02, 7.88) 0.538  
Total 21  21  ARR: 0.04 (-0.04, 0.13) 0.329  
      NEb  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 
(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 
AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 
a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 
(high vs. low). 
b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 
group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 
c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 
N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 
response data. Missing response data were not imputed. 
Program Path: \Table 4.sas 
Data Source: ADAE Run Date: 02FEB2022 

 
AZD7442 
(N = 452)  

Placebo 
(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  
White Infections and infestations Event 15 (5.26) 23 (8.39) OR: 0.61 (0.31, 1.20) 0.148a  

No Event 270 (94.74) 251 (91.61) RR: 0.63 (0.34, 1.18) 0.152  
Total 285  274  ARR: 0.03 (-0.01, 0.07) 0.150  
      0.334b  
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Table 4.18.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (2.61) 20 (8.40) OR: 0.29 (0.12, 0.75) 0.007a  

No Event 224 (97.39) 218 (91.60) RR: 0.31 (0.12, 0.77) 0.012  

Total 230  238  ARR: 0.06 (0.02, 0.10) 0.006  

      0.236b  

      0.026c  
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Table 4.18.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic Infections and 

infestations 

COVID-19 

pneumonia 

Event 15 (6.76) 13 (6.10) OR: 1.11 (0.52, 2.36) 0.776a  

No Event 207 (93.24) 200 (93.90) RR: 1.11 (0.55, 2.22) 0.777  

Total 222  213  ARR: -0.01 (-0.05, 0.04) 0.781  

      0.038b  
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Table 4.18.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Hispanic Infections and infestations Event 8 (3.48) 26 (10.92) OR: 0.29 (0.13, 0.67) 0.002a  

No Event 222 (96.52) 212 (89.08) RR: 0.32 (0.14, 0.69) 0.004  

Total 230  238  ARR: 0.07 (0.03, 0.12) 0.002  

      0.383b  

      0.031c  
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Table 4.18.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Not Hispanic Infections and infestations Event 16 (7.21) 16 (7.51) OR: 0.98 (0.48, 1.98) 0.947a  

No Event 206 (92.79) 197 (92.49) RR: 0.98 (0.51, 1.87) 0.947  

Total 222  213  ARR: 0.00 (-0.05, 0.05) 0.948  

      0.091b  
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Table 4.18.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (4.69) 2 (5.00) OR: 1.21 (0.20, 7.41) 0.837a  

No Event 61 (95.31) 38 (95.00) RR: 1.19 (0.23, 6.27) 0.836  

Total 64  40  ARR: -0.01 (-0.10, 0.08) 0.838  

      0.421b  
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Table 4.18.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (4.81) 9 (4.71) OR: 1.02 (0.40, 2.61) 0.958a  

No Event 178 (95.19) 182 (95.29) RR: 1.02 (0.42, 2.48) 0.958  

Total 187  191  ARR: 0.00 (-0.04, 0.04) 0.959  

      0.178b  

      0.336c  
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Table 4.18.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (4.48) 22 (10.00) OR: 0.43 (0.19, 0.96) 0.036a  

No Event 192 (95.52) 198 (90.00) RR: 0.45 (0.21, 0.98) 0.043  

Total 201  220  ARR: 0.05 (0.01, 0.10) 0.031  

      0.115b  
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Table 4.18.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

US Infections and infestations Event 3 (4.69) 2 (5.00) OR: 1.21 (0.20, 7.41) 0.837a  

No Event 61 (95.31) 38 (95.00) RR: 1.19 (0.23, 6.27) 0.836  

Total 64  40  ARR: -0.01 (-0.10, 0.08) 0.838  

      0.421b  
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Table 4.18.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Europe Infections and infestations Event 10 (5.35) 14 (7.33) OR: 0.72 (0.32, 1.65) 0.437a  

No Event 177 (94.65) 177 (92.67) RR: 0.74 (0.34, 1.59) 0.439  

Total 187  191  ARR: 0.02 (-0.03, 0.07) 0.441  

      0.256b  

      0.573c  
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Table 4.18.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Other Infections and infestations Event 11 (5.47) 26 (11.82) OR: 0.44 (0.21, 0.91) 0.025a  

No Event 190 (94.53) 194 (88.18) RR: 0.46 (0.23, 0.93) 0.030  

Total 201  220  ARR: 0.06 (0.01, 0.12) 0.021  

      0.189b  
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Table 4.18.8 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (3.36) 25 (9.43) OR: 0.33 (0.15, 0.73) 0.004a  

No Event 259 (96.64) 240 (90.57) RR: 0.36 (0.17, 0.75) 0.006  

Total 268  265  ARR: 0.06 (0.02, 0.10) 0.004  

      0.757b  

      0.010c  
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Table 4.18.8 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (6.52) 8 (4.30) OR: 1.56 (0.62, 3.89) 0.339a  

No Event 172 (93.48) 178 (95.70) RR: 1.52 (0.64, 3.63) 0.343  

Total 184  186  ARR: -0.02 (-0.07, 0.02) 0.340  

      0.171b  
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Table 4.18.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≤ 5 

days 

Infections and infestations Event 10 (3.73) 28 (10.57) OR: 0.33 (0.16, 0.69) 0.002a  

No Event 258 (96.27) 237 (89.43) RR: 0.35 (0.18, 0.71) 0.004  

Total 268  265  ARR: 0.07 (0.02, 0.11) 0.002  

      0.747b  

      0.037c  
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Table 4.18.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset > 5 

days 

Infections and infestations Event 14 (7.61) 14 (7.53) OR: 1.01 (0.47, 2.18) 0.970a  

No Event 170 (92.39) 172 (92.47) RR: 1.01 (0.50, 2.06) 0.970  

Total 184  186  ARR: 0.00 (-0.06, 0.05) 0.970  

      0.106b  
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Table 4.18.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.11) 6 (6.98) OR: 0.29 (0.06, 1.46) 0.113a  

No Event 93 (97.89) 80 (93.02) RR: 0.31 (0.06, 1.44) 0.135  

Total 95  86  ARR: 0.05 (-0.01, 0.11) 0.120  

      0.468b  

      0.301c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.18.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 19 (5.32) 27 (7.40) OR: 0.70 (0.38, 1.29) 0.252a  

No Event 338 (94.68) 338 (92.60) RR: 0.72 (0.41, 1.27) 0.254  

Total 357  365  ARR: 0.02 (-0.01, 0.06) 0.250  

      0.796b  
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Table 4.18.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≤ 3 

days 

Infections and infestations Event 2 (2.11) 8 (9.30) OR: 0.21 (0.04, 1.03) 0.036a  

No Event 93 (97.89) 78 (90.70) RR: 0.23 (0.05, 1.04) 0.056  

Total 95  86  ARR: 0.07 (0.00, 0.14) 0.039  

      0.538b  

      0.178c  
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Table 4.18.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset > 3 

days 

Infections and infestations Event 22 (6.16) 34 (9.32) OR: 0.64 (0.37, 1.12) 0.113a  

No Event 335 (93.84) 331 (90.68) RR: 0.66 (0.39, 1.11) 0.116  

Total 357  365  ARR: 0.03 (-0.01, 0.07) 0.111  

      0.562b  
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Table 4.18.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.11) 6 (6.98) OR: 0.29 (0.06, 1.46) 0.113a  

No Event 93 (97.89) 80 (93.02) RR: 0.31 (0.06, 1.44) 0.135  

Total 95  86  ARR: 0.05 (-0.01, 0.11) 0.120  

      0.468b  

      0.046c  
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Table 4.18.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.35) 10 (12.50) OR: 0.17 (0.03, 0.79) 0.013a  

No Event 83 (97.65) 70 (87.50) RR: 0.19 (0.04, 0.83) 0.028  

Total 85  80  ARR: 0.10 (0.02, 0.18) 0.012  

      0.694b  
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Table 4.18.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 5 (5.68) 9 (9.09) OR: 0.60 (0.20, 1.86) 0.375a  

No Event 83 (94.32) 90 (90.91) RR: 0.62 (0.22, 1.79) 0.381  

Total 88  99  ARR: 0.03 (-0.04, 0.11) 0.369  

      0.138b  
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Table 4.18.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (6.52) 8 (4.30) OR: 1.56 (0.62, 3.89) 0.339a  

No Event 172 (93.48) 178 (95.70) RR: 1.52 (0.64, 3.63) 0.343  

Total 184  186  ARR: -0.02 (-0.07, 0.02) 0.340  

      0.171b  
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Table 4.18.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset < 25% Infections and infestations Event 2 (2.11) 8 (9.30) OR: 0.21 (0.04, 1.03) 0.036a  

No Event 93 (97.89) 78 (90.70) RR: 0.23 (0.05, 1.04) 0.056  

Total 95  86  ARR: 0.07 (0.00, 0.14) 0.039  

      0.538b  

      0.150c  
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Table 4.18.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and infestations Event 3 (3.53) 10 (12.50) OR: 0.25 (0.07, 0.96) 0.033a  

No Event 82 (96.47) 70 (87.50) RR: 0.28 (0.08, 0.99) 0.048  

Total 85  80  ARR: 0.09 (0.01, 0.17) 0.032  

      0.630b  
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Table 4.18.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and infestations Event 5 (5.68) 10 (10.10) OR: 0.54 (0.18, 1.63) 0.265a  

No Event 83 (94.32) 89 (89.90) RR: 0.56 (0.20, 1.58) 0.274  

Total 88  99  ARR: 0.04 (-0.03, 0.12) 0.258  

      0.118b  
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Table 4.18.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≥ 75% Infections and infestations Event 14 (7.61) 14 (7.53) OR: 1.01 (0.47, 2.18) 0.970a  

No Event 170 (92.39) 172 (92.47) RR: 1.01 (0.50, 2.06) 0.970  

Total 184  186  ARR: 0.00 (-0.06, 0.05) 0.970  

      0.106b  
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Table 4.18.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk Infections and 

infestations 

COVID-19 

pneumonia 

Event 20 (4.94) 30 (7.39) OR: 0.65 (0.37, 1.17) 0.146a  

No Event 385 (95.06) 376 (92.61) RR: 0.67 (0.39, 1.16) 0.151  

Total 405  406  ARR: 0.02 (-0.01, 0.06) 0.147  

      0.006b  

      0.523c  
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Table 4.18.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (2.13) 3 (6.67) OR: 0.31 (0.03, 3.09) 0.297a  

No Event 46 (97.87) 42 (93.33) RR: 0.33 (0.04, 2.95) 0.320  

Total 47  45  ARR: 0.04 (-0.04, 0.13) 0.295  

      0.482b  
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Table 4.18.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

High risk Infections and infestations Event 23 (5.68) 38 (9.36) OR: 0.59 (0.34, 1.00) 0.047a  

No Event 382 (94.32) 368 (90.64) RR: 0.61 (0.37, 1.00) 0.051  

Total 405  406  ARR: 0.04 (0.00, 0.07) 0.047  

      0.017b  

      0.398c  
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Table 4.18.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Low risk Infections and infestations Event 1 (2.13) 4 (8.89) OR: 0.23 (0.03, 2.08) 0.156a  

No Event 46 (97.87) 41 (91.11) RR: 0.24 (0.03, 2.04) 0.192  

Total 47  45  ARR: 0.07 (-0.03, 0.16) 0.156  

      0.331b  
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Table 4.18.12 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (3.35) 23 (9.75) OR: 0.32 (0.14, 0.73) 0.005a  

No Event 231 (96.65) 213 (90.25) RR: 0.34 (0.16, 0.75) 0.008  

Total 239  236  ARR: 0.06 (0.02, 0.11) 0.005  

      NEb  

      NEc  
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Table 4.18.12.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

High risk + time from symptom 

onset ≤ 5 days 

Infections and infestations Event 9 (3.77) 26 (11.02) OR: 0.32 (0.14, 0.69) 0.003a  

No Event 230 (96.23) 210 (88.98) RR: 0.34 (0.16, 0.71) 0.004  

Total 239  236  ARR: 0.07 (0.03, 0.12) 0.002  

      NEb  

      NEc  
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Table 4.18.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity Infections and 

infestations 

COVID-19 

pneumonia 

Event 18 (4.49) 30 (7.50) OR: 0.58 (0.32, 1.06) 0.073a  

No Event 383 (95.51) 370 (92.50) RR: 0.60 (0.34, 1.06) 0.078  

Total 401  400  ARR: 0.03 (0.00, 0.06) 0.073  

      0.007b  
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Table 4.18.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (5.88) 3 (5.88) OR: 1.04 (0.21, 5.06) 0.962a  

No Event 48 (94.12) 48 (94.12) RR: 1.04 (0.25, 4.33) 0.962  

Total 51  51  ARR: 0.00 (-0.10, 0.10) 0.965  

      0.049b  

      0.540c  
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Table 4.18.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

At least one co-morbidity Infections and infestations Event 21 (5.24) 37 (9.25) OR: 0.54 (0.31, 0.95) 0.029a  

No Event 380 (94.76) 363 (90.75) RR: 0.57 (0.34, 0.95) 0.032  

Total 401  400  ARR: 0.04 (0.00, 0.08) 0.028  

      0.024b  
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Table 4.18.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

No co-morbidity Infections and infestations Event 3 (5.88) 5 (9.80) OR: 0.51 (0.11, 2.42) 0.332a  

No Event 48 (94.12) 46 (90.20) RR: 0.56 (0.18, 1.74) 0.320  

Total 51  51  ARR: 0.05 (-0.06, 0.16) 0.373  

      0.007b  

      0.942c  
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Table 4.18.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 18 (5.84) 22 (7.17) OR: 0.80 (0.42, 1.53) 0.499a  

No Event 290 (94.16) 285 (92.83) RR: 0.81 (0.44, 1.49) 0.500  

Total 308  307  ARR: 0.01 (-0.03, 0.05) 0.497  

      0.373b  

      0.828c  
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Table 4.18.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.56) 3 (3.90) OR: 0.64 (0.11, 3.88) 0.622a  

No Event 76 (97.44) 74 (96.10) RR: 0.65 (0.12, 3.56) 0.622  

Total 78  77  ARR: 0.01 (-0.04, 0.07) 0.628  

      0.465b  
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Table 4.18.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Infections and infestations Event 20 (6.49) 30 (9.77) OR: 0.63 (0.35, 1.14) 0.129a  

No Event 288 (93.51) 277 (90.23) RR: 0.66 (0.38, 1.14) 0.132  

Total 308  307  ARR: 0.03 (-0.01, 0.08) 0.127  

      0.448b  

      0.682c  
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Table 4.18.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Infections and infestations Event 2 (2.56) 2 (2.60) OR: 1.03 (0.14, 7.53) 0.976a  

No Event 76 (97.44) 75 (97.40) RR: 1.03 (0.15, 6.95) 0.975  

Total 78  77  ARR: 0.00 (-0.05, 0.05) 0.976  

      0.751b  
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Table 4.18.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and 

infestations 

COVID-19 

pneumonia 

Event 18 (5.17) 23 (6.95) OR: 0.72 (0.38, 1.37) 0.321a  

No Event 330 (94.83) 308 (93.05) RR: 0.74 (0.40, 1.35) 0.323  

Total 348  331  ARR: 0.02 (-0.02, 0.05) 0.320  

      0.197b  

      0.690c  
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Table 4.18.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (5.71) 2 (5.13) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 33 (94.29) 37 (94.87) RR: 0.81 (0.12, 5.28) 0.825  

Total 35  39  ARR: 0.01 (-0.09, 0.12) 0.825  

      0.216b  
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Table 4.18.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and infestations Event 20 (5.75) 30 (9.06) OR: 0.60 (0.34, 1.09) 0.092a  

No Event 328 (94.25) 301 (90.94) RR: 0.63 (0.36, 1.08) 0.095  

Total 348  331  ARR: 0.03 (-0.01, 0.07) 0.092  

      0.269b  

      0.276c  
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Table 4.18.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and infestations Event 2 (5.71) 1 (2.56) OR: 1.66 (0.14, 19.32) 0.686a  

No Event 33 (94.29) 38 (97.44) RR: 1.62 (0.16, 16.60) 0.685  

Total 35  39  ARR: -0.02 (-0.11, 0.07) 0.681  

      0.359b  
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Table 4.18.21 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (6.05) 24 (10.48) OR: 0.55 (0.27, 1.11) 0.094a  

No Event 202 (93.95) 205 (89.52) RR: 0.57 (0.29, 1.11) 0.101  

Total 215  229  ARR: 0.04 (-0.01, 0.10) 0.089  

      0.060b  

      NEc  
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Table 4.18.21.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Adjunctive therapy Infections and infestations Event 15 (6.98) 28 (12.23) OR: 0.54 (0.28, 1.04) 0.062a  

No Event 200 (93.02) 201 (87.77) RR: 0.56 (0.31, 1.04) 0.068  

Total 215  229  ARR: 0.05 (0.00, 0.11) 0.058  

      0.063b  

      NEc  
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Table 4.18.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (5.00) 1 (1.47) OR: 3.41 (0.33, 35.23) 0.270a  

No Event 57 (95.00) 67 (98.53) RR: 3.41 (0.33, 34.86) 0.302  

Total 60  68  ARR: -0.03 (-0.10, 0.03) 0.278  

      0.152b  
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Table 4.18.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 18 (4.70) 32 (8.51) OR: 0.54 (0.30, 0.97) 0.036a  

No Event 365 (95.30) 344 (91.49) RR: 0.56 (0.32, 0.97) 0.039  

Total 383  376  ARR: 0.04 (0.00, 0.07) 0.037  

      0.027b  

      0.081c  
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Table 4.18.24.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Infections and infestations Event 3 (5.00) 1 (1.47) OR: 3.41 (0.33, 35.23) 0.270a  

No Event 57 (95.00) 67 (98.53) RR: 3.41 (0.33, 34.86) 0.302  

Total 60  68  ARR: -0.03 (-0.10, 0.03) 0.278  

      0.152b  
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Table 4.18.24.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Infections and infestations Event 21 (5.48) 41 (10.90) OR: 0.48 (0.28, 0.83) 0.007a  

No Event 362 (94.52) 335 (89.10) RR: 0.51 (0.31, 0.84) 0.008  

Total 383  376  ARR: 0.05 (0.01, 0.09) 0.007  

      0.101b  

      0.059c  
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Table 4.18.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (2.60) 13 (5.63) OR: 0.44 (0.16, 1.18) 0.097a  

No Event 225 (97.40) 218 (94.37) RR: 0.46 (0.18, 1.18) 0.106  

Total 231  231  ARR: 0.03 (-0.01, 0.07) 0.095  

      0.831b  

      0.427c  
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Table 4.18.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 15 (6.79) 20 (9.09) OR: 0.73 (0.37, 1.46) 0.371a  

No Event 206 (93.21) 200 (90.91) RR: 0.74 (0.39, 1.43) 0.376  

Total 221  220  ARR: 0.02 (-0.03, 0.07) 0.373  

      0.005b  
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Table 4.18.25.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and infestations Event 6 (2.60) 17 (7.36) OR: 0.33 (0.13, 0.86) 0.018a  

No Event 225 (97.40) 214 (92.64) RR: 0.35 (0.14, 0.88) 0.025  

Total 231  231  ARR: 0.05 (0.01, 0.09) 0.017  

      0.807b  

      0.212c  
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Table 4.18.25.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and infestations Event 18 (8.14) 25 (11.36) OR: 0.69 (0.37, 1.31) 0.251a  

No Event 203 (91.86) 195 (88.64) RR: 0.71 (0.40, 1.28) 0.257  

Total 221  220  ARR: 0.03 (-0.02, 0.09) 0.252  

      0.011b  
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Table 4.18.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 10 (2.78) 24 (6.74) OR: 0.40 (0.19, 0.84) 0.012a  

No Event 350 (97.22) 332 (93.26) RR: 0.41 (0.20, 0.85) 0.016  

Total 360  356  ARR: 0.04 (0.01, 0.07) 0.012  

      0.189b  

      0.049c  
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Table 4.18.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 11 (11.96) 9 (9.47) OR: 1.30 (0.51, 3.31) 0.578a  

No Event 81 (88.04) 86 (90.53) RR: 1.28 (0.53, 3.05) 0.583  

Total 92  95  ARR: -0.03 (-0.11, 0.06) 0.577  

      0.024b  
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Table 4.18.26.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and infestations Event 13 (3.61) 30 (8.43) OR: 0.41 (0.21, 0.80) 0.007a  

No Event 347 (96.39) 326 (91.57) RR: 0.43 (0.23, 0.81) 0.009  

Total 360  356  ARR: 0.05 (0.01, 0.08) 0.007  

      0.322b  

      0.133c  
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Table 4.18.26.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and infestations Event 11 (11.96) 12 (12.63) OR: 0.95 (0.39, 2.26) 0.901a  

No Event 81 (88.04) 83 (87.37) RR: 0.95 (0.43, 2.11) 0.902  

Total 92  95  ARR: 0.01 (-0.09, 0.10) 0.900  

      0.030b  
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Table 4.18.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 15 (3.64) 27 (6.41) OR: 0.55 (0.29, 1.05) 0.066a  

No Event 397 (96.36) 394 (93.59) RR: 0.57 (0.31, 1.05) 0.070  

Total 412  421  ARR: 0.03 (0.00, 0.06) 0.066  

      0.050b  

      0.730c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.18.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (15.00) 6 (20.00) OR: 0.72 (0.20, 2.56) 0.618a  

No Event 34 (85.00) 24 (80.00) RR: 0.75 (0.24, 2.33) 0.622  

Total 40  30  ARR: 0.05 (-0.13, 0.23) 0.614  

      0.175b  
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Table 4.18.27.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and infestations Event 18 (4.37) 34 (8.08) OR: 0.52 (0.29, 0.94) 0.028a  

No Event 394 (95.63) 387 (91.92) RR: 0.54 (0.31, 0.95) 0.031  

Total 412  421  ARR: 0.04 (0.00, 0.07) 0.027  

      0.171b  

      0.919c  
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Table 4.18.27.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 452)  

Placebo 

(N = 451)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and infestations Event 6 (15.00) 8 (26.67) OR: 0.51 (0.15, 1.71) 0.282a  

No Event 34 (85.00) 22 (73.33) RR: 0.57 (0.20, 1.65) 0.301  

Total 40  30  ARR: 0.11 (-0.09, 0.30) 0.284  

      0.082b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Any AEs Event 153 (37.05) 178 (42.28) OR: 0.80 (0.61, 1.06) 0.122a  

No Event 260 (62.95) 243 (57.72) RR: 0.88 (0.74, 1.04) 0.122  

Total 413  421  ARR: 0.05 (-0.01, 0.12) 0.121  

      0.516b  
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Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

AE with Outcome of Death Event 5 (1.21) 6 (1.43) OR: 0.85 (0.26, 2.79) 0.783a  

No Event 408 (98.79) 415 (98.57) RR: 0.85 (0.26, 2.75) 0.783  

Total 413  421  ARR: 0.00 (-0.01, 0.02) 0.783  

      0.781b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Serious Adverse Events (SAEs) Event 29 (7.02) 51 (12.11) OR: 0.55 (0.34, 0.88) 0.012a  

No Event 384 (92.98) 370 (87.89) RR: 0.58 (0.38, 0.90) 0.014  

Total 413  421  ARR: 0.05 (0.01, 0.09) 0.012  

      0.166b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

AE Leading to Study Withdrawal Event 3 (0.73) 7 (1.66) OR: 0.43 (0.11, 1.68) 0.214a  

No Event 410 (99.27) 414 (98.34) RR: 0.44 (0.11, 1.68) 0.227  

Total 413  421  ARR: 0.01 (-0.01, 0.02) 0.211  

      0.808b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

AE Leading to Discontinuation of Study 

Medication 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 413 (100.00) 421 (100.00) RR: NE (NE, NE) NE  

Total 413  421  ARR: NE (NE, NE) NE  

      NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Adverse Events of Special Interest 

(AESI) 

Event 15 (3.63) 15 (3.56) OR: 1.01 (0.49, 2.11) 0.969a  

No Event 398 (96.37) 406 (96.44) RR: 1.01 (0.50, 2.04) 0.969  

Total 413  421  ARR: 0.00 (-0.03, 0.02) 0.969  

      0.507b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Treatment Emergent AE Event 153 (37.05) 178 (42.28) OR: 0.80 (0.61, 1.06) 0.122a  

No Event 260 (62.95) 243 (57.72) RR: 0.88 (0.74, 1.04) 0.122  

Total 413  421  ARR: 0.05 (-0.01, 0.12) 0.121  

      0.516b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Severe AE Event 26 (6.30) 46 (10.93) OR: 0.55 (0.33, 0.90) 0.017a  

No Event 387 (93.70) 375 (89.07) RR: 0.58 (0.36, 0.91) 0.019  

Total 413  421  ARR: 0.05 (0.01, 0.08) 0.016  

      0.346b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Non-severe AE Event 137 (33.17) 153 (36.34) OR: 0.87 (0.65, 1.16) 0.335a  

No Event 276 (66.83) 268 (63.66) RR: 0.91 (0.76, 1.10) 0.335  

Total 413  421  ARR: 0.03 (-0.03, 0.10) 0.334  

      0.647b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Severe AESI Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 413 (100.00) 421 (100.00) RR: NE (NE, NE) NE  

Total 413  421  ARR: NE (NE, NE) NE  

      NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Non-severe AESI Event 15 (3.63) 15 (3.56) OR: 1.01 (0.49, 2.11) 0.969a  

No Event 398 (96.37) 406 (96.44) RR: 1.01 (0.50, 2.04) 0.969  

Total 413  421  ARR: 0.00 (-0.03, 0.02) 0.969  

      0.507b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Serious AESI Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 413 (100.00) 421 (100.00) RR: NE (NE, NE) NE  

Total 413  421  ARR: NE (NE, NE) NE  

      NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

AEs Excluding Disease Related Events Event 136 (32.93) 147 (34.92) OR: 0.91 (0.69, 1.22) 0.541a  

No Event 277 (67.07) 274 (65.08) RR: 0.94 (0.78, 1.14) 0.541  

Total 413  421  ARR: 0.02 (-0.04, 0.08) 0.540  

      0.384b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

SAEs Excluding Disease Related Events Event 13 (3.15) 13 (3.09) OR: 1.03 (0.47, 2.25) 0.947a  

No Event 400 (96.85) 408 (96.91) RR: 1.03 (0.48, 2.19) 0.947  

Total 413  421  ARR: 0.00 (-0.02, 0.02) 0.947  

      0.591b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.1 

Primary Analysis for Safety Endpoint: Incidence of AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

AEs Categories  n % n % Results p-value  

Severe AEs Excluding Disease Related 

Events 

Event 12 (2.91) 12 (2.85) OR: 1.02 (0.45, 2.30) 0.961a  

No Event 401 (97.09) 409 (97.15) RR: 1.02 (0.46, 2.24) 0.961  

Total 413  421  ARR: 0.00 (-0.02, 0.02) 0.961  

      0.943b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Blood and lymphatic system disorders Event 4 (0.97) 9 (2.14) OR: 0.45 (0.14, 1.47) 0.175a  

  Anaemia 0 (0.00) 1 (0.24) RR: 0.45 (0.14, 1.46) 0.186  

  Anaemia of malignant disease 2 (0.48) 0 (0.00) ARR: 0.01 (-0.01, 0.03) 0.172  

  Bicytopenia 0 (0.00) 1 (0.24)  0.816b  

  Blood loss anaemia 0 (0.00) 1 (0.24)    

  Iron deficiency anaemia 0 (0.00) 2 (0.48)    

  Leukopenia 0 (0.00) 1 (0.24)    

  Lymphadenopathy 1 (0.24) 1 (0.24)    

  Nephrogenic anaemia 1 (0.24) 0 (0.00)    

  Thrombocytopenia 0 (0.00) 1 (0.24)    

  Thrombocytosis 0 (0.00) 1 (0.24)    

No Event 409 (99.03) 412 (97.86)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Cardiac disorders Event 8 (1.94) 9 (2.14) OR: 0.91 (0.35, 2.38) 0.847a  

  Acute left ventricular failure 1 (0.24) 0 (0.00) RR: 0.91 (0.35, 2.34) 0.847  

  Acute myocardial infarction 2 (0.48) 0 (0.00) ARR: 0.00 (-0.02, 0.02) 0.847  

  Angina pectoris 1 (0.24) 0 (0.00)  0.352b  

  Arrhythmia 0 (0.00) 2 (0.48)    

  Atrial fibrillation 0 (0.00) 1 (0.24)    

  Atrioventricular block first degree 1 (0.24) 0 (0.00)    

  Bradycardia 0 (0.00) 1 (0.24)    

  Cardiac failure 0 (0.00) 1 (0.24)    

  Cardiac failure acute 1 (0.24) 1 (0.24)    

  Cardiac failure chronic 0 (0.00) 1 (0.24)    

  Myocardial ischaemia 0 (0.00) 1 (0.24)    

  Nodal rhythm 1 (0.24) 0 (0.00)    

  Palpitations 1 (0.24) 1 (0.24)    

  Sinus arrhythmia 1 (0.24) 0 (0.00)    

  Sinus tachycardia 1 (0.24) 0 (0.00)    

  Ventricular extrasystoles 0 (0.00) 1 (0.24)    

No Event 405 (98.06) 412 (97.86)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Gastrointestinal disorders Event 25 (6.05) 28 (6.65) OR: 0.90 (0.52, 1.58) 0.719a  

  Abdominal discomfort 0 (0.00) 1 (0.24) RR: 0.91 (0.54, 1.53) 0.719  

  Abdominal pain 2 (0.48) 3 (0.71) ARR: 0.01 (-0.03, 0.04) 0.718  

  Abdominal pain lower 0 (0.00) 1 (0.24)  0.650b  

  Abdominal pain upper 2 (0.48) 1 (0.24)    

  Anal fissure 0 (0.00) 1 (0.24)    

  Chronic gastritis 1 (0.24) 0 (0.00)    

  Coeliac disease 0 (0.00) 1 (0.24)    

  Colitis ulcerative 1 (0.24) 0 (0.00)    

  Constipation 2 (0.48) 1 (0.24)    

  Diarrhoea 8 (1.94) 5 (1.19)    

  Dyspepsia 0 (0.00) 1 (0.24)    

  Food poisoning 0 (0.00) 1 (0.24)    

  Functional gastrointestinal disorder 1 (0.24) 0 (0.00)    

  Gastritis 3 (0.73) 2 (0.48)    

  Gastrointestinal disorder 1 (0.24) 0 (0.00)    

  Gastrointestinal haemorrhage 1 (0.24) 1 (0.24)    

  Gastrooesophageal reflux disease 3 (0.73) 2 (0.48)    

  Haematochezia 0 (0.00) 1 (0.24)    

  Haemorrhoids 0 (0.00) 1 (0.24)    

  Inguinal hernia 0 (0.00) 1 (0.24)    

  Intra-abdominal haematoma 0 (0.00) 1 (0.24)    

  Irritable bowel syndrome 0 (0.00) 1 (0.24)    

  Nausea 5 (1.21) 1 (0.24)    

  Odynophagia 1 (0.24) 0 (0.00)    

  Oesophageal varices haemorrhage 0 (0.00) 1 (0.24)    

  Reflux gastritis 1 (0.24) 0 (0.00)    

  Stomatitis 0 (0.00) 1 (0.24)    

  Toothache 0 (0.00) 2 (0.48)    

  Vomiting 1 (0.24) 0 (0.00)    

No Event 388 (93.95) 393 (93.35)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

General disorders and administration 

site conditions 

Event 25 (6.05) 25 (5.94) OR: 1.02 (0.58, 1.81) 0.942a  

  Adverse drug reaction 1 (0.24) 1 (0.24) RR: 1.02 (0.60, 1.74) 0.942  

  Application site haematoma 1 (0.24) 0 (0.00) ARR: 0.00 (-0.03, 0.03) 0.942  

  Asthenia 1 (0.24) 6 (1.43)  0.699b  

  Chest discomfort 1 (0.24) 0 (0.00)    

  Energy increased 1 (0.24) 2 (0.48)    

  Face oedema 0 (0.00) 1 (0.24)    

  Fatigue 2 (0.48) 1 (0.24)    

  Feeling hot 1 (0.24) 0 (0.00)    

  Injection site bruising 1 (0.24) 1 (0.24)    

  Injection site discomfort 2 (0.48) 1 (0.24)    

  Injection site erythema 2 (0.48) 2 (0.48)    

  Injection site haematoma 1 (0.24) 1 (0.24)    

  Injection site induration 1 (0.24) 0 (0.00)    

  Injection site inflammation 1 (0.24) 0 (0.00)    

  Injection site nodule 1 (0.24) 0 (0.00)    

  Injection site pain 8 (1.94) 11 (2.61)    

  Injection site warmth 0 (0.00) 1 (0.24)    

  Malaise 1 (0.24) 1 (0.24)    

  Non-cardiac chest pain 0 (0.00) 1 (0.24)    

  Oedema peripheral 0 (0.00) 2 (0.48)    

  Pyrexia 1 (0.24) 0 (0.00)    

  Sudden cardiac death 1 (0.24) 0 (0.00)    

  Suprapubic pain 0 (0.00) 1 (0.24)    

  Vaccination site pain 1 (0.24) 0 (0.00)    

  Vaccination site reaction 0 (0.00) 1 (0.24)    

No Event 388 (93.95) 396 (94.06)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Hepatobiliary disorders Event 7 (1.69) 5 (1.19) OR: 1.44 (0.45, 4.60) 0.532a  

  Biliary colic 2 (0.48) 1 (0.24) RR: 1.44 (0.46, 4.50) 0.534  

  Cholecystitis 0 (0.00) 1 (0.24) ARR: -0.01 (-0.02, 0.01) 0.532  

  Cholecystitis chronic 3 (0.73) 0 (0.00)  0.590b  

  Cholelithiasis 1 (0.24) 0 (0.00)    

  Drug-induced liver injury 1 (0.24) 0 (0.00)    

  Hepatic failure 0 (0.00) 1 (0.24)    

  Hepatic steatosis 2 (0.48) 1 (0.24)    

  Hepatitis toxic 1 (0.24) 0 (0.00)    

  Portal vein thrombosis 0 (0.00) 1 (0.24)    

No Event 406 (98.31) 416 (98.81)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Infections and infestations Event 58 (14.04) 78 (18.53) OR: 0.72 (0.50, 1.04) 0.083a  

  Asymptomatic COVID-19 1 (0.24) 0 (0.00) RR: 0.76 (0.56, 1.04) 0.084  

  Bacterial diarrhoea 0 (0.00) 1 (0.24) ARR: 0.04 (-0.01, 0.09) 0.081  

  Bronchiolitis 0 (0.00) 1 (0.24)  0.786b  

  Bronchitis viral 1 (0.24) 0 (0.00)    

  COVID-19 6 (1.45) 11 (2.61)    

  COVID-19 pneumonia 20 (4.84) 47 (11.16)    

  Cellulitis 1 (0.24) 0 (0.00)    

  Cervicitis 1 (0.24) 0 (0.00)    

  Chlamydial infection 0 (0.00) 1 (0.24)    

  Clostridium difficile colitis 0 (0.00) 1 (0.24)    

  Cystitis 0 (0.00) 1 (0.24)    

  Diarrhoea infectious 1 (0.24) 0 (0.00)    

  Disseminated tuberculosis 0 (0.00) 1 (0.24)    

  Fungal skin infection 1 (0.24) 0 (0.00)    

  Furuncle 1 (0.24) 0 (0.00)    

  Gastroenteritis 3 (0.73) 1 (0.24)    

  Gastroenteritis viral 1 (0.24) 1 (0.24)    

  Gingivitis 0 (0.00) 1 (0.24)    

  Helicobacter infection 0 (0.00) 1 (0.24)    

  Herpes zoster 2 (0.48) 0 (0.00)    

  Influenza 2 (0.48) 1 (0.24)    

  Lower respiratory tract infection 1 (0.24) 0 (0.00)    

  Mastitis 0 (0.00) 1 (0.24)    

  Nasopharyngitis 4 (0.97) 4 (0.95)    

  Onychomycosis 1 (0.24) 0 (0.00)    

  Oral herpes 1 (0.24) 1 (0.24)    

  Otitis externa 1 (0.24) 0 (0.00)    

  Otitis media 1 (0.24) 0 (0.00)    

  Pharyngotonsillitis 0 (0.00) 2 (0.48)    

  Pneumonia bacterial 0 (0.00) 1 (0.24)    

  Post-acute COVID-19 syndrome 2 (0.48) 1 (0.24)    

  Pyelonephritis 0 (0.00) 1 (0.24)    

  Respiratory tract infection 1 (0.24) 0 (0.00)    

  Septic shock 0 (0.00) 1 (0.24)    

  Sinusitis 0 (0.00) 2 (0.48)    



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

  Superinfection bacterial 0 (0.00) 1 (0.24)    

  Tonsillitis 2 (0.48) 0 (0.00)    

  Tooth infection 0 (0.00) 1 (0.24)    

  Upper respiratory tract infection 1 (0.24) 0 (0.00)    

  Urinary tract infection 6 (1.45) 9 (2.14)    

  Vaginal infection 1 (0.24) 0 (0.00)    

  Viral rhinitis 1 (0.24) 0 (0.00)    

  Viral upper respiratory tract infection 2 (0.48) 0 (0.00)    

No Event 355 (85.96) 343 (81.47)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Injury, poisoning and procedural 

complications 

Event 15 (3.63) 15 (3.56) OR: 1.03 (0.50, 2.13) 0.943a  

  Anaemia postoperative 1 (0.24) 0 (0.00) RR: 1.03 (0.51, 2.08) 0.943  

  Ankle fracture 1 (0.24) 0 (0.00) ARR: 0.00 (-0.03, 0.02) 0.943  

  Complications of transplanted kidney 0 (0.00) 1 (0.24)  0.317b  

  Contusion 1 (0.24) 0 (0.00)    

  Foreign body in gastrointestinal tract 0 (0.00) 1 (0.24)    

  Hip fracture 1 (0.24) 0 (0.00)    

  Ligament injury 0 (0.00) 1 (0.24)    

  Ligament sprain 1 (0.24) 4 (0.95)    

  Limb injury 0 (0.00) 1 (0.24)    

  Meniscus injury 1 (0.24) 0 (0.00)    

  Muscle injury 0 (0.00) 1 (0.24)    

  Post-traumatic neck syndrome 1 (0.24) 0 (0.00)    

  Post-traumatic pain 1 (0.24) 0 (0.00)    

  Procedural haemorrhage 0 (0.00) 1 (0.24)    

  Road traffic accident 1 (0.24) 0 (0.00)    

  Thermal burn 1 (0.24) 0 (0.00)    

  Vaccination complication 7 (1.69) 6 (1.43)    

No Event 398 (96.37) 406 (96.44)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Metabolism and nutrition disorders Event 24 (5.81) 22 (5.23) OR: 1.12 (0.62, 2.03) 0.712a  

  Dehydration 1 (0.24) 0 (0.00) RR: 1.11 (0.63, 1.95) 0.712  

  Diabetes mellitus 2 (0.48) 3 (0.71) ARR: -0.01 (-0.04, 0.03) 0.712  

  Diabetes mellitus inadequate control 7 (1.69) 4 (0.95)  0.424b  

  Dyslipidaemia 3 (0.73) 4 (0.95)    

  Glucose tolerance impaired 0 (0.00) 1 (0.24)    

  Gout 1 (0.24) 0 (0.00)    

  Hypercholesterolaemia 1 (0.24) 0 (0.00)    

  Hyperglycaemia 0 (0.00) 1 (0.24)    

  Hyperkalaemia 1 (0.24) 1 (0.24)    

  Hyperlipidaemia 1 (0.24) 0 (0.00)    

  Hypernatraemia 0 (0.00) 2 (0.48)    

  Hypertriglyceridaemia 0 (0.00) 1 (0.24)    

  Hypocalcaemia 0 (0.00) 1 (0.24)    

  Hypokalaemia 1 (0.24) 1 (0.24)    

  Type 2 diabetes mellitus 7 (1.69) 5 (1.19)    

  Vitamin B12 deficiency 0 (0.00) 1 (0.24)    

  Vitamin D deficiency 1 (0.24) 1 (0.24)    

No Event 389 (94.19) 399 (94.77)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Musculoskeletal and connective 

tissue disorders 

Event 23 (5.57) 15 (3.56) OR: 1.59 (0.82, 3.10) 0.169a  

  Arthralgia 3 (0.73) 3 (0.71) RR: 1.56 (0.82, 2.97) 0.173  

  Arthritis 0 (0.00) 1 (0.24) ARR: -0.02 (-0.05, 0.01) 0.168  

  Arthritis enteropathic 1 (0.24) 0 (0.00)  0.086b  

  Back pain 6 (1.45) 5 (1.19)    

  Fibromyalgia 0 (0.00) 1 (0.24)    

  Intervertebral disc protrusion 1 (0.24) 0 (0.00)    

  Joint stiffness 1 (0.24) 0 (0.00)    

  Mastication disorder 0 (0.00) 1 (0.24)    

  Muscle contracture 1 (0.24) 0 (0.00)    

  Muscle spasms 1 (0.24) 0 (0.00)    

  Musculoskeletal chest pain 3 (0.73) 1 (0.24)    

  Musculoskeletal discomfort 1 (0.24) 0 (0.00)    

  Myalgia 4 (0.97) 0 (0.00)    

  Myositis 0 (0.00) 1 (0.24)    

  Neck pain 2 (0.48) 0 (0.00)    

  Osteoarthritis 0 (0.00) 1 (0.24)    

  Pain in extremity 1 (0.24) 1 (0.24)    

  Plantar fasciitis 1 (0.24) 0 (0.00)    

  Synovitis 1 (0.24) 0 (0.00)    

  Tendonitis 0 (0.00) 1 (0.24)    

No Event 390 (94.43) 406 (96.44)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Nervous system disorders Event 19 (4.60) 18 (4.28) OR: 1.08 (0.56, 2.09) 0.816a  

  Amnesia 2 (0.48) 0 (0.00) RR: 1.08 (0.57, 2.03) 0.816  

  Carpal tunnel syndrome 0 (0.00) 1 (0.24) ARR: 0.00 (-0.03, 0.02) 0.816  

  Disturbance in attention 1 (0.24) 1 (0.24)  0.504b  

  Dizziness 5 (1.21) 1 (0.24)    

  Dysaesthesia 0 (0.00) 1 (0.24)    

  Head discomfort 1 (0.24) 0 (0.00)    

  Headache 6 (1.45) 4 (0.95)    

  Hemiparaesthesia 1 (0.24) 0 (0.00)    

  Hypergeusia 1 (0.24) 0 (0.00)    

  Hypersomnia 1 (0.24) 0 (0.00)    

  Intercostal neuralgia 0 (0.00) 2 (0.48)    

  Loss of consciousness 0 (0.00) 1 (0.24)    

  Migraine 0 (0.00) 1 (0.24)    

  Neuralgia 0 (0.00) 1 (0.24)    

  Optic neuritis 0 (0.00) 1 (0.24)    

  Paraesthesia 0 (0.00) 1 (0.24)    

  Parosmia 1 (0.24) 0 (0.00)    

  Presyncope 1 (0.24) 0 (0.00)    

  Restless legs syndrome 1 (0.24) 0 (0.00)    

  Superior sagittal sinus thrombosis 0 (0.00) 1 (0.24)    

  Syncope 1 (0.24) 1 (0.24)    

  Tarsal tunnel syndrome 0 (0.00) 1 (0.24)    

No Event 394 (95.40) 403 (95.72)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Psychiatric disorders Event 8 (1.94) 12 (2.85) OR: 0.67 (0.27, 1.66) 0.385a  

  Acute stress disorder 0 (0.00) 1 (0.24) RR: 0.68 (0.28, 1.65) 0.390  

  Anxiety 1 (0.24) 3 (0.71) ARR: 0.01 (-0.01, 0.03) 0.384  

  Anxiety disorder 0 (0.00) 1 (0.24)  0.022b  

  Bipolar disorder 1 (0.24) 0 (0.00)    

  Confusional state 0 (0.00) 1 (0.24)    

  Depression 1 (0.24) 3 (0.71)    

  Disorientation 0 (0.00) 1 (0.24)    

  Insomnia 5 (1.21) 1 (0.24)    

  Sleep disorder 1 (0.24) 1 (0.24)    

No Event 405 (98.06) 409 (97.15)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Reproductive system and breast 

disorders 

Event 6 (1.45) 9 (2.14) OR: 0.68 (0.24, 1.91) 0.456a  

  Bartholin's cyst 1 (0.24) 0 (0.00) RR: 0.68 (0.25, 1.88) 0.458  

  Benign prostatic hyperplasia 0 (0.00) 1 (0.24) ARR: 0.01 (-0.01, 0.02) 0.456  

  Dysmenorrhoea 0 (0.00) 1 (0.24)  0.579b  

  Erectile dysfunction 0 (0.00) 2 (0.48)    

  Hypomenorrhoea 0 (0.00) 1 (0.24)    

  Menopausal symptoms 1 (0.24) 0 (0.00)    

  Menstruation irregular 1 (0.24) 0 (0.00)    

  Nipple pain 1 (0.24) 0 (0.00)    

  Ovarian cyst 0 (0.00) 1 (0.24)    

  Polycystic ovaries 1 (0.24) 0 (0.00)    

  Prostatitis 0 (0.00) 2 (0.48)    

  Prostatomegaly 0 (0.00) 1 (0.24)    

  Vaginal haemorrhage 1 (0.24) 0 (0.00)    

No Event 407 (98.55) 412 (97.86)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Respiratory, thoracic and 

mediastinal disorders 

Event 8 (1.94) 12 (2.85) OR: 0.68 (0.28, 1.68) 0.400a  

  Acute pulmonary oedema 0 (0.00) 1 (0.24) RR: 0.69 (0.28, 1.66) 0.403  

  Asthma 0 (0.00) 1 (0.24) ARR: 0.01 (-0.01, 0.03) 0.399  

  Bronchitis chronic 0 (0.00) 1 (0.24)  0.466b  

  Chronic obstructive pulmonary disease 1 (0.24) 2 (0.48)    

  Cough 1 (0.24) 0 (0.00)    

  Dyspnoea 0 (0.00) 1 (0.24)    

  Epistaxis 0 (0.00) 2 (0.48)    

  Nasal congestion 1 (0.24) 1 (0.24)    

  Pneumothorax 0 (0.00) 1 (0.24)    

  Pulmonary embolism 1 (0.24) 0 (0.00)    

  Pulmonary fibrosis 1 (0.24) 1 (0.24)    

  Respiratory failure 1 (0.24) 0 (0.00)    

  Rhinitis allergic 1 (0.24) 2 (0.48)    

  Sleep apnoea syndrome 1 (0.24) 0 (0.00)    

No Event 405 (98.06) 409 (97.15)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Skin and subcutaneous tissue 

disorders 

Event 10 (2.42) 15 (3.56) OR: 0.67 (0.30, 1.51) 0.334a  

  Alopecia 3 (0.73) 2 (0.48) RR: 0.68 (0.31, 1.50) 0.337  

  Blister 1 (0.24) 1 (0.24) ARR: 0.01 (-0.01, 0.03) 0.332  

  Dermatitis 0 (0.00) 1 (0.24)  0.630b  

  Dermatitis allergic 0 (0.00) 1 (0.24)    

  Dermatitis contact 0 (0.00) 1 (0.24)    

  Drug eruption 0 (0.00) 1 (0.24)    

  Erythema 1 (0.24) 0 (0.00)    

  Prurigo 0 (0.00) 1 (0.24)    

  Pruritus 2 (0.48) 3 (0.71)    

  Psoriasis 0 (0.00) 1 (0.24)    

  Rash 2 (0.48) 4 (0.95)    

  Rash pruritic 0 (0.00) 1 (0.24)    

  Skin reaction 1 (0.24) 0 (0.00)    

No Event 403 (97.58) 406 (96.44)    

Total 413  421     



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Vascular disorders Event 7 (1.69) 13 (3.09) OR: 0.54 (0.21, 1.36) 0.181a  

  Aortic arteriosclerosis 0 (0.00) 1 (0.24) RR: 0.54 (0.22, 1.34) 0.187  

  Hypertension 5 (1.21) 10 (2.38) ARR: 0.01 (-0.01, 0.03) 0.179  

  Hypertensive crisis 0 (0.00) 1 (0.24)  0.596b  

  Hypotension 1 (0.24) 1 (0.24)    

  Venous thrombosis limb 1 (0.24) 0 (0.00)    

No Event 406 (98.31) 408 (96.91)    

Total 413  421     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2.1 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class Adverse Events  n % n % Results p-value  

General disorders and administration site 

conditions 

Injection site pain Event 8 (1.94) 11 (2.61) OR: 0.73 (0.29, 1.85) 0.504a  

No Event 405 (98.06) 410 (97.39) RR: 0.74 (0.30, 1.80) 0.505  

Total 413  421  ARR: 0.01 (-0.01, 0.03) 0.502  

      0.656b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2.1 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class Adverse Events  n % n % Results p-value  

Infections and infestations COVID-19 Event 6 (1.45) 11 (2.61) OR: 0.55 (0.20, 1.50) 0.237a  

No Event 407 (98.55) 410 (97.39) RR: 0.56 (0.21, 1.49) 0.244  

Total 413  421  ARR: 0.01 (-0.01, 0.03) 0.237  

      0.167b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2.1 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class Adverse Events  n % n % Results p-value  

Infections and infestations COVID-19 pneumonia Event 20 (4.84) 47 (11.16) OR: 0.41 (0.24, 0.70) 0.001a  

No Event 393 (95.16) 374 (88.84) RR: 0.43 (0.26, 0.72) 0.001  

Total 413  421  ARR: 0.06 (0.03, 0.10) <.001  

      0.447b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.2.1 

Primary Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class Adverse Events  n % n % Results p-value  

Vascular disorders Hypertension Event 5 (1.21) 10 (2.38) OR: 0.50 (0.17, 1.46) 0.196a  

No Event 408 (98.79) 411 (97.62) RR: 0.50 (0.17, 1.45) 0.204  

Total 413  421  ARR: 0.01 (-0.01, 0.03) 0.194  

      0.651b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.3 

Primary Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Infections and infestations Event 19 (4.60) 41 (9.74) OR: 0.45 (0.26, 0.78) 0.004a  

  Bacterial diarrhoea 0 (0.00) 1 (0.24) RR: 0.47 (0.28, 0.80) 0.005  

  COVID-19 0 (0.00) 6 (1.43) ARR: 0.05 (0.02, 0.09) 0.004  

  COVID-19 pneumonia 17 (4.12) 35 (8.31)  0.193b  

  Cellulitis 1 (0.24) 0 (0.00)    

  Disseminated tuberculosis 0 (0.00) 1 (0.24)    

  Gastroenteritis viral 1 (0.24) 0 (0.00)    

  Post-acute COVID-19 syndrome 0 (0.00) 1 (0.24)    

  Septic shock 0 (0.00) 1 (0.24)    

  Superinfection bacterial 0 (0.00) 1 (0.24)    

No Event 394 (95.40) 380 (90.26)    

Total 413  421     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.3.1 

Primary Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class Adverse Events  n % n % Results p-value  

Infections and infestations COVID-19 pneumonia Event 17 (4.12) 35 (8.31) OR: 0.47 (0.26, 0.86) 0.012a  

No Event 396 (95.88) 386 (91.69) RR: 0.49 (0.28, 0.87) 0.014  

Total 413  421  ARR: 0.04 (0.01, 0.08) 0.011  

      0.129b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.4 

Primary Analysis for Safety Endpoint: Incidence of Severe AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class  n % n % Results p-value  

Infections and infestations Event 17 (4.12) 37 (8.79) OR: 0.45 (0.25, 0.81) 0.006a  

  Bacterial diarrhoea 0 (0.00) 1 (0.24) ARR: 0.47 (0.27, 0.82) 0.008  

  COVID-19 0 (0.00) 6 (1.43) ARR: 0.05 (0.01, 0.08) 0.006  

  COVID-19 pneumonia 15 (3.63) 31 (7.36)  0.223b  

  Cellulitis 1 (0.24) 0 (0.00)    

  Disseminated tuberculosis 0 (0.00) 1 (0.24)    

  Gastroenteritis viral 1 (0.24) 0 (0.00)    

  Septic shock 0 (0.00) 1 (0.24)    

  Superinfection bacterial 0 (0.00) 1 (0.24)    

No Event 396 (95.88) 384 (91.21)    

Total 413  421     

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) 

Table 3.4.1 

Primary Analysis for Safety Endpoint: Incidence of Severe AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. If p-value for homogeneity is significant (p-value < 0.05), stratified results will be presented. 

The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 group relative to placebo. An ARR > 0 represents favorable 

safety in the AZD7442 group. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 3.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

System Organ Class Adverse Events  n % n % Results p-value  

Infections and infestations COVID-19 pneumonia Event 15 (3.63) 31 (7.36) OR: 0.48 (0.25, 0.89) 0.018a  

No Event 398 (96.37) 390 (92.64) RR: 0.49 (0.27, 0.90) 0.021  

Total 413  421  ARR: 0.04 (0.01, 0.07) 0.017  

      0.148b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 128 (35.16) 140 (37.94) OR: 0.89 (0.66, 1.20) 0.439a  

No Event 236 (64.84) 229 (62.06) RR: 0.93 (0.77, 1.12) 0.439  

Total 364  369  ARR: 0.03 (-0.04, 0.10) 0.438  

      0.848b  

      0.061c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 25 (51.02) 38 (73.08) OR: 0.38 (0.17, 0.88) 0.023a  

No Event 24 (48.98) 14 (26.92) RR: 0.70 (0.51, 0.96) 0.027  

Total 49  52  ARR: 0.22 (0.04, 0.41) 0.019  

      0.622b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.1.2 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 139 (35.19) 170 (41.36) OR: 0.77 (0.58, 1.02) 0.073a  

No Event 256 (64.81) 241 (58.64) RR: 0.85 (0.71, 1.02) 0.074  

Total 395  411  ARR: 0.06 (-0.01, 0.13) 0.072  

      0.652b  

      0.896c  
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Table 4.1.2 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 14 (77.78) 8 (80.00) OR: 0.84 (0.13, 5.66) 0.862a  

No Event 4 (22.22) 2 (20.00) RR: 0.96 (0.63, 1.48) 0.861  

Total 18  10  ARR: 0.03 (-0.30, 0.36) 0.858  

      0.572b  
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Table 4.1.3 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 145 (35.89) 174 (41.83) OR: 0.78 (0.59, 1.03) 0.083a  

No Event 259 (64.11) 242 (58.17) RR: 0.86 (0.72, 1.02) 0.083  

Total 404  416  ARR: 0.06 (-0.01, 0.13) 0.082  

      0.851b  

      0.533c  
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Table 4.1.3 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 8 (88.89) 4 (80.00) OR: 2.00 (0.08, 51.59) 0.693a  

No Event 1 (11.11) 1 (20.00) RR: 1.10 (0.69, 1.74) 0.695  

Total 9  5  ARR: -0.08 (-0.46, 0.30) 0.689  

      NEb  
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Table 4.1.4 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 54 (28.88) 87 (40.47) OR: 0.58 (0.38, 0.88) 0.011a  

No Event 133 (71.12) 128 (59.53) RR: 0.70 (0.53, 0.93) 0.012  

Total 187  215  ARR: 0.12 (0.03, 0.21) 0.010  

      0.564b  
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Table 4.1.4 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 99 (43.81) 91 (44.17) OR: 0.98 (0.67, 1.44) 0.930a  

No Event 127 (56.19) 115 (55.83) RR: 0.99 (0.80, 1.23) 0.930  

Total 226  206  ARR: 0.00 (-0.09, 0.10) 0.930  

      0.398b  

      0.082c  
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Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 28 (28.87) 36 (31.86) OR: 0.85 (0.47, 1.55) 0.604a  

No Event 69 (71.13) 77 (68.14) RR: 0.90 (0.59, 1.36) 0.604  

Total 97  113  ARR: 0.03 (-0.09, 0.16) 0.601  

      0.406b  

      0.824c  
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Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 6 (60.00) 5 (55.56) OR: 1.67 (0.15, 18.87) 0.692a  

No Event 4 (40.00) 4 (44.44) RR: 1.15 (0.58, 2.26) 0.689  

Total 10  9  ARR: -0.08 (-0.47, 0.31) 0.679  

      NEb  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 5 

Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 4 (25.00) 4 (20.00) OR: 1.35 (0.29, 6.28) 0.702a  

No Event 12 (75.00) 16 (80.00) RR: 1.28 (0.36, 4.55) 0.706  

Total 16  20  ARR: -0.05 (-0.34, 0.23) 0.706  

      0.078b  
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Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 12 (60.00) 12 (57.14) OR: 1.35 (0.36, 5.09) 0.672a  

No Event 8 (40.00) 9 (42.86) RR: 1.12 (0.67, 1.87) 0.661  

Total 20  21  ARR: -0.07 (-0.36, 0.23) 0.660  

      0.900b  
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Table 4.1.5 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 103 (38.15) 121 (46.90) OR: 0.70 (0.49, 0.99) 0.043a  

No Event 167 (61.85) 137 (53.10) RR: 0.81 (0.67, 0.99) 0.044  

Total 270  258  ARR: 0.09 (0.00, 0.17) 0.042  

      0.469b  
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Table 4.1.6 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 67 (30.04) 84 (35.90) OR: 0.77 (0.52, 1.14) 0.185a  

No Event 156 (69.96) 150 (64.10) RR: 0.84 (0.64, 1.09) 0.186  

Total 223  234  ARR: 0.06 (-0.03, 0.14) 0.183  

      0.364b  

      0.822c  
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Table 4.1.6 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 86 (45.26) 94 (50.27) OR: 0.83 (0.55, 1.25) 0.375a  

No Event 104 (54.74) 93 (49.73) RR: 0.91 (0.74, 1.12) 0.373  

Total 190  187  ARR: 0.05 (-0.05, 0.15) 0.373  

      0.531b  
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Table 4.1.7 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 18 (28.57) 10 (27.03) OR: 1.36 (0.53, 3.48) 0.520a  

No Event 45 (71.43) 27 (72.97) RR: 1.23 (0.65, 2.33) 0.519  

Total 63  37  ARR: -0.06 (-0.24, 0.12) 0.511  

      0.495b  
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Table 4.1.7 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 75 (43.35) 91 (51.41) OR: 0.75 (0.49, 1.15) 0.183a  

No Event 98 (56.65) 86 (48.59) RR: 0.86 (0.69, 1.07) 0.185  

Total 173  177  ARR: 0.07 (-0.03, 0.17) 0.181  

      0.673b  

      0.684c  
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Table 4.1.7 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 60 (33.90) 77 (37.20) OR: 0.87 (0.57, 1.33) 0.532a  

No Event 117 (66.10) 130 (62.80) RR: 0.92 (0.70, 1.21) 0.533  

Total 177  207  ARR: 0.03 (-0.07, 0.13) 0.530  

      0.275b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.1.8 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 92 (36.08) 106 (41.90) OR: 0.78 (0.55, 1.12) 0.179a  

No Event 163 (63.92) 147 (58.10) RR: 0.86 (0.69, 1.07) 0.179  

Total 255  253  ARR: 0.06 (-0.03, 0.14) 0.177  

      0.438b  

      0.813c  
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Table 4.1.8 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 61 (38.61) 72 (42.86) OR: 0.83 (0.54, 1.30) 0.425a  

No Event 97 (61.39) 96 (57.14) RR: 0.90 (0.69, 1.17) 0.426  

Total 158  168  ARR: 0.04 (-0.06, 0.15) 0.424  

      0.202b  
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Table 4.1.9 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 27 (29.67) 28 (33.33) OR: 0.83 (0.44, 1.57) 0.567a  

No Event 64 (70.33) 56 (66.67) RR: 0.88 (0.57, 1.36) 0.565  

Total 91  84  ARR: 0.04 (-0.10, 0.18) 0.569  

      0.088b  

      0.887c  
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Table 4.1.9 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 126 (39.13) 150 (44.51) OR: 0.80 (0.59, 1.09) 0.157a  

No Event 196 (60.87) 187 (55.49) RR: 0.88 (0.73, 1.05) 0.158  

Total 322  337  ARR: 0.05 (-0.02, 0.13) 0.155  

      0.568b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 4 

Table 4.1.10 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 27 (29.67) 28 (33.33) OR: 0.83 (0.44, 1.57) 0.567a  

No Event 64 (70.33) 56 (66.67) RR: 0.88 (0.57, 1.36) 0.565  

Total 91  84  ARR: 0.04 (-0.10, 0.18) 0.569  

      0.088b  

      0.964c  
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Table 4.1.10 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 32 (39.02) 36 (48.00) OR: 0.68 (0.36, 1.28) 0.229a  

No Event 50 (60.98) 39 (52.00) RR: 0.80 (0.56, 1.15) 0.227  

Total 82  75  ARR: 0.10 (-0.06, 0.25) 0.226  

      0.481b  
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Table 4.1.10 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 33 (40.24) 42 (44.68) OR: 0.84 (0.46, 1.53) 0.560a  

No Event 49 (59.76) 52 (55.32) RR: 0.90 (0.64, 1.27) 0.560  

Total 82  94  ARR: 0.04 (-0.10, 0.19) 0.557  

      0.846b  
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Table 4.1.10 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 61 (38.61) 72 (42.86) OR: 0.83 (0.54, 1.30) 0.425a  

No Event 97 (61.39) 96 (57.14) RR: 0.90 (0.69, 1.17) 0.426  

Total 158  168  ARR: 0.04 (-0.06, 0.15) 0.424  

      0.202b  
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Table 4.1.11 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 141 (38.01) 158 (41.80) OR: 0.86 (0.64, 1.15) 0.295a  

No Event 230 (61.99) 220 (58.20) RR: 0.91 (0.76, 1.09) 0.295  

Total 371  378  ARR: 0.04 (-0.03, 0.11) 0.294  

      0.758b  

      0.198c  
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Table 4.1.11 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 12 (28.57) 20 (46.51) OR: 0.44 (0.18, 1.10) 0.079a  

No Event 30 (71.43) 23 (53.49) RR: 0.60 (0.34, 1.07) 0.086  

Total 42  43  ARR: 0.19 (-0.01, 0.38) 0.070  

      0.541b  
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Table 4.1.12 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 82 (36.28) 92 (40.89) OR: 0.82 (0.56, 1.20) 0.316a  

No Event 144 (63.72) 133 (59.11) RR: 0.89 (0.70, 1.12) 0.316  

Total 226  225  ARR: 0.05 (-0.04, 0.14) 0.315  

      NEb  

      NEc  
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Table 4.1.13 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 24 (30.77) 23 (30.26) OR: 1.02 (0.52, 2.03) 0.946a  

No Event 54 (69.23) 53 (69.74) RR: 1.02 (0.63, 1.64) 0.946  

Total 78  76  ARR: -0.01 (-0.15, 0.14) 0.946  

      NEb  

      NEc  
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Table 4.1.14 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 137 (37.33) 153 (41.13) OR: 0.85 (0.63, 1.15) 0.293a  

No Event 230 (62.67) 219 (58.87) RR: 0.91 (0.76, 1.09) 0.293  

Total 367  372  ARR: 0.04 (-0.03, 0.11) 0.292  

      0.616b  
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Table 4.1.14 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 16 (34.78) 25 (51.02) OR: 0.46 (0.19, 1.14) 0.098a  

No Event 30 (65.22) 24 (48.98) RR: 0.67 (0.41, 1.08) 0.099  

Total 46  49  ARR: 0.16 (-0.02, 0.35) 0.087  

      0.648b  

      0.253c  
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Table 4.1.15 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 105 (38.32) 122 (43.42) OR: 0.80 (0.57, 1.12) 0.200a  

No Event 169 (61.68) 159 (56.58) RR: 0.88 (0.72, 1.07) 0.200  

Total 274  281  ARR: 0.05 (-0.03, 0.14) 0.197  

      0.911b  

      0.538c  
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Table 4.1.15 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 29 (39.73) 29 (39.19) OR: 1.05 (0.54, 2.04) 0.884a  

No Event 44 (60.27) 45 (60.81) RR: 1.03 (0.68, 1.57) 0.885  

Total 73  74  ARR: -0.01 (-0.17, 0.15) 0.884  

      0.143b  
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Table 4.1.16 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 118 (37.94) 132 (43.56) OR: 0.79 (0.57, 1.09) 0.151a  

No Event 193 (62.06) 171 (56.44) RR: 0.87 (0.72, 1.05) 0.152  

Total 311  303  ARR: 0.06 (-0.02, 0.14) 0.150  

      0.207b  

      0.604c  
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Table 4.1.16 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 15 (45.45) 17 (44.74) OR: 1.25 (0.46, 3.40) 0.662a  

No Event 18 (54.55) 21 (55.26) RR: 1.13 (0.65, 1.95) 0.667  

Total 33  38  ARR: -0.05 (-0.28, 0.18) 0.657  

      0.500b  
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Table 4.1.17 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Antiviral Therapy not active against 

COVID 

Event 8 (53.33) 9 (75.00) OR: 0.34 (0.05, 2.44) 0.294a  

No Event 7 (46.67) 3 (25.00) RR: 0.71 (0.40, 1.25) 0.236  

Total 15  12  ARR: 0.23 (-0.16, 0.63) 0.248  

      0.327b  

      NEc  
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Table 4.1.18 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Antibiotic Event 15 (60.00) 19 (59.38) OR: 0.92 (0.31, 2.75) 0.884a  

No Event 10 (40.00) 13 (40.63) RR: 0.97 (0.60, 1.55) 0.885  

Total 25  32  ARR: 0.02 (-0.25, 0.29) 0.883  

      0.368b  

      NEc  
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Table 4.1.21 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 87 (46.28) 109 (52.40) OR: 0.77 (0.52, 1.15) 0.201a  

No Event 101 (53.72) 99 (47.60) RR: 0.88 (0.72, 1.07) 0.203  

Total 188  208  ARR: 0.06 (-0.03, 0.16) 0.198  

      0.608b  

      NEc  
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Table 4.1.22 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 23 (56.10) 25 (58.14) OR: 0.85 (0.35, 2.09) 0.724a  

No Event 18 (43.90) 18 (41.86) RR: 0.93 (0.59, 1.45) 0.738  

Total 41  43  ARR: 0.04 (-0.19, 0.27) 0.725  

      0.130b  

      NEc  
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Table 4.1.23 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 58 (27.49) 65 (32.02) OR: 0.81 (0.53, 1.23) 0.327a  

No Event 153 (72.51) 138 (67.98) RR: 0.86 (0.64, 1.16) 0.327  

Total 211  203  ARR: 0.04 (-0.04, 0.13) 0.326  

      0.347b  

      NEc  
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Table 4.1.24 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 15 (28.85) 25 (39.68) OR: 0.57 (0.26, 1.26) 0.165a  

No Event 37 (71.15) 38 (60.32) RR: 0.70 (0.41, 1.17) 0.171  

Total 52  63  ARR: 0.12 (-0.05, 0.30) 0.156  

      0.333b  
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Table 4.1.24 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 135 (38.35) 152 (43.18) OR: 0.82 (0.61, 1.11) 0.198a  

No Event 217 (61.65) 200 (56.82) RR: 0.89 (0.74, 1.06) 0.198  

Total 352  352  ARR: 0.05 (-0.02, 0.12) 0.198  

      0.259b  

      0.507c  
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Table 4.1.25 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 70 (32.86) 81 (37.16) OR: 0.83 (0.56, 1.24) 0.360a  

No Event 143 (67.14) 137 (62.84) RR: 0.89 (0.68, 1.15) 0.361  

Total 213  218  ARR: 0.04 (-0.05, 0.13) 0.359  

      0.592b  

      0.817c  
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Table 4.1.25 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 83 (41.50) 97 (47.78) OR: 0.78 (0.52, 1.15) 0.205a  

No Event 117 (58.50) 106 (52.22) RR: 0.87 (0.70, 1.08) 0.206  

Total 200  203  ARR: 0.06 (-0.03, 0.16) 0.203  

      0.437b  
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Table 4.1.26 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 122 (36.42) 128 (38.10) OR: 0.93 (0.68, 1.28) 0.672a  

No Event 213 (63.58) 208 (61.90) RR: 0.96 (0.79, 1.17) 0.671  

Total 335  336  ARR: 0.02 (-0.06, 0.09) 0.671  

      0.948b  

      0.049c  
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Table 4.1.26 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 31 (39.74) 50 (58.82) OR: 0.46 (0.25, 0.87) 0.016a  

No Event 47 (60.26) 35 (41.18) RR: 0.68 (0.49, 0.94) 0.019  

Total 78  85  ARR: 0.19 (0.04, 0.34) 0.014  

      0.825b  
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Table 4.1.27 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 139 (36.68) 157 (39.75) OR: 0.88 (0.66, 1.18) 0.386a  

No Event 240 (63.32) 238 (60.25) RR: 0.92 (0.77, 1.11) 0.386  

Total 379  395  ARR: 0.03 (-0.04, 0.10) 0.385  

      0.975b  

      0.006c  
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Table 4.1.27 

Subgroup Analysis for Safety Endpoint: Incidence of Any AEs 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 14 (41.18) 21 (80.77) OR: 0.16 (0.05, 0.54) 0.002a  

No Event 20 (58.82) 5 (19.23) RR: 0.50 (0.32, 0.79) 0.003  

Total 34  26  ARR: 0.40 (0.18, 0.63) <.001  

      0.645b  
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Table 4.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 17 (4.67) 37 (10.03) OR: 0.44 (0.24, 0.80) 0.006a  

No Event 347 (95.33) 332 (89.97) RR: 0.47 (0.27, 0.81) 0.007  

Total 364  369  ARR: 0.05 (0.02, 0.09) 0.005  

      0.247b  

      0.203c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 12 (24.49) 14 (26.92) OR: 0.88 (0.36, 2.11) 0.766a  

No Event 37 (75.51) 38 (73.08) RR: 0.90 (0.47, 1.75) 0.766  

Total 49  52  ARR: 0.03 (-0.15, 0.20) 0.767  

      0.104b  
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Table 4.3.2 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 21 (5.32) 49 (11.92) OR: 0.42 (0.25, 0.71) 0.001a  

No Event 374 (94.68) 362 (88.08) RR: 0.45 (0.27, 0.73) 0.001  

Total 395  411  ARR: 0.07 (0.03, 0.10) <.001  

      0.086b  

      0.025c  
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Table 4.3.2 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 8 (44.44) 2 (20.00) OR: 2.56 (0.43, 15.39) 0.291a  

No Event 10 (55.56) 8 (80.00) RR: 1.85 (0.57, 6.04) 0.306  

Total 18  10  ARR: -0.20 (-0.56, 0.16) 0.268  

      0.114b  
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Table 4.3.3 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 25 (6.19) 50 (12.02) OR: 0.48 (0.29, 0.80) 0.004a  

No Event 379 (93.81) 366 (87.98) RR: 0.51 (0.32, 0.81) 0.005  

Total 404  416  ARR: 0.06 (0.02, 0.10) 0.003  

      0.215b  

      0.134c  
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Table 4.3.3 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 4 (44.44) 1 (20.00) OR: 2.50 (0.26, 23.97) 0.402a  

No Event 5 (55.56) 4 (80.00) RR: 2.20 (0.26, 18.42) 0.467  

Total 9  5  ARR: -0.23 (-0.76, 0.29) 0.386  

      0.105b  
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Table 4.3.4 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 13 (6.95) 31 (14.42) OR: 0.47 (0.24, 0.92) 0.023a  

No Event 174 (93.05) 184 (85.58) RR: 0.50 (0.27, 0.93) 0.028  

Total 187  215  ARR: 0.07 (0.01, 0.13) 0.021  

      0.108b  
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Table 4.3.4 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 16 (7.08) 20 (9.71) OR: 0.72 (0.36, 1.43) 0.346a  

No Event 210 (92.92) 186 (90.29) RR: 0.74 (0.39, 1.39) 0.347  

Total 226  206  ARR: 0.03 (-0.03, 0.08) 0.347  

      0.773b  

      0.341c  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

No Event 95 (97.94) 99 (87.61) RR: 0.16 (0.03, 0.75) 0.020  

Total 97  113  ARR: 0.10 (0.03, 0.17) 0.003  

      0.237b  

      0.271c  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 1 (11.11) OR: 0.20 (<.01, 6.04) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: 0.25 (0.01, 5.13) 0.368  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

      NEb  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 3 (15.00) OR: 0.42 (0.04, 4.04) 0.428a  

No Event 15 (93.75) 17 (85.00) RR: 0.42 (0.04, 4.20) 0.459  

Total 16  20  ARR: 0.09 (-0.12, 0.29) 0.413  

      0.044b  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 2 (10.00) 3 (14.29) OR: 0.64 (0.10, 3.91) 0.619a  

No Event 18 (90.00) 18 (85.71) RR: 0.67 (0.14, 3.18) 0.611  

Total 20  21  ARR: 0.05 (-0.16, 0.27) 0.624  

      0.365b  
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Table 4.3.5 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 24 (8.89) 30 (11.63) OR: 0.75 (0.43, 1.32) 0.313a  

No Event 246 (91.11) 228 (88.37) RR: 0.77 (0.46, 1.28) 0.314  

Total 270  258  ARR: 0.03 (-0.03, 0.08) 0.315  

      0.361b  
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Table 4.3.6 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 13 (5.83) 31 (13.25) OR: 0.41 (0.21, 0.80) 0.008a  

No Event 210 (94.17) 203 (86.75) RR: 0.44 (0.23, 0.83) 0.011  

Total 223  234  ARR: 0.07 (0.02, 0.13) 0.007  

      0.112b  

      0.193c  
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Table 4.3.6 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 16 (8.42) 20 (10.70) OR: 0.77 (0.38, 1.53) 0.448a  

No Event 174 (91.58) 167 (89.30) RR: 0.79 (0.42, 1.46) 0.448  

Total 190  187  ARR: 0.02 (-0.04, 0.08) 0.449  

      0.450b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 3 

Table 4.3.7 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 4 (6.35) 4 (10.81) OR: 0.63 (0.15, 2.63) 0.518a  

No Event 59 (93.65) 33 (89.19) RR: 0.66 (0.19, 2.33) 0.516  

Total 63  37  ARR: 0.04 (-0.08, 0.16) 0.543  

      0.227b  
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Table 4.3.7 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 16 (9.25) 19 (10.73) OR: 0.85 (0.42, 1.70) 0.638a  

No Event 157 (90.75) 158 (89.27) RR: 0.86 (0.46, 1.61) 0.637  

Total 173  177  ARR: 0.02 (-0.05, 0.08) 0.639  

      0.397b  

      0.233c  
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Table 4.3.7 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 9 (5.08) 28 (13.53) OR: 0.35 (0.16, 0.76) 0.006a  

No Event 168 (94.92) 179 (86.47) RR: 0.37 (0.18, 0.79) 0.010  

Total 177  207  ARR: 0.08 (0.03, 0.14) 0.004  

      0.136b  
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Table 4.3.8 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 15 (5.88) 35 (13.83) OR: 0.39 (0.21, 0.73) 0.003a  

No Event 240 (94.12) 218 (86.17) RR: 0.43 (0.24, 0.76) 0.004  

Total 255  253  ARR: 0.08 (0.03, 0.13) 0.002  

      0.813b  

      0.083c  
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Table 4.3.8 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 14 (8.86) 16 (9.52) OR: 0.92 (0.43, 1.96) 0.833a  

No Event 144 (91.14) 152 (90.48) RR: 0.93 (0.47, 1.85) 0.833  

Total 158  168  ARR: 0.01 (-0.06, 0.07) 0.832  

      0.173b  
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Table 4.3.9 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.20) 9 (10.71) OR: 0.19 (0.04, 0.91) 0.022a  

No Event 89 (97.80) 75 (89.29) RR: 0.21 (0.05, 0.93) 0.040  

Total 91  84  ARR: 0.08 (0.01, 0.16) 0.023  

      0.534b  

      0.126c  
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Table 4.3.9 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 27 (8.39) 42 (12.46) OR: 0.64 (0.38, 1.07) 0.085a  

No Event 295 (91.61) 295 (87.54) RR: 0.67 (0.42, 1.06) 0.087  

Total 322  337  ARR: 0.04 (-0.01, 0.09) 0.082  

      0.437b  
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Table 4.3.10 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 2 (2.20) 9 (10.71) OR: 0.19 (0.04, 0.91) 0.022a  

No Event 89 (97.80) 75 (89.29) RR: 0.21 (0.05, 0.93) 0.040  

Total 91  84  ARR: 0.08 (0.01, 0.16) 0.023  

      0.534b  

      0.233c  
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Table 4.3.10 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 5 (6.10) 11 (14.67) OR: 0.37 (0.12, 1.13) 0.074a  

No Event 77 (93.90) 64 (85.33) RR: 0.41 (0.15, 1.13) 0.084  

Total 82  75  ARR: 0.09 (-0.01, 0.18) 0.073  

      0.565b  
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Table 4.3.10 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 8 (9.76) 15 (15.96) OR: 0.57 (0.23, 1.42) 0.223a  

No Event 74 (90.24) 79 (84.04) RR: 0.61 (0.27, 1.36) 0.229  

Total 82  94  ARR: 0.06 (-0.04, 0.16) 0.213  

      0.581b  
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Table 4.3.10 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 14 (8.86) 16 (9.52) OR: 0.92 (0.43, 1.96) 0.833a  

No Event 144 (91.14) 152 (90.48) RR: 0.93 (0.47, 1.85) 0.833  

Total 158  168  ARR: 0.01 (-0.06, 0.07) 0.832  

      0.173b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.3.11 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 28 (7.55) 46 (12.17) OR: 0.59 (0.36, 0.97) 0.034a  

No Event 343 (92.45) 332 (87.83) RR: 0.62 (0.40, 0.97) 0.036  

Total 371  378  ARR: 0.05 (0.00, 0.09) 0.033  

      0.057b  

      0.293c  
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Table 4.3.11 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 5 (11.63) OR: 0.18 (0.02, 1.66) 0.100a  

No Event 41 (97.62) 38 (88.37) RR: 0.20 (0.02, 1.71) 0.142  

Total 42  43  ARR: 0.09 (-0.01, 0.20) 0.087  

      0.465b  
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Table 4.3.12 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 14 (6.19) 32 (14.22) OR: 0.40 (0.21, 0.77) 0.005a  

No Event 212 (93.81) 193 (85.78) RR: 0.44 (0.24, 0.79) 0.007  

Total 226  225  ARR: 0.08 (0.02, 0.14) 0.005  

      NEb  

      NEc  
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Table 4.3.14 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 26 (7.08) 45 (12.10) OR: 0.56 (0.34, 0.92) 0.021a  

No Event 341 (92.92) 327 (87.90) RR: 0.59 (0.37, 0.93) 0.023  

Total 367  372  ARR: 0.05 (0.01, 0.09) 0.020  

      0.087b  
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Table 4.3.14 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 6 (12.24) OR: 0.44 (0.09, 2.04) 0.226a  

No Event 43 (93.48) 43 (87.76) RR: 0.49 (0.16, 1.54) 0.222  

Total 46  49  ARR: 0.07 (-0.05, 0.19) 0.251  

      0.005b  

      0.896c  
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Table 4.3.15 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 20 (7.30) 33 (11.74) OR: 0.59 (0.33, 1.06) 0.076a  

No Event 254 (92.70) 248 (88.26) RR: 0.62 (0.36, 1.06) 0.079  

Total 274  281  ARR: 0.04 (0.00, 0.09) 0.073  

      0.695b  

      0.451c  
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Table 4.3.15 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 5 (6.85) 5 (6.76) OR: 1.06 (0.30, 3.77) 0.923a  

No Event 68 (93.15) 69 (93.24) RR: 1.06 (0.34, 3.32) 0.923  

Total 73  74  ARR: 0.00 (-0.09, 0.08) 0.925  

      0.234b  
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Table 4.3.16 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 22 (7.07) 34 (11.22) OR: 0.60 (0.34, 1.05) 0.073a  

No Event 289 (92.93) 269 (88.78) RR: 0.63 (0.37, 1.05) 0.076  

Total 311  303  ARR: 0.04 (0.00, 0.09) 0.072  

      0.336b  

      0.458c  
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Table 4.3.16 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 3 (9.09) 3 (7.89) OR: 0.78 (0.14, 4.38) 0.776a  

No Event 30 (90.91) 35 (92.11) RR: 0.81 (0.19, 3.51) 0.774  

Total 33  38  ARR: 0.02 (-0.11, 0.15) 0.774  

      0.233b  
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Table 4.3.21 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 16 (8.51) 30 (14.42) OR: 0.56 (0.29, 1.06) 0.076a  

No Event 172 (91.49) 178 (85.58) RR: 0.59 (0.33, 1.07) 0.081  

Total 188  208  ARR: 0.06 (0.00, 0.12) 0.070  

      0.631b  

      NEc  
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Table 4.3.23 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 11 (5.21) 19 (9.36) OR: 0.54 (0.25, 1.15) 0.105a  

No Event 200 (94.79) 184 (90.64) RR: 0.56 (0.27, 1.14) 0.112  

Total 211  203  ARR: 0.04 (-0.01, 0.09) 0.107  

      0.104b  

      NEc  
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Table 4.3.24 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 5 (9.62) 3 (4.76) OR: 2.43 (0.52, 11.35) 0.261a  

No Event 47 (90.38) 60 (95.24) RR: 2.28 (0.52, 9.94) 0.273  

Total 52  63  ARR: -0.05 (-0.15, 0.04) 0.262  

      0.343b  
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Table 4.3.24 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 24 (6.82) 48 (13.64) OR: 0.47 (0.28, 0.78) 0.003a  

No Event 328 (93.18) 304 (86.36) RR: 0.50 (0.32, 0.80) 0.004  

Total 352  352  ARR: 0.07 (0.02, 0.11) 0.003  

      0.219b  

      0.044c  
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Table 4.3.25 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 7 (3.29) 17 (7.80) OR: 0.40 (0.16, 0.98) 0.039a  

No Event 206 (96.71) 201 (92.20) RR: 0.42 (0.18, 0.98) 0.046  

Total 213  218  ARR: 0.05 (0.00, 0.09) 0.036  

      0.883b  

      0.435c  
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Table 4.3.25 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 22 (11.00) 34 (16.75) OR: 0.62 (0.35, 1.09) 0.096a  

No Event 178 (89.00) 169 (83.25) RR: 0.66 (0.40, 1.08) 0.100  

Total 200  203  ARR: 0.06 (-0.01, 0.13) 0.095  

      0.049b  
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Table 4.3.26 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 16 (4.78) 32 (9.52) OR: 0.48 (0.26, 0.89) 0.017a  

No Event 319 (95.22) 304 (90.48) RR: 0.50 (0.28, 0.90) 0.020  

Total 335  336  ARR: 0.05 (0.01, 0.09) 0.017  

      0.124b  

      0.459c  
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Table 4.3.26 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 13 (16.67) 19 (22.35) OR: 0.70 (0.32, 1.53) 0.371a  

No Event 65 (83.33) 66 (77.65) RR: 0.75 (0.39, 1.42) 0.373  

Total 78  85  ARR: 0.06 (-0.07, 0.18) 0.365  

      0.520b  
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Table 4.3.27 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 22 (5.80) 41 (10.38) OR: 0.53 (0.31, 0.91) 0.020a  

No Event 357 (94.20) 354 (89.62) RR: 0.56 (0.34, 0.92) 0.022  

Total 379  395  ARR: 0.05 (0.01, 0.08) 0.019  

      0.174b  

      0.700c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.3.27 

Subgroup Analysis for Safety Endpoint: Incidence of Serious Adverse Events (SAEs) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 7 (20.59) 10 (38.46) OR: 0.42 (0.13, 1.33) 0.143a  

No Event 27 (79.41) 16 (61.54) RR: 0.53 (0.23, 1.25) 0.149  

Total 34  26  ARR: 0.18 (-0.06, 0.41) 0.139  

      0.426b  
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Table 4.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 14 (3.85) 12 (3.25) OR: 1.19 (0.54, 2.61) 0.664a  

No Event 350 (96.15) 357 (96.75) RR: 1.18 (0.55, 2.52) 0.664  

Total 364  369  ARR: -0.01 (-0.03, 0.02) 0.664  

      0.572b  

      0.293c  
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Table 4.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 1 (2.04) 3 (5.77) OR: 0.32 (0.03, 3.28) 0.321a  

No Event 48 (97.96) 49 (94.23) RR: 0.33 (0.03, 3.22) 0.343  

Total 49  52  ARR: 0.04 (-0.04, 0.11) 0.306  

      0.545b  
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Table 4.6.2 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 14 (3.54) 14 (3.41) OR: 1.04 (0.49, 2.21) 0.918a  

No Event 381 (96.46) 397 (96.59) RR: 1.04 (0.50, 2.15) 0.918  

Total 395  411  ARR: 0.00 (-0.03, 0.02) 0.918  

      0.386b  

      0.652c  
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Table 4.6.2 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 1 (5.56) 1 (10.00) OR: 0.50 (0.02, 11.23) 0.683a  

No Event 17 (94.44) 9 (90.00) RR: 0.50 (0.02, 15.55) 0.689  

Total 18  10  ARR: 0.04 (-0.16, 0.25) 0.678  

      0.234b  
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Table 4.6.3 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 15 (3.71) 15 (3.61) OR: 1.03 (0.50, 2.13) 0.939a  

No Event 389 (96.29) 401 (96.39) RR: 1.03 (0.51, 2.07) 0.939  

Total 404  416  ARR: 0.00 (-0.03, 0.02) 0.939  

      0.627b  

      NEc  
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Table 4.6.3 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 1 (1.03) 2 (1.77) OR: 0.53 (0.04, 6.35) 0.624a  

No Event 96 (98.97) 111 (98.23) RR: 0.54 (0.04, 6.52) 0.628  

Total 97  113  ARR: 0.01 (-0.02, 0.04) 0.609  

      0.447b  

      0.547c  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 1 (10.00) 0 (0.00) OR: 2.54 (0.09, 75.76) 0.398a  

No Event 9 (90.00) 9 (100.00) RR: 2.25 (0.11, 46.13) 0.599  

Total 10  9  ARR: -0.10 (-0.29, 0.09) 0.289  

      NEb  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 1 (5.00) OR: 0.40 (0.01, 10.80) 0.380a  

No Event 16 (100.00) 19 (95.00) RR: 0.42 (0.02, 9.43) 0.588  

Total 16  20  ARR: 0.05 (-0.05, 0.14) 0.311  

      NEb  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 19 (95.00) 21 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 20  21  ARR: -0.06 (-0.16, 0.05) 0.283  

      NEb  
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Table 4.6.5 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 12 (4.44) 12 (4.65) OR: 0.92 (0.40, 2.09) 0.839a  

No Event 258 (95.56) 246 (95.35) RR: 0.92 (0.43, 1.98) 0.838  

Total 270  258  ARR: 0.00 (-0.03, 0.04) 0.839  

      0.534b  
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Table 4.6.6 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 4 (1.79) 4 (1.71) OR: 1.04 (0.26, 4.22) 0.954a  

No Event 219 (98.21) 230 (98.29) RR: 1.04 (0.26, 4.12) 0.953  

Total 223  234  ARR: 0.00 (-0.02, 0.02) 0.953  

      0.503b  

      0.937c  
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Table 4.6.6 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 11 (5.79) 11 (5.88) OR: 1.01 (0.42, 2.43) 0.979a  

No Event 179 (94.21) 176 (94.12) RR: 1.01 (0.45, 2.25) 0.979  

Total 190  187  ARR: 0.00 (-0.05, 0.05) 0.979  

      0.674b  
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Table 4.6.7 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 63 (100.00) 37 (100.00) RR: NE (NE, NE) NE  

Total 63  37  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.6.7 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 11 (6.36) 11 (6.21) OR: 1.11 (0.46, 2.70) 0.815a  

No Event 162 (93.64) 166 (93.79) RR: 1.10 (0.50, 2.44) 0.814  

Total 173  177  ARR: -0.01 (-0.06, 0.04) 0.814  

      0.504b  

      0.872c  
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Table 4.6.7 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 4 (2.26) 4 (1.93) OR: 1.20 (0.29, 4.94) 0.803a  

No Event 173 (97.74) 203 (98.07) RR: 1.19 (0.30, 4.81) 0.803  

Total 177  207  ARR: 0.00 (-0.03, 0.03) 0.803  

      0.595b  
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Table 4.6.8 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 9 (3.53) 10 (3.95) OR: 0.88 (0.35, 2.22) 0.790a  

No Event 246 (96.47) 243 (96.05) RR: 0.89 (0.37, 2.13) 0.790  

Total 255  253  ARR: 0.00 (-0.03, 0.04) 0.790  

      0.362b  

      0.632c  
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Table 4.6.8 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 6 (3.80) 5 (2.98) OR: 1.29 (0.38, 4.31) 0.682a  

No Event 152 (96.20) 163 (97.02) RR: 1.28 (0.39, 4.14) 0.682  

Total 158  168  ARR: -0.01 (-0.05, 0.03) 0.682  

      0.261b  
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Table 4.6.9 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.20) 2 (2.38) OR: 0.88 (0.13, 5.95) 0.888a  

No Event 89 (97.80) 82 (97.62) RR: 0.88 (0.14, 5.49) 0.888  

Total 91  84  ARR: 0.00 (-0.04, 0.05) 0.892  

      0.161b  

      0.905c  
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Table 4.6.9 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 13 (4.04) 13 (3.86) OR: 1.07 (0.49, 2.36) 0.862a  

No Event 309 (95.96) 324 (96.14) RR: 1.07 (0.50, 2.28) 0.862  

Total 322  337  ARR: 0.00 (-0.03, 0.03) 0.862  

      0.429b  
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Table 4.6.11 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 13 (3.50) 10 (2.65) OR: 1.34 (0.58, 3.09) 0.493a  

No Event 358 (96.50) 368 (97.35) RR: 1.33 (0.59, 2.99) 0.494  

Total 371  378  ARR: -0.01 (-0.03, 0.02) 0.493  

      0.711b  

      0.181c  
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Table 4.6.11 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 2 (4.76) 5 (11.63) OR: 0.36 (0.06, 2.01) 0.233a  

No Event 40 (95.24) 38 (88.37) RR: 0.39 (0.08, 1.92) 0.249  

Total 42  43  ARR: 0.07 (-0.04, 0.19) 0.221  

      0.534b  
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Table 4.6.14 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 13 (3.54) 9 (2.42) OR: 1.48 (0.63, 3.51) 0.369a  

No Event 354 (96.46) 363 (97.58) RR: 1.46 (0.63, 3.38) 0.372  

Total 367  372  ARR: -0.01 (-0.04, 0.01) 0.369  

      0.524b  
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Table 4.6.14 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (4.35) 6 (12.24) OR: 0.33 (0.06, 1.85) 0.204a  

No Event 44 (95.65) 43 (87.76) RR: 0.37 (0.07, 1.83) 0.222  

Total 46  49  ARR: 0.07 (-0.04, 0.18) 0.184  

      0.783b  

      0.099c  
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Table 4.6.15 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 11 (4.01) 6 (2.14) OR: 1.98 (0.71, 5.54) 0.188a  

No Event 263 (95.99) 275 (97.86) RR: 1.92 (0.72, 5.15) 0.195  

Total 274  281  ARR: -0.02 (-0.05, 0.01) 0.186  

      0.201b  

      0.071c  
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Table 4.6.15 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (4.11) 7 (9.46) OR: 0.48 (0.12, 1.89) 0.283a  

No Event 70 (95.89) 67 (90.54) RR: 0.50 (0.14, 1.81) 0.290  

Total 73  74  ARR: 0.05 (-0.04, 0.13) 0.280  

      0.604b  
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Table 4.6.16 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 13 (4.18) 12 (3.96) OR: 1.09 (0.48, 2.45) 0.843a  

No Event 298 (95.82) 291 (96.04) RR: 1.08 (0.50, 2.35) 0.843  

Total 311  303  ARR: 0.00 (-0.03, 0.03) 0.842  

      0.532b  

      0.627c  
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Table 4.6.16 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 1 (3.03) 2 (5.26) OR: 0.49 (0.04, 6.74) 0.604a  

No Event 32 (96.97) 36 (94.74) RR: 0.51 (0.04, 6.70) 0.607  

Total 33  38  ARR: 0.03 (-0.06, 0.12) 0.579  

      0.554b  
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Table 4.6.24 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 0 (0.00) 4 (6.35) OR: 0.23 (0.02, 2.08) 0.068a  

No Event 52 (100.00) 59 (93.65) RR: 0.24 (0.03, 2.08) 0.197  

Total 52  63  ARR: 0.06 (0.00, 0.12) 0.040  

      NEb  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.6.24 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 15 (4.26) 10 (2.84) OR: 1.52 (0.67, 3.45) 0.308a  

No Event 337 (95.74) 342 (97.16) RR: 1.50 (0.69, 3.26) 0.311  

Total 352  352  ARR: -0.01 (-0.04, 0.01) 0.309  

      0.162b  

      0.037c  
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Table 4.6.25 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (4.23) 10 (4.59) OR: 0.92 (0.37, 2.31) 0.858a  

No Event 204 (95.77) 208 (95.41) RR: 0.92 (0.38, 2.22) 0.858  

Total 213  218  ARR: 0.00 (-0.04, 0.04) 0.858  

      0.712b  

      0.709c  
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Table 4.6.25 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 6 (3.00) 5 (2.46) OR: 1.23 (0.37, 4.10) 0.738a  

No Event 194 (97.00) 198 (97.54) RR: 1.22 (0.38, 3.94) 0.738  

Total 200  203  ARR: -0.01 (-0.04, 0.03) 0.738  

      0.630b  
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Table 4.6.26 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 13 (3.88) 13 (3.87) OR: 1.01 (0.46, 2.21) 0.984a  

No Event 322 (96.12) 323 (96.13) RR: 1.01 (0.48, 2.14) 0.984  

Total 335  336  ARR: 0.00 (-0.03, 0.03) 0.984  

      0.564b  

      0.938c  
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Table 4.6.26 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 2 (2.56) 2 (2.35) OR: 1.19 (0.16, 8.78) 0.868a  

No Event 76 (97.44) 83 (97.65) RR: 1.18 (0.17, 8.03) 0.867  

Total 78  85  ARR: 0.00 (-0.05, 0.04) 0.868  

      NEb  
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Table 4.6.27 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 14 (3.69) 14 (3.54) OR: 1.04 (0.49, 2.22) 0.910a  

No Event 365 (96.31) 381 (96.46) RR: 1.04 (0.50, 2.15) 0.910  

Total 379  395  ARR: 0.00 (-0.03, 0.02) 0.910  

      0.582b  

      0.829c  
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Table 4.6.27 

Subgroup Analysis for Safety Endpoint: Incidence of Adverse Events of Special Interest (AESI) 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 1 (2.94) 1 (3.85) OR: 0.94 (0.05, 16.37) 0.965a  

No Event 33 (97.06) 25 (96.15) RR: 0.94 (0.06, 13.82) 0.965  

Total 34  26  ARR: 0.00 (-0.09, 0.09) 0.965  

      NEb  
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Table 4.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 128 (35.16) 140 (37.94) OR: 0.89 (0.66, 1.20) 0.439a  

No Event 236 (64.84) 229 (62.06) RR: 0.93 (0.77, 1.12) 0.439  

Total 364  369  ARR: 0.03 (-0.04, 0.10) 0.438  

      0.848b  

      0.061c  
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Table 4.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 25 (51.02) 38 (73.08) OR: 0.38 (0.17, 0.88) 0.023a  

No Event 24 (48.98) 14 (26.92) RR: 0.70 (0.51, 0.96) 0.027  

Total 49  52  ARR: 0.22 (0.04, 0.41) 0.019  

      0.622b  
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Table 4.7.2 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 139 (35.19) 170 (41.36) OR: 0.77 (0.58, 1.02) 0.073a  

No Event 256 (64.81) 241 (58.64) RR: 0.85 (0.71, 1.02) 0.074  

Total 395  411  ARR: 0.06 (-0.01, 0.13) 0.072  

      0.652b  

      0.896c  
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Table 4.7.2 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 14 (77.78) 8 (80.00) OR: 0.84 (0.13, 5.66) 0.862a  

No Event 4 (22.22) 2 (20.00) RR: 0.96 (0.63, 1.48) 0.861  

Total 18  10  ARR: 0.03 (-0.30, 0.36) 0.858  

      0.572b  
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Table 4.7.3 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 145 (35.89) 174 (41.83) OR: 0.78 (0.59, 1.03) 0.083a  

No Event 259 (64.11) 242 (58.17) RR: 0.86 (0.72, 1.02) 0.083  

Total 404  416  ARR: 0.06 (-0.01, 0.13) 0.082  

      0.851b  

      0.533c  
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Table 4.7.3 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 8 (88.89) 4 (80.00) OR: 2.00 (0.08, 51.59) 0.693a  

No Event 1 (11.11) 1 (20.00) RR: 1.10 (0.69, 1.74) 0.695  

Total 9  5  ARR: -0.08 (-0.46, 0.30) 0.689  

      NEb  
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Table 4.7.4 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 54 (28.88) 87 (40.47) OR: 0.58 (0.38, 0.88) 0.011a  

No Event 133 (71.12) 128 (59.53) RR: 0.70 (0.53, 0.93) 0.012  

Total 187  215  ARR: 0.12 (0.03, 0.21) 0.010  

      0.564b  
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Table 4.7.4 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 99 (43.81) 91 (44.17) OR: 0.98 (0.67, 1.44) 0.930a  

No Event 127 (56.19) 115 (55.83) RR: 0.99 (0.80, 1.23) 0.930  

Total 226  206  ARR: 0.00 (-0.09, 0.10) 0.930  

      0.398b  

      0.082c  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 28 (28.87) 36 (31.86) OR: 0.85 (0.47, 1.55) 0.604a  

No Event 69 (71.13) 77 (68.14) RR: 0.90 (0.59, 1.36) 0.604  

Total 97  113  ARR: 0.03 (-0.09, 0.16) 0.601  

      0.406b  

      0.824c  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 6 (60.00) 5 (55.56) OR: 1.67 (0.15, 18.87) 0.692a  

No Event 4 (40.00) 4 (44.44) RR: 1.15 (0.58, 2.26) 0.689  

Total 10  9  ARR: -0.08 (-0.47, 0.31) 0.679  

      NEb  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 4 (25.00) 4 (20.00) OR: 1.35 (0.29, 6.28) 0.702a  

No Event 12 (75.00) 16 (80.00) RR: 1.28 (0.36, 4.55) 0.706  

Total 16  20  ARR: -0.05 (-0.34, 0.23) 0.706  

      0.078b  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 12 (60.00) 12 (57.14) OR: 1.35 (0.36, 5.09) 0.672a  

No Event 8 (40.00) 9 (42.86) RR: 1.12 (0.67, 1.87) 0.661  

Total 20  21  ARR: -0.07 (-0.36, 0.23) 0.660  

      0.900b  
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Table 4.7.5 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 103 (38.15) 121 (46.90) OR: 0.70 (0.49, 0.99) 0.043a  

No Event 167 (61.85) 137 (53.10) RR: 0.81 (0.67, 0.99) 0.044  

Total 270  258  ARR: 0.09 (0.00, 0.17) 0.042  

      0.469b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.7.6 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 67 (30.04) 84 (35.90) OR: 0.77 (0.52, 1.14) 0.185a  

No Event 156 (69.96) 150 (64.10) RR: 0.84 (0.64, 1.09) 0.186  

Total 223  234  ARR: 0.06 (-0.03, 0.14) 0.183  

      0.364b  

      0.822c  
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Table 4.7.6 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 86 (45.26) 94 (50.27) OR: 0.83 (0.55, 1.25) 0.375a  

No Event 104 (54.74) 93 (49.73) RR: 0.91 (0.74, 1.12) 0.373  

Total 190  187  ARR: 0.05 (-0.05, 0.15) 0.373  

      0.531b  
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Table 4.7.7 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 18 (28.57) 10 (27.03) OR: 1.36 (0.53, 3.48) 0.520a  

No Event 45 (71.43) 27 (72.97) RR: 1.23 (0.65, 2.33) 0.519  

Total 63  37  ARR: -0.06 (-0.24, 0.12) 0.511  

      0.495b  
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Table 4.7.7 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 75 (43.35) 91 (51.41) OR: 0.75 (0.49, 1.15) 0.183a  

No Event 98 (56.65) 86 (48.59) RR: 0.86 (0.69, 1.07) 0.185  

Total 173  177  ARR: 0.07 (-0.03, 0.17) 0.181  

      0.673b  

      0.684c  
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Table 4.7.7 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 60 (33.90) 77 (37.20) OR: 0.87 (0.57, 1.33) 0.532a  

No Event 117 (66.10) 130 (62.80) RR: 0.92 (0.70, 1.21) 0.533  

Total 177  207  ARR: 0.03 (-0.07, 0.13) 0.530  

      0.275b  
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Table 4.7.8 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 92 (36.08) 106 (41.90) OR: 0.78 (0.55, 1.12) 0.179a  

No Event 163 (63.92) 147 (58.10) RR: 0.86 (0.69, 1.07) 0.179  

Total 255  253  ARR: 0.06 (-0.03, 0.14) 0.177  

      0.438b  

      0.813c  
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Table 4.7.8 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 61 (38.61) 72 (42.86) OR: 0.83 (0.54, 1.30) 0.425a  

No Event 97 (61.39) 96 (57.14) RR: 0.90 (0.69, 1.17) 0.426  

Total 158  168  ARR: 0.04 (-0.06, 0.15) 0.424  

      0.202b  
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Table 4.7.9 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 27 (29.67) 28 (33.33) OR: 0.83 (0.44, 1.57) 0.567a  

No Event 64 (70.33) 56 (66.67) RR: 0.88 (0.57, 1.36) 0.565  

Total 91  84  ARR: 0.04 (-0.10, 0.18) 0.569  

      0.088b  

      0.887c  
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Table 4.7.9 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 126 (39.13) 150 (44.51) OR: 0.80 (0.59, 1.09) 0.157a  

No Event 196 (60.87) 187 (55.49) RR: 0.88 (0.73, 1.05) 0.158  

Total 322  337  ARR: 0.05 (-0.02, 0.13) 0.155  

      0.568b  
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Table 4.7.10 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 27 (29.67) 28 (33.33) OR: 0.83 (0.44, 1.57) 0.567a  

No Event 64 (70.33) 56 (66.67) RR: 0.88 (0.57, 1.36) 0.565  

Total 91  84  ARR: 0.04 (-0.10, 0.18) 0.569  

      0.088b  

      0.964c  
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Table 4.7.10 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 32 (39.02) 36 (48.00) OR: 0.68 (0.36, 1.28) 0.229a  

No Event 50 (60.98) 39 (52.00) RR: 0.80 (0.56, 1.15) 0.227  

Total 82  75  ARR: 0.10 (-0.06, 0.25) 0.226  

      0.481b  
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Table 4.7.10 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 33 (40.24) 42 (44.68) OR: 0.84 (0.46, 1.53) 0.560a  

No Event 49 (59.76) 52 (55.32) RR: 0.90 (0.64, 1.27) 0.560  

Total 82  94  ARR: 0.04 (-0.10, 0.19) 0.557  

      0.846b  
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Table 4.7.10 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 61 (38.61) 72 (42.86) OR: 0.83 (0.54, 1.30) 0.425a  

No Event 97 (61.39) 96 (57.14) RR: 0.90 (0.69, 1.17) 0.426  

Total 158  168  ARR: 0.04 (-0.06, 0.15) 0.424  

      0.202b  
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Table 4.7.11 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 141 (38.01) 158 (41.80) OR: 0.86 (0.64, 1.15) 0.295a  

No Event 230 (61.99) 220 (58.20) RR: 0.91 (0.76, 1.09) 0.295  

Total 371  378  ARR: 0.04 (-0.03, 0.11) 0.294  

      0.758b  

      0.198c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.7.11 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 12 (28.57) 20 (46.51) OR: 0.44 (0.18, 1.10) 0.079a  

No Event 30 (71.43) 23 (53.49) RR: 0.60 (0.34, 1.07) 0.086  

Total 42  43  ARR: 0.19 (-0.01, 0.38) 0.070  

      0.541b  
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Table 4.7.12 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 82 (36.28) 92 (40.89) OR: 0.82 (0.56, 1.20) 0.316a  

No Event 144 (63.72) 133 (59.11) RR: 0.89 (0.70, 1.12) 0.316  

Total 226  225  ARR: 0.05 (-0.04, 0.14) 0.315  

      NEb  

      NEc  
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Table 4.7.13 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 24 (30.77) 23 (30.26) OR: 1.02 (0.52, 2.03) 0.946a  

No Event 54 (69.23) 53 (69.74) RR: 1.02 (0.63, 1.64) 0.946  

Total 78  76  ARR: -0.01 (-0.15, 0.14) 0.946  

      NEb  

      NEc  
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Table 4.7.14 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 137 (37.33) 153 (41.13) OR: 0.85 (0.63, 1.15) 0.293a  

No Event 230 (62.67) 219 (58.87) RR: 0.91 (0.76, 1.09) 0.293  

Total 367  372  ARR: 0.04 (-0.03, 0.11) 0.292  

      0.616b  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.7.14 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 16 (34.78) 25 (51.02) OR: 0.46 (0.19, 1.14) 0.098a  

No Event 30 (65.22) 24 (48.98) RR: 0.67 (0.41, 1.08) 0.099  

Total 46  49  ARR: 0.16 (-0.02, 0.35) 0.087  

      0.648b  

      0.253c  
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Table 4.7.15 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 105 (38.32) 122 (43.42) OR: 0.80 (0.57, 1.12) 0.200a  

No Event 169 (61.68) 159 (56.58) RR: 0.88 (0.72, 1.07) 0.200  

Total 274  281  ARR: 0.05 (-0.03, 0.14) 0.197  

      0.911b  

      0.538c  
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Table 4.7.15 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 29 (39.73) 29 (39.19) OR: 1.05 (0.54, 2.04) 0.884a  

No Event 44 (60.27) 45 (60.81) RR: 1.03 (0.68, 1.57) 0.885  

Total 73  74  ARR: -0.01 (-0.17, 0.15) 0.884  

      0.143b  
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Table 4.7.16 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 118 (37.94) 132 (43.56) OR: 0.79 (0.57, 1.09) 0.151a  

No Event 193 (62.06) 171 (56.44) RR: 0.87 (0.72, 1.05) 0.152  

Total 311  303  ARR: 0.06 (-0.02, 0.14) 0.150  

      0.207b  

      0.604c  
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Table 4.7.16 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 15 (45.45) 17 (44.74) OR: 1.25 (0.46, 3.40) 0.662a  

No Event 18 (54.55) 21 (55.26) RR: 1.13 (0.65, 1.95) 0.667  

Total 33  38  ARR: -0.05 (-0.28, 0.18) 0.657  

      0.500b  
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Table 4.7.18 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Antibiotic Event 15 (60.00) 19 (59.38) OR: 0.92 (0.31, 2.75) 0.884a  

No Event 10 (40.00) 13 (40.63) RR: 0.97 (0.60, 1.55) 0.885  

Total 25  32  ARR: 0.02 (-0.25, 0.29) 0.883  

      0.368b  

      NEc  
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Table 4.7.21 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 87 (46.28) 109 (52.40) OR: 0.77 (0.52, 1.15) 0.201a  

No Event 101 (53.72) 99 (47.60) RR: 0.88 (0.72, 1.07) 0.203  

Total 188  208  ARR: 0.06 (-0.03, 0.16) 0.198  

      0.608b  

      NEc  
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Table 4.7.22 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 23 (56.10) 25 (58.14) OR: 0.85 (0.35, 2.09) 0.724a  

No Event 18 (43.90) 18 (41.86) RR: 0.93 (0.59, 1.45) 0.738  

Total 41  43  ARR: 0.04 (-0.19, 0.27) 0.725  

      0.130b  

      NEc  
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Table 4.7.23 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 58 (27.49) 65 (32.02) OR: 0.81 (0.53, 1.23) 0.327a  

No Event 153 (72.51) 138 (67.98) RR: 0.86 (0.64, 1.16) 0.327  

Total 211  203  ARR: 0.04 (-0.04, 0.13) 0.326  

      0.347b  

      NEc  
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Table 4.7.24 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 15 (28.85) 25 (39.68) OR: 0.57 (0.26, 1.26) 0.165a  

No Event 37 (71.15) 38 (60.32) RR: 0.70 (0.41, 1.17) 0.171  

Total 52  63  ARR: 0.12 (-0.05, 0.30) 0.156  

      0.333b  
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Table 4.7.24 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 135 (38.35) 152 (43.18) OR: 0.82 (0.61, 1.11) 0.198a  

No Event 217 (61.65) 200 (56.82) RR: 0.89 (0.74, 1.06) 0.198  

Total 352  352  ARR: 0.05 (-0.02, 0.12) 0.198  

      0.259b  

      0.507c  
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Table 4.7.25 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 70 (32.86) 81 (37.16) OR: 0.83 (0.56, 1.24) 0.360a  

No Event 143 (67.14) 137 (62.84) RR: 0.89 (0.68, 1.15) 0.361  

Total 213  218  ARR: 0.04 (-0.05, 0.13) 0.359  

      0.592b  

      0.817c  
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Table 4.7.25 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 83 (41.50) 97 (47.78) OR: 0.78 (0.52, 1.15) 0.205a  

No Event 117 (58.50) 106 (52.22) RR: 0.87 (0.70, 1.08) 0.206  

Total 200  203  ARR: 0.06 (-0.03, 0.16) 0.203  

      0.437b  
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Table 4.7.26 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 122 (36.42) 128 (38.10) OR: 0.93 (0.68, 1.28) 0.672a  

No Event 213 (63.58) 208 (61.90) RR: 0.96 (0.79, 1.17) 0.671  

Total 335  336  ARR: 0.02 (-0.06, 0.09) 0.671  

      0.948b  

      0.049c  
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Table 4.7.26 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 31 (39.74) 50 (58.82) OR: 0.46 (0.25, 0.87) 0.016a  

No Event 47 (60.26) 35 (41.18) RR: 0.68 (0.49, 0.94) 0.019  

Total 78  85  ARR: 0.19 (0.04, 0.34) 0.014  

      0.825b  
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Table 4.7.27 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 139 (36.68) 157 (39.75) OR: 0.88 (0.66, 1.18) 0.386a  

No Event 240 (63.32) 238 (60.25) RR: 0.92 (0.77, 1.11) 0.386  

Total 379  395  ARR: 0.03 (-0.04, 0.10) 0.385  

      0.975b  

      0.006c  
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Table 4.7.27 

Subgroup Analysis for Safety Endpoint: Incidence of Treatment Emergent AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 14 (41.18) 21 (80.77) OR: 0.16 (0.05, 0.54) 0.002a  

No Event 20 (58.82) 5 (19.23) RR: 0.50 (0.32, 0.79) 0.003  

Total 34  26  ARR: 0.40 (0.18, 0.63) <.001  

      0.645b  
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Table 4.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 13 (3.57) 35 (9.49) OR: 0.35 (0.18, 0.68) 0.001a  

No Event 351 (96.43) 334 (90.51) RR: 0.38 (0.20, 0.70) 0.002  

Total 364  369  ARR: 0.06 (0.02, 0.09) 0.001  

      0.572b  

      0.019c  
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Table 4.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 13 (26.53) 11 (21.15) OR: 1.33 (0.54, 3.27) 0.529a  

No Event 36 (73.47) 41 (78.85) RR: 1.25 (0.62, 2.51) 0.530  

Total 49  52  ARR: -0.05 (-0.22, 0.12) 0.534  

      0.069b  
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Table 4.8.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 17 (4.30) 44 (10.71) OR: 0.38 (0.21, 0.67) 0.001a  

No Event 378 (95.70) 367 (89.29) RR: 0.40 (0.23, 0.69) <.001  

Total 395  411  ARR: 0.06 (0.03, 0.10) <.001  

      0.211b  

      0.009c  
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Table 4.8.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 9 (50.00) 2 (20.00) OR: 3.14 (0.57, 17.30) 0.166a  

No Event 9 (50.00) 8 (80.00) RR: 2.17 (0.66, 7.07) 0.200  

Total 18  10  ARR: -0.28 (-0.65, 0.10) 0.147  

      0.064b  
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Table 4.8.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 21 (5.20) 45 (10.82) OR: 0.45 (0.26, 0.77) 0.003a  

No Event 383 (94.80) 371 (89.18) RR: 0.48 (0.29, 0.79) 0.004  

Total 404  416  ARR: 0.06 (0.02, 0.09) 0.003  

      0.453b  

      0.052c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.8.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 5 (55.56) 1 (20.00) OR: 3.17 (0.40, 25.36) 0.213a  

No Event 4 (44.44) 4 (80.00) RR: 2.73 (0.33, 22.45) 0.349  

Total 9  5  ARR: -0.34 (-0.89, 0.22) 0.232  

      0.031b  
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Table 4.8.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 10 (5.35) 27 (12.56) OR: 0.41 (0.19, 0.86) 0.015a  

No Event 177 (94.65) 188 (87.44) RR: 0.44 (0.22, 0.87) 0.019  

Total 187  215  ARR: 0.07 (0.02, 0.13) 0.012  

      0.220b  
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Table 4.8.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 16 (7.08) 19 (9.22) OR: 0.75 (0.38, 1.51) 0.425a  

No Event 210 (92.92) 187 (90.78) RR: 0.77 (0.41, 1.46) 0.425  

Total 226  206  ARR: 0.02 (-0.03, 0.07) 0.426  

      0.726b  

      0.215c  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 3 (3.09) 14 (12.39) OR: 0.22 (0.06, 0.82) 0.016a  

No Event 94 (96.91) 99 (87.61) RR: 0.24 (0.06, 0.87) 0.031  

Total 97  113  ARR: 0.09 (0.02, 0.16) 0.010  

      0.128b  

      0.255c  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 1 (11.11) OR: 0.20 (<.01, 6.04) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: 0.25 (0.01, 5.13) 0.368  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

      NEb  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 1 (6.25) 3 (15.00) OR: 0.42 (0.04, 4.04) 0.428a  

No Event 15 (93.75) 17 (85.00) RR: 0.42 (0.04, 4.20) 0.459  

Total 16  20  ARR: 0.09 (-0.12, 0.29) 0.413  

      0.044b  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 5 

Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 0 (0.00) 2 (9.52) OR: 0.33 (0.03, 3.58) 0.186a  

No Event 20 (100.00) 19 (90.48) RR: 0.38 (0.04, 3.25) 0.374  

Total 20  21  ARR: 0.10 (-0.03, 0.23) 0.151  

      NEb  
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Table 4.8.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 22 (8.15) 26 (10.08) OR: 0.80 (0.44, 1.44) 0.453a  

No Event 248 (91.85) 232 (89.92) RR: 0.81 (0.47, 1.40) 0.453  

Total 270  258  ARR: 0.02 (-0.03, 0.07) 0.453  

      0.498b  
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Table 4.8.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 10 (4.48) 30 (12.82) OR: 0.32 (0.15, 0.68) 0.002a  

No Event 213 (95.52) 204 (87.18) RR: 0.35 (0.17, 0.71) 0.004  

Total 223  234  ARR: 0.08 (0.03, 0.13) 0.001  

      0.245b  

      0.031c  
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Table 4.8.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 16 (8.42) 16 (8.56) OR: 0.97 (0.47, 2.00) 0.938a  

No Event 174 (91.58) 171 (91.44) RR: 0.97 (0.51, 1.88) 0.938  

Total 190  187  ARR: 0.00 (-0.05, 0.06) 0.938  

      0.433b  
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Table 4.8.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 5 (7.94) 4 (10.81) OR: 0.84 (0.22, 3.21) 0.790a  

No Event 58 (92.06) 33 (89.19) RR: 0.85 (0.26, 2.77) 0.789  

Total 63  37  ARR: 0.02 (-0.11, 0.14) 0.800  

      0.111b  
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Table 4.8.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 15 (8.67) 15 (8.47) OR: 1.03 (0.49, 2.17) 0.946a  

No Event 158 (91.33) 162 (91.53) RR: 1.02 (0.52, 2.02) 0.946  

Total 173  177  ARR: 0.00 (-0.06, 0.06) 0.946  

      0.491b  

      0.039c  
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Table 4.8.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 6 (3.39) 27 (13.04) OR: 0.24 (0.09, 0.59) 0.001a  

No Event 171 (96.61) 180 (86.96) RR: 0.26 (0.11, 0.63) 0.003  

Total 177  207  ARR: 0.09 (0.04, 0.15) <.001  

      0.289b  
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Table 4.8.8 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 14 (5.49) 32 (12.65) OR: 0.40 (0.21, 0.77) 0.005a  

No Event 241 (94.51) 221 (87.35) RR: 0.43 (0.24, 0.79) 0.007  

Total 255  253  ARR: 0.07 (0.02, 0.12) 0.005  

      0.904b  

      0.122c  
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Table 4.8.8 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 12 (7.59) 14 (8.33) OR: 0.90 (0.40, 2.01) 0.797a  

No Event 146 (92.41) 154 (91.67) RR: 0.91 (0.43, 1.90) 0.797  

Total 158  168  ARR: 0.01 (-0.05, 0.07) 0.796  

      0.358b  
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Table 4.8.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.20) 9 (10.71) OR: 0.19 (0.04, 0.91) 0.022a  

No Event 89 (97.80) 75 (89.29) RR: 0.21 (0.05, 0.93) 0.040  

Total 91  84  ARR: 0.08 (0.01, 0.16) 0.023  

      0.534b  

      0.123c  
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Table 4.8.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 24 (7.45) 37 (10.98) OR: 0.65 (0.38, 1.11) 0.111a  

No Event 298 (92.55) 300 (89.02) RR: 0.67 (0.41, 1.10) 0.114  

Total 322  337  ARR: 0.04 (-0.01, 0.08) 0.109  

      0.939b  
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Table 4.8.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 2 (2.20) 9 (10.71) OR: 0.19 (0.04, 0.91) 0.022a  

No Event 89 (97.80) 75 (89.29) RR: 0.21 (0.05, 0.93) 0.040  

Total 91  84  ARR: 0.08 (0.01, 0.16) 0.023  

      0.534b  

      0.181c  
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Table 4.8.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 4 (4.88) 11 (14.67) OR: 0.29 (0.09, 0.97) 0.036a  

No Event 78 (95.12) 64 (85.33) RR: 0.33 (0.11, 0.99) 0.048  

Total 82  75  ARR: 0.10 (0.01, 0.19) 0.036  

      0.607b  
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Table 4.8.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 8 (9.76) 12 (12.77) OR: 0.74 (0.29, 1.90) 0.525a  

No Event 74 (90.24) 82 (87.23) RR: 0.76 (0.33, 1.77) 0.526  

Total 82  94  ARR: 0.03 (-0.06, 0.12) 0.521  

      0.182b  
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Table 4.8.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 12 (7.59) 14 (8.33) OR: 0.90 (0.40, 2.01) 0.797a  

No Event 146 (92.41) 154 (91.67) RR: 0.91 (0.43, 1.90) 0.797  

Total 158  168  ARR: 0.01 (-0.05, 0.07) 0.796  

      0.358b  
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Table 4.8.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 25 (6.74) 43 (11.38) OR: 0.56 (0.34, 0.94) 0.027a  

No Event 346 (93.26) 335 (88.62) RR: 0.59 (0.37, 0.95) 0.029  

Total 371  378  ARR: 0.05 (0.01, 0.09) 0.026  

      0.096b  

      0.646c  
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Table 4.8.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 1 (2.38) 3 (6.98) OR: 0.32 (0.03, 3.23) 0.315a  

No Event 41 (97.62) 40 (93.02) RR: 0.33 (0.03, 3.16) 0.337  

Total 42  43  ARR: 0.05 (-0.04, 0.14) 0.302  

      0.534b  
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Table 4.8.12 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 13 (5.75) 30 (13.33) OR: 0.40 (0.20, 0.78) 0.006a  

No Event 213 (94.25) 195 (86.67) RR: 0.43 (0.23, 0.81) 0.008  

Total 226  225  ARR: 0.08 (0.02, 0.13) 0.006  

      NEb  

      NEc  
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Table 4.8.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 23 (6.27) 42 (11.29) OR: 0.53 (0.31, 0.89) 0.016a  

No Event 344 (93.73) 330 (88.71) RR: 0.56 (0.34, 0.90) 0.018  

Total 367  372  ARR: 0.05 (0.01, 0.09) 0.015  

      0.144b  
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Table 4.8.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 3 (6.52) 4 (8.16) OR: 0.66 (0.13, 3.32) 0.573a  

No Event 43 (93.48) 45 (91.84) RR: 0.71 (0.22, 2.25) 0.555  

Total 46  49  ARR: 0.03 (-0.08, 0.14) 0.604  

      0.020b  

      0.630c  
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Table 4.8.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 19 (6.93) 28 (9.96) OR: 0.67 (0.36, 1.23) 0.194a  

No Event 255 (93.07) 253 (90.04) RR: 0.69 (0.39, 1.21) 0.196  

Total 274  281  ARR: 0.03 (-0.02, 0.08) 0.190  

      0.863b  

      0.820c  
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Table 4.8.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 4 (5.48) 5 (6.76) OR: 0.81 (0.21, 3.12) 0.756a  

No Event 69 (94.52) 69 (93.24) RR: 0.82 (0.24, 2.83) 0.755  

Total 73  74  ARR: 0.01 (-0.07, 0.09) 0.759  

      0.421b  
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Table 4.8.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 20 (6.43) 29 (9.57) OR: 0.64 (0.35, 1.16) 0.141a  

No Event 291 (93.57) 274 (90.43) RR: 0.66 (0.38, 1.15) 0.144  

Total 311  303  ARR: 0.03 (-0.01, 0.08) 0.140  

      0.561b  

      0.514c  
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Table 4.8.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 3 (9.09) 3 (7.89) OR: 0.78 (0.14, 4.38) 0.776a  

No Event 30 (90.91) 35 (92.11) RR: 0.81 (0.19, 3.51) 0.774  

Total 33  38  ARR: 0.02 (-0.11, 0.15) 0.774  

      0.233b  
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Table 4.8.21 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 15 (7.98) 28 (13.46) OR: 0.56 (0.29, 1.08) 0.081a  

No Event 173 (92.02) 180 (86.54) RR: 0.59 (0.32, 1.08) 0.085  

Total 188  208  ARR: 0.05 (-0.01, 0.12) 0.075  

      0.848b  

      NEc  
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Table 4.8.23 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 10 (4.74) 17 (8.37) OR: 0.55 (0.25, 1.22) 0.133a  

No Event 201 (95.26) 186 (91.63) RR: 0.57 (0.27, 1.21) 0.141  

Total 211  203  ARR: 0.04 (-0.01, 0.08) 0.137  

      0.051b  

      NEc  
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Table 4.8.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 5 (9.62) 3 (4.76) OR: 2.43 (0.52, 11.35) 0.261a  

No Event 47 (90.38) 60 (95.24) RR: 2.28 (0.52, 9.94) 0.273  

Total 52  63  ARR: -0.05 (-0.15, 0.04) 0.262  

      0.343b  

        



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.8.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 21 (5.97) 43 (12.22) OR: 0.46 (0.27, 0.79) 0.004a  

No Event 331 (94.03) 309 (87.78) RR: 0.49 (0.30, 0.81) 0.005  

Total 352  352  ARR: 0.06 (0.02, 0.10) 0.004  

      0.262b  

      0.044c  
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Table 4.8.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 6 (2.82) 15 (6.88) OR: 0.39 (0.15, 1.02) 0.047a  

No Event 207 (97.18) 203 (93.12) RR: 0.40 (0.16, 1.02) 0.056  

Total 213  218  ARR: 0.04 (0.00, 0.08) 0.045  

      0.867b  

      0.434c  
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Table 4.8.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 20 (10.00) 31 (15.27) OR: 0.62 (0.34, 1.12) 0.112a  

No Event 180 (90.00) 172 (84.73) RR: 0.65 (0.39, 1.11) 0.117  

Total 200  203  ARR: 0.05 (-0.01, 0.12) 0.111  

      0.117b  
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Table 4.8.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 13 (3.88) 30 (8.93) OR: 0.41 (0.21, 0.80) 0.007a  

No Event 322 (96.12) 306 (91.07) RR: 0.43 (0.23, 0.81) 0.009  

Total 335  336  ARR: 0.05 (0.01, 0.09) 0.007  

      0.205b  

      0.165c  
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Table 4.8.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 13 (16.67) 16 (18.82) OR: 0.87 (0.39, 1.94) 0.729a  

No Event 65 (83.33) 69 (81.18) RR: 0.89 (0.45, 1.73) 0.728  

Total 78  85  ARR: 0.02 (-0.10, 0.14) 0.726  

      0.529b  
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Table 4.8.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 19 (5.01) 38 (9.62) OR: 0.49 (0.28, 0.87) 0.014a  

No Event 360 (94.99) 357 (90.38) RR: 0.52 (0.31, 0.88) 0.016  

Total 379  395  ARR: 0.05 (0.01, 0.08) 0.013  

      0.299b  

      0.807c  
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Table 4.8.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 7 (20.59) 8 (30.77) OR: 0.60 (0.18, 1.95) 0.399a  

No Event 27 (79.41) 18 (69.23) RR: 0.67 (0.27, 1.69) 0.402  

Total 34  26  ARR: 0.10 (-0.13, 0.32) 0.397  

      0.327b  
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Table 4.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 122 (33.52) 120 (32.52) OR: 1.05 (0.77, 1.42) 0.770a  

No Event 242 (66.48) 249 (67.48) RR: 1.03 (0.84, 1.27) 0.770  

Total 364  369  ARR: -0.01 (-0.08, 0.06) 0.770  

      0.946b  

      0.001c  
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Table 4.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 15 (30.61) 33 (63.46) OR: 0.26 (0.11, 0.59) 0.001a  

No Event 34 (69.39) 19 (36.54) RR: 0.48 (0.30, 0.78) 0.003  

Total 49  52  ARR: 0.33 (0.14, 0.51) <.001  

      0.352b  
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Table 4.9.2 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 130 (32.91) 147 (35.77) OR: 0.88 (0.66, 1.18) 0.398a  

No Event 265 (67.09) 264 (64.23) RR: 0.92 (0.76, 1.11) 0.398  

Total 395  411  ARR: 0.03 (-0.04, 0.09) 0.397  

      0.927b  

      0.370c  
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Table 4.9.2 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 7 (38.89) 6 (60.00) OR: 0.50 (0.11, 2.27) 0.359a  

No Event 11 (61.11) 4 (40.00) RR: 0.66 (0.26, 1.70) 0.388  

Total 18  10  ARR: 0.19 (-0.22, 0.60) 0.365  

      0.058b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.9.3 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 133 (32.92) 150 (36.06) OR: 0.87 (0.65, 1.16) 0.352a  

No Event 271 (67.08) 266 (63.94) RR: 0.91 (0.76, 1.10) 0.352  

Total 404  416  ARR: 0.03 (-0.03, 0.10) 0.351  

      0.804b  

      0.667c  
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Table 4.9.3 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 4 (44.44) 3 (60.00) OR: 0.60 (0.08, 4.41) 0.605a  

No Event 5 (55.56) 2 (40.00) RR: 0.74 (0.25, 2.23) 0.599  

Total 9  5  ARR: 0.16 (-0.44, 0.75) 0.609  

      0.069b  
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Table 4.9.4 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 46 (24.60) 68 (31.63) OR: 0.68 (0.43, 1.06) 0.087a  

No Event 141 (75.40) 147 (68.37) RR: 0.76 (0.55, 1.04) 0.089  

Total 187  215  ARR: 0.08 (-0.01, 0.16) 0.082  

      0.879b  
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Table 4.9.4 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 91 (40.27) 85 (41.26) OR: 0.96 (0.65, 1.41) 0.829a  

No Event 135 (59.73) 121 (58.74) RR: 0.98 (0.78, 1.22) 0.829  

Total 226  206  ARR: 0.01 (-0.08, 0.10) 0.829  

      0.411b  

      0.301c  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 27 (27.84) 28 (24.78) OR: 1.15 (0.61, 2.14) 0.672a  

No Event 70 (72.16) 85 (75.22) RR: 1.10 (0.70, 1.73) 0.670  

Total 97  113  ARR: -0.03 (-0.14, 0.09) 0.671  

      0.685b  

      0.509c  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 6 (60.00) 5 (55.56) OR: 1.67 (0.15, 18.87) 0.692a  

No Event 4 (40.00) 4 (44.44) RR: 1.15 (0.58, 2.26) 0.689  

Total 10  9  ARR: -0.08 (-0.47, 0.31) 0.679  

      NEb  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 3 (18.75) 2 (10.00) OR: 2.16 (0.31, 15.20) 0.441a  

No Event 13 (81.25) 18 (90.00) RR: 1.93 (0.36, 10.23) 0.441  

Total 16  20  ARR: -0.09 (-0.32, 0.14) 0.441  

      0.365b  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 12 (60.00) 12 (57.14) OR: 1.35 (0.36, 5.09) 0.672a  

No Event 8 (40.00) 9 (42.86) RR: 1.12 (0.67, 1.87) 0.661  

Total 20  21  ARR: -0.07 (-0.36, 0.23) 0.660  

      0.900b  
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Table 4.9.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 89 (32.96) 106 (41.09) OR: 0.70 (0.49, 1.00) 0.052a  

No Event 181 (67.04) 152 (58.91) RR: 0.80 (0.64, 1.00) 0.053  

Total 270  258  ARR: 0.08 (0.00, 0.16) 0.051  

      0.451b  
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Table 4.9.6 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 62 (27.80) 68 (29.06) OR: 0.94 (0.62, 1.41) 0.762a  

No Event 161 (72.20) 166 (70.94) RR: 0.96 (0.72, 1.28) 0.761  

Total 223  234  ARR: 0.01 (-0.07, 0.10) 0.762  

      0.455b  

      0.533c  
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Table 4.9.6 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 75 (39.47) 85 (45.45) OR: 0.80 (0.52, 1.21) 0.285a  

No Event 115 (60.53) 102 (54.55) RR: 0.88 (0.70, 1.11) 0.284  

Total 190  187  ARR: 0.05 (-0.04, 0.15) 0.283  

      0.598b  
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Table 4.9.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 15 (23.81) 8 (21.62) OR: 1.32 (0.49, 3.58) 0.589a  

No Event 48 (76.19) 29 (78.38) RR: 1.23 (0.58, 2.63) 0.588  

Total 63  37  ARR: -0.05 (-0.22, 0.12) 0.577  

      0.929b  
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Table 4.9.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 65 (37.57) 83 (46.89) OR: 0.70 (0.45, 1.09) 0.115a  

No Event 108 (62.43) 94 (53.11) RR: 0.82 (0.64, 1.05) 0.117  

Total 173  177  ARR: 0.08 (-0.02, 0.18) 0.113  

      0.714b  

      0.253c  
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Table 4.9.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 57 (32.20) 62 (29.95) OR: 1.11 (0.72, 1.72) 0.636a  

No Event 120 (67.80) 145 (70.05) RR: 1.08 (0.80, 1.45) 0.635  

Total 177  207  ARR: -0.02 (-0.12, 0.07) 0.635  

      0.273b  
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Table 4.9.8 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 84 (32.94) 88 (34.78) OR: 0.92 (0.64, 1.33) 0.657a  

No Event 171 (67.06) 165 (65.22) RR: 0.95 (0.74, 1.21) 0.657  

Total 255  253  ARR: 0.02 (-0.06, 0.10) 0.657  

      0.415b  

      0.636c  
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Table 4.9.8 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 53 (33.54) 65 (38.69) OR: 0.80 (0.51, 1.25) 0.326a  

No Event 105 (66.46) 103 (61.31) RR: 0.86 (0.65, 1.16) 0.327  

Total 158  168  ARR: 0.05 (-0.05, 0.16) 0.324  

      0.384b  
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Table 4.9.9 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 26 (28.57) 24 (28.57) OR: 0.98 (0.51, 1.87) 0.940a  

No Event 65 (71.43) 60 (71.43) RR: 0.98 (0.62, 1.56) 0.940  

Total 91  84  ARR: 0.01 (-0.13, 0.14) 0.940  

      0.056b  

      0.658c  
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Table 4.9.9 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 111 (34.47) 129 (38.28) OR: 0.85 (0.62, 1.16) 0.307a  

No Event 211 (65.53) 208 (61.72) RR: 0.90 (0.73, 1.10) 0.307  

Total 322  337  ARR: 0.04 (-0.04, 0.11) 0.305  

      0.834b  
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Table 4.9.10 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 26 (28.57) 24 (28.57) OR: 0.98 (0.51, 1.87) 0.940a  

No Event 65 (71.43) 60 (71.43) RR: 0.98 (0.62, 1.56) 0.940  

Total 91  84  ARR: 0.01 (-0.13, 0.14) 0.940  

      0.056b  

      0.931c  
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Table 4.9.10 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 29 (35.37) 30 (40.00) OR: 0.80 (0.42, 1.53) 0.499a  

No Event 53 (64.63) 45 (60.00) RR: 0.87 (0.58, 1.30) 0.497  

Total 82  75  ARR: 0.05 (-0.10, 0.20) 0.498  

      0.246b  
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Table 4.9.10 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 29 (35.37) 34 (36.17) OR: 0.97 (0.52, 1.81) 0.925a  

No Event 53 (64.63) 60 (63.83) RR: 0.98 (0.66, 1.45) 0.924  

Total 82  94  ARR: 0.01 (-0.13, 0.15) 0.924  

      0.702b  
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Table 4.9.10 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 53 (33.54) 65 (38.69) OR: 0.80 (0.51, 1.25) 0.326a  

No Event 105 (66.46) 103 (61.31) RR: 0.86 (0.65, 1.16) 0.327  

Total 158  168  ARR: 0.05 (-0.05, 0.16) 0.324  

      0.384b  
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Table 4.9.11 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 125 (33.69) 135 (35.71) OR: 0.92 (0.68, 1.24) 0.573a  

No Event 246 (66.31) 243 (64.29) RR: 0.94 (0.78, 1.15) 0.573  

Total 371  378  ARR: 0.02 (-0.05, 0.09) 0.572  

      0.639b  

      0.303c  
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Table 4.9.11 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 12 (28.57) 18 (41.86) OR: 0.53 (0.21, 1.33) 0.180a  

No Event 30 (71.43) 25 (58.14) RR: 0.67 (0.37, 1.21) 0.183  

Total 42  43  ARR: 0.14 (-0.06, 0.34) 0.169  

      0.637b  
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Table 4.9.12 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 74 (32.74) 75 (33.33) OR: 0.97 (0.66, 1.44) 0.894a  

No Event 152 (67.26) 150 (66.67) RR: 0.98 (0.76, 1.28) 0.894  

Total 226  225  ARR: 0.01 (-0.08, 0.09) 0.894  

      NEb  

      NEc  
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Table 4.9.13 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 23 (29.49) 19 (25.00) OR: 1.25 (0.62, 2.56) 0.533a  

No Event 55 (70.51) 57 (75.00) RR: 1.18 (0.70, 1.98) 0.533  

Total 78  76  ARR: -0.04 (-0.19, 0.10) 0.531  

      NEb  

      NEc  
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Table 4.9.14 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 122 (33.24) 130 (34.95) OR: 0.93 (0.68, 1.26) 0.630a  

No Event 245 (66.76) 242 (65.05) RR: 0.95 (0.78, 1.16) 0.630  

Total 367  372  ARR: 0.02 (-0.05, 0.09) 0.629  

      0.875b  
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Table 4.9.14 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 15 (32.61) 23 (46.94) OR: 0.48 (0.20, 1.18) 0.108a  

No Event 31 (67.39) 26 (53.06) RR: 0.65 (0.38, 1.12) 0.123  

Total 46  49  ARR: 0.16 (-0.03, 0.35) 0.099  

      0.443b  

      0.243c  
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Table 4.9.15 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 95 (34.67) 109 (38.79) OR: 0.83 (0.58, 1.17) 0.284a  

No Event 179 (65.33) 172 (61.21) RR: 0.89 (0.71, 1.10) 0.284  

Total 274  281  ARR: 0.04 (-0.04, 0.12) 0.282  

      0.971b  

      0.609c  
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Table 4.9.15 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 26 (35.62) 26 (35.14) OR: 1.02 (0.52, 2.01) 0.949a  

No Event 47 (64.38) 48 (64.86) RR: 1.02 (0.64, 1.61) 0.949  

Total 73  74  ARR: -0.01 (-0.16, 0.15) 0.949  

      0.129b  
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Table 4.9.16 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 106 (34.08) 117 (38.61) OR: 0.82 (0.59, 1.14) 0.238a  

No Event 205 (65.92) 186 (61.39) RR: 0.88 (0.71, 1.09) 0.239  

Total 311  303  ARR: 0.05 (-0.03, 0.12) 0.237  

      0.383b  

      0.682c  
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Table 4.9.16 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 14 (42.42) 16 (42.11) OR: 1.30 (0.47, 3.63) 0.614a  

No Event 19 (57.58) 22 (57.89) RR: 1.16 (0.65, 2.06) 0.621  

Total 33  38  ARR: -0.06 (-0.28, 0.16) 0.608  

      0.493b  
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Table 4.9.18 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Antibiotic Event 13 (52.00) 16 (50.00) OR: 1.03 (0.35, 3.03) 0.955a  

No Event 12 (48.00) 16 (50.00) RR: 1.02 (0.58, 1.80) 0.955  

Total 25  32  ARR: -0.01 (-0.28, 0.27) 0.954  

      0.346b  

      NEc  
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Table 4.9.21 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 77 (40.96) 91 (43.75) OR: 0.88 (0.59, 1.31) 0.519a  

No Event 111 (59.04) 117 (56.25) RR: 0.93 (0.74, 1.17) 0.520  

Total 188  208  ARR: 0.03 (-0.07, 0.13) 0.517  

      0.501b  

      NEc  
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Table 4.9.22 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 22 (53.66) 23 (53.49) OR: 0.91 (0.37, 2.25) 0.844a  

No Event 19 (46.34) 20 (46.51) RR: 0.96 (0.60, 1.52) 0.849  

Total 41  43  ARR: 0.02 (-0.20, 0.25) 0.844  

      0.306b  

      NEc  
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Table 4.9.23 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 52 (24.64) 58 (28.57) OR: 0.82 (0.53, 1.27) 0.379a  

No Event 159 (75.36) 145 (71.43) RR: 0.87 (0.63, 1.19) 0.379  

Total 211  203  ARR: 0.04 (-0.05, 0.12) 0.379  

      0.432b  

      NEc  
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Table 4.9.24 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 12 (23.08) 24 (38.10) OR: 0.44 (0.19, 1.01) 0.048a  

No Event 40 (76.92) 39 (61.90) RR: 0.57 (0.32, 1.02) 0.057  

Total 52  63  ARR: 0.17 (0.01, 0.34) 0.041  

      0.159b  
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Table 4.9.24 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 122 (34.66) 128 (36.36) OR: 0.93 (0.68, 1.27) 0.645a  

No Event 230 (65.34) 224 (63.64) RR: 0.95 (0.78, 1.16) 0.644  

Total 352  352  ARR: 0.02 (-0.05, 0.09) 0.645  

      0.256b  

      0.148c  
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Table 4.9.25 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 68 (31.92) 71 (32.57) OR: 0.98 (0.65, 1.46) 0.907a  

No Event 145 (68.08) 147 (67.43) RR: 0.98 (0.75, 1.29) 0.907  

Total 213  218  ARR: 0.01 (-0.08, 0.09) 0.906  

      0.390b  

      0.445c  
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Table 4.9.25 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 69 (34.50) 82 (40.39) OR: 0.78 (0.52, 1.16) 0.222a  

No Event 131 (65.50) 121 (59.61) RR: 0.85 (0.66, 1.10) 0.222  

Total 200  203  ARR: 0.06 (-0.04, 0.15) 0.220  

      0.918b  
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Table 4.9.26 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 115 (34.33) 110 (32.74) OR: 1.08 (0.78, 1.49) 0.641a  

No Event 220 (65.67) 226 (67.26) RR: 1.05 (0.85, 1.30) 0.641  

Total 335  336  ARR: -0.02 (-0.09, 0.05) 0.641  

      0.574b  

      0.005c  
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Table 4.9.26 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 22 (28.21) 43 (50.59) OR: 0.38 (0.20, 0.74) 0.004a  

No Event 56 (71.79) 42 (49.41) RR: 0.56 (0.37, 0.84) 0.006  

Total 78  85  ARR: 0.22 (0.08, 0.37) 0.003  

      0.950b  
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Table 4.9.27 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 127 (33.51) 136 (34.43) OR: 0.96 (0.71, 1.30) 0.799a  

No Event 252 (66.49) 259 (65.57) RR: 0.97 (0.80, 1.19) 0.799  

Total 379  395  ARR: 0.01 (-0.06, 0.08) 0.798  

      0.563b  

      0.010c  
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Table 4.9.27 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AE 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 10 (29.41) 17 (65.38) OR: 0.21 (0.07, 0.63) 0.005a  

No Event 24 (70.59) 9 (34.62) RR: 0.44 (0.24, 0.80) 0.007  

Total 34  26  ARR: 0.37 (0.13, 0.61) 0.002  

      0.838b  
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Table 4.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 14 (3.85) 12 (3.25) OR: 1.19 (0.54, 2.61) 0.664a  

No Event 350 (96.15) 357 (96.75) RR: 1.18 (0.55, 2.52) 0.664  

Total 364  369  ARR: -0.01 (-0.03, 0.02) 0.664  

      0.572b  

      0.293c  
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Table 4.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 1 (2.04) 3 (5.77) OR: 0.32 (0.03, 3.28) 0.321a  

No Event 48 (97.96) 49 (94.23) RR: 0.33 (0.03, 3.22) 0.343  

Total 49  52  ARR: 0.04 (-0.04, 0.11) 0.306  

      0.545b  
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Table 4.11.2 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 14 (3.54) 14 (3.41) OR: 1.04 (0.49, 2.21) 0.918a  

No Event 381 (96.46) 397 (96.59) RR: 1.04 (0.50, 2.15) 0.918  

Total 395  411  ARR: 0.00 (-0.03, 0.02) 0.918  

      0.386b  

      0.652c  
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Table 4.11.2 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 1 (5.56) 1 (10.00) OR: 0.50 (0.02, 11.23) 0.683a  

No Event 17 (94.44) 9 (90.00) RR: 0.50 (0.02, 15.55) 0.689  

Total 18  10  ARR: 0.04 (-0.16, 0.25) 0.678  

      0.234b  
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Table 4.11.3 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 15 (3.71) 15 (3.61) OR: 1.03 (0.50, 2.13) 0.939a  

No Event 389 (96.29) 401 (96.39) RR: 1.03 (0.51, 2.07) 0.939  

Total 404  416  ARR: 0.00 (-0.03, 0.02) 0.939  

      0.627b  

      NEc  
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Table 4.11.3 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 1 (1.03) 2 (1.77) OR: 0.53 (0.04, 6.35) 0.624a  

No Event 96 (98.97) 111 (98.23) RR: 0.54 (0.04, 6.52) 0.628  

Total 97  113  ARR: 0.01 (-0.02, 0.04) 0.609  

      0.447b  

      0.547c  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 1 (10.00) 0 (0.00) OR: 2.54 (0.09, 75.76) 0.398a  

No Event 9 (90.00) 9 (100.00) RR: 2.25 (0.11, 46.13) 0.599  

Total 10  9  ARR: -0.10 (-0.29, 0.09) 0.289  

      NEb  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 1 (5.00) OR: 0.40 (0.01, 10.80) 0.380a  

No Event 16 (100.00) 19 (95.00) RR: 0.42 (0.02, 9.43) 0.588  

Total 16  20  ARR: 0.05 (-0.05, 0.14) 0.311  

      NEb  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 19 (95.00) 21 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 20  21  ARR: -0.06 (-0.16, 0.05) 0.283  

      NEb  
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Table 4.11.5 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 12 (4.44) 12 (4.65) OR: 0.92 (0.40, 2.09) 0.839a  

No Event 258 (95.56) 246 (95.35) RR: 0.92 (0.43, 1.98) 0.838  

Total 270  258  ARR: 0.00 (-0.03, 0.04) 0.839  

      0.534b  
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Table 4.11.6 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 4 (1.79) 4 (1.71) OR: 1.04 (0.26, 4.22) 0.954a  

No Event 219 (98.21) 230 (98.29) RR: 1.04 (0.26, 4.12) 0.953  

Total 223  234  ARR: 0.00 (-0.02, 0.02) 0.953  

      0.503b  

      0.937c  
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Table 4.11.6 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 11 (5.79) 11 (5.88) OR: 1.01 (0.42, 2.43) 0.979a  

No Event 179 (94.21) 176 (94.12) RR: 1.01 (0.45, 2.25) 0.979  

Total 190  187  ARR: 0.00 (-0.05, 0.05) 0.979  

      0.674b  
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Table 4.11.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 63 (100.00) 37 (100.00) RR: NE (NE, NE) NE  

Total 63  37  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.11.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 11 (6.36) 11 (6.21) OR: 1.11 (0.46, 2.70) 0.815a  

No Event 162 (93.64) 166 (93.79) RR: 1.10 (0.50, 2.44) 0.814  

Total 173  177  ARR: -0.01 (-0.06, 0.04) 0.814  

      0.504b  

      0.872c  
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Table 4.11.7 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 4 (2.26) 4 (1.93) OR: 1.20 (0.29, 4.94) 0.803a  

No Event 173 (97.74) 203 (98.07) RR: 1.19 (0.30, 4.81) 0.803  

Total 177  207  ARR: 0.00 (-0.03, 0.03) 0.803  

      0.595b  
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Table 4.11.8 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 9 (3.53) 10 (3.95) OR: 0.88 (0.35, 2.22) 0.790a  

No Event 246 (96.47) 243 (96.05) RR: 0.89 (0.37, 2.13) 0.790  

Total 255  253  ARR: 0.00 (-0.03, 0.04) 0.790  

      0.362b  

      0.632c  
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Table 4.11.8 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 6 (3.80) 5 (2.98) OR: 1.29 (0.38, 4.31) 0.682a  

No Event 152 (96.20) 163 (97.02) RR: 1.28 (0.39, 4.14) 0.682  

Total 158  168  ARR: -0.01 (-0.05, 0.03) 0.682  

      0.261b  
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Table 4.11.9 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 2 (2.20) 2 (2.38) OR: 0.88 (0.13, 5.95) 0.888a  

No Event 89 (97.80) 82 (97.62) RR: 0.88 (0.14, 5.49) 0.888  

Total 91  84  ARR: 0.00 (-0.04, 0.05) 0.892  

      0.161b  

      0.905c  
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Table 4.11.9 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 13 (4.04) 13 (3.86) OR: 1.07 (0.49, 2.36) 0.862a  

No Event 309 (95.96) 324 (96.14) RR: 1.07 (0.50, 2.28) 0.862  

Total 322  337  ARR: 0.00 (-0.03, 0.03) 0.862  

      0.429b  
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Table 4.11.11 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 13 (3.50) 10 (2.65) OR: 1.34 (0.58, 3.09) 0.493a  

No Event 358 (96.50) 368 (97.35) RR: 1.33 (0.59, 2.99) 0.494  

Total 371  378  ARR: -0.01 (-0.03, 0.02) 0.493  

      0.711b  

      0.181c  
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Table 4.11.11 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 2 (4.76) 5 (11.63) OR: 0.36 (0.06, 2.01) 0.233a  

No Event 40 (95.24) 38 (88.37) RR: 0.39 (0.08, 1.92) 0.249  

Total 42  43  ARR: 0.07 (-0.04, 0.19) 0.221  

      0.534b  
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Table 4.11.14 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 13 (3.54) 9 (2.42) OR: 1.48 (0.63, 3.51) 0.369a  

No Event 354 (96.46) 363 (97.58) RR: 1.46 (0.63, 3.38) 0.372  

Total 367  372  ARR: -0.01 (-0.04, 0.01) 0.369  

      0.524b  
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Table 4.11.14 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 2 (4.35) 6 (12.24) OR: 0.33 (0.06, 1.85) 0.204a  

No Event 44 (95.65) 43 (87.76) RR: 0.37 (0.07, 1.83) 0.222  

Total 46  49  ARR: 0.07 (-0.04, 0.18) 0.184  

      0.783b  

      0.099c  
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Table 4.11.15 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 11 (4.01) 6 (2.14) OR: 1.98 (0.71, 5.54) 0.188a  

No Event 263 (95.99) 275 (97.86) RR: 1.92 (0.72, 5.15) 0.195  

Total 274  281  ARR: -0.02 (-0.05, 0.01) 0.186  

      0.201b  

      0.071c  
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Table 4.11.15 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 3 (4.11) 7 (9.46) OR: 0.48 (0.12, 1.89) 0.283a  

No Event 70 (95.89) 67 (90.54) RR: 0.50 (0.14, 1.81) 0.290  

Total 73  74  ARR: 0.05 (-0.04, 0.13) 0.280  

      0.604b  
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Table 4.11.16 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 13 (4.18) 12 (3.96) OR: 1.09 (0.48, 2.45) 0.843a  

No Event 298 (95.82) 291 (96.04) RR: 1.08 (0.50, 2.35) 0.843  

Total 311  303  ARR: 0.00 (-0.03, 0.03) 0.842  

      0.532b  

      0.627c  
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Table 4.11.16 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 1 (3.03) 2 (5.26) OR: 0.49 (0.04, 6.74) 0.604a  

No Event 32 (96.97) 36 (94.74) RR: 0.51 (0.04, 6.70) 0.607  

Total 33  38  ARR: 0.03 (-0.06, 0.12) 0.579  

      0.554b  
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Table 4.11.24 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 0 (0.00) 4 (6.35) OR: 0.23 (0.02, 2.08) 0.068a  

No Event 52 (100.00) 59 (93.65) RR: 0.24 (0.03, 2.08) 0.197  

Total 52  63  ARR: 0.06 (0.00, 0.12) 0.040  

      NEb  
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Table 4.11.24 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 15 (4.26) 10 (2.84) OR: 1.52 (0.67, 3.45) 0.308a  

No Event 337 (95.74) 342 (97.16) RR: 1.50 (0.69, 3.26) 0.311  

Total 352  352  ARR: -0.01 (-0.04, 0.01) 0.309  

      0.162b  

      0.037c  
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Table 4.11.25 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 9 (4.23) 10 (4.59) OR: 0.92 (0.37, 2.31) 0.858a  

No Event 204 (95.77) 208 (95.41) RR: 0.92 (0.38, 2.22) 0.858  

Total 213  218  ARR: 0.00 (-0.04, 0.04) 0.858  

      0.712b  

      0.709c  
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Table 4.11.25 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 6 (3.00) 5 (2.46) OR: 1.23 (0.37, 4.10) 0.738a  

No Event 194 (97.00) 198 (97.54) RR: 1.22 (0.38, 3.94) 0.738  

Total 200  203  ARR: -0.01 (-0.04, 0.03) 0.738  

      0.630b  
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Table 4.11.26 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 13 (3.88) 13 (3.87) OR: 1.01 (0.46, 2.21) 0.984a  

No Event 322 (96.12) 323 (96.13) RR: 1.01 (0.48, 2.14) 0.984  

Total 335  336  ARR: 0.00 (-0.03, 0.03) 0.984  

      0.564b  

      0.938c  
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Table 4.11.26 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 2 (2.56) 2 (2.35) OR: 1.19 (0.16, 8.78) 0.868a  

No Event 76 (97.44) 83 (97.65) RR: 1.18 (0.17, 8.03) 0.867  

Total 78  85  ARR: 0.00 (-0.05, 0.04) 0.868  

      NEb  
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Table 4.11.27 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 14 (3.69) 14 (3.54) OR: 1.04 (0.49, 2.22) 0.910a  

No Event 365 (96.31) 381 (96.46) RR: 1.04 (0.50, 2.15) 0.910  

Total 379  395  ARR: 0.00 (-0.03, 0.02) 0.910  

      0.582b  

      0.829c  
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Table 4.11.27 

Subgroup Analysis for Safety Endpoint: Incidence of Non-severe AESI 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 1 (2.94) 1 (3.85) OR: 0.94 (0.05, 16.37) 0.965a  

No Event 33 (97.06) 25 (96.15) RR: 0.94 (0.06, 13.82) 0.965  

Total 34  26  ARR: 0.00 (-0.09, 0.09) 0.965  

      NEb  
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Table 4.13.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 65 Event 115 (31.59) 113 (30.62) OR: 1.05 (0.77, 1.43) 0.770a  

No Event 249 (68.41) 256 (69.38) RR: 1.03 (0.83, 1.28) 0.770  

Total 364  369  ARR: -0.01 (-0.08, 0.06) 0.770  

      0.684b  

      0.027c  
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Table 4.13.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 65 Event 21 (42.86) 34 (65.38) OR: 0.39 (0.18, 0.88) 0.023a  

No Event 28 (57.14) 18 (34.62) RR: 0.65 (0.44, 0.95) 0.028  

Total 49  52  ARR: 0.23 (0.04, 0.42) 0.018  

      0.640b  
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Table 4.13.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 125 (31.65) 142 (34.55) OR: 0.88 (0.65, 1.18) 0.386a  

No Event 270 (68.35) 269 (65.45) RR: 0.92 (0.75, 1.12) 0.386  

Total 395  411  ARR: 0.03 (-0.04, 0.09) 0.385  

      0.805b  

      0.470c  
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Table 4.13.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 11 (61.11) 5 (50.00) OR: 1.44 (0.32, 6.43) 0.621a  

No Event 7 (38.89) 5 (50.00) RR: 1.22 (0.51, 2.93) 0.660  

Total 18  10  ARR: -0.10 (-0.52, 0.31) 0.630  

      0.073b  
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Table 4.13.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 130 (32.18) 144 (34.62) OR: 0.90 (0.67, 1.20) 0.467a  

No Event 274 (67.82) 272 (65.38) RR: 0.93 (0.77, 1.13) 0.467  

Total 404  416  ARR: 0.02 (-0.04, 0.09) 0.466  

      0.657b  

      0.732c  
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Table 4.13.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 6 (66.67) 3 (60.00) OR: 1.26 (0.16, 9.98) 0.822a  

No Event 3 (33.33) 2 (40.00) RR: 1.11 (0.45, 2.72) 0.826  

Total 9  5  ARR: -0.06 (-0.64, 0.51) 0.826  

      0.077b  

        

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.13.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Male Event 46 (24.60) 70 (32.56) OR: 0.65 (0.42, 1.01) 0.057a  

No Event 141 (75.40) 145 (67.44) RR: 0.74 (0.54, 1.01) 0.058  

Total 187  215  ARR: 0.09 (0.00, 0.17) 0.053  

      0.919b  
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Table 4.13.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Female Event 90 (39.82) 77 (37.38) OR: 1.11 (0.75, 1.63) 0.605a  

No Event 136 (60.18) 129 (62.62) RR: 1.07 (0.84, 1.35) 0.606  

Total 226  206  ARR: -0.02 (-0.12, 0.07) 0.606  

      0.124b  

      0.097c  
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Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 26 (26.80) 28 (24.78) OR: 1.08 (0.58, 2.03) 0.809a  

No Event 71 (73.20) 85 (75.22) RR: 1.06 (0.67, 1.67) 0.808  

Total 97  113  ARR: -0.01 (-0.13, 0.10) 0.808  

      0.717b  

      0.783c  
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Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 6 (60.00) 5 (55.56) OR: 1.67 (0.15, 18.87) 0.692a  

No Event 4 (40.00) 4 (44.44) RR: 1.15 (0.58, 2.26) 0.689  

Total 10  9  ARR: -0.08 (-0.47, 0.31) 0.679  

      NEb  
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Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 3 (18.75) 3 (15.00) OR: 1.36 (0.23, 8.01) 0.740a  

No Event 13 (81.25) 17 (85.00) RR: 1.28 (0.30, 5.54) 0.737  

Total 16  20  ARR: -0.04 (-0.29, 0.20) 0.738  

      0.268b  
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Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 9 (45.00) 8 (38.10) OR: 1.69 (0.44, 6.53) 0.455a  

No Event 11 (55.00) 13 (61.90) RR: 1.35 (0.61, 2.97) 0.456  

Total 20  21  ARR: -0.12 (-0.41, 0.18) 0.436  

      0.494b  
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Table 4.13.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 92 (34.07) 103 (39.92) OR: 0.78 (0.54, 1.11) 0.164a  

No Event 178 (65.93) 155 (60.08) RR: 0.85 (0.68, 1.07) 0.163  

Total 270  258  ARR: 0.06 (-0.02, 0.14) 0.163  

      0.299b  
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Table 4.13.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Hispanic Event 58 (26.01) 63 (26.92) OR: 0.95 (0.62, 1.44) 0.799a  

No Event 165 (73.99) 171 (73.08) RR: 0.96 (0.71, 1.30) 0.798  

Total 223  234  ARR: 0.01 (-0.07, 0.09) 0.798  

      0.467b  

      0.709c  
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Table 4.13.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Not Hispanic Event 78 (41.05) 84 (44.92) OR: 0.86 (0.57, 1.30) 0.477a  

No Event 112 (58.95) 103 (55.08) RR: 0.92 (0.73, 1.16) 0.476  

Total 190  187  ARR: 0.04 (-0.06, 0.14) 0.475  

      0.458b  
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Table 4.13.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

US Event 15 (23.81) 8 (21.62) OR: 1.32 (0.49, 3.58) 0.589a  

No Event 48 (76.19) 29 (78.38) RR: 1.23 (0.58, 2.63) 0.588  

Total 63  37  ARR: -0.05 (-0.22, 0.12) 0.577  

      0.929b  
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Table 4.13.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Europe Event 67 (38.73) 81 (45.76) OR: 0.78 (0.50, 1.20) 0.253a  

No Event 106 (61.27) 96 (54.24) RR: 0.87 (0.68, 1.11) 0.255  

Total 173  177  ARR: 0.06 (-0.04, 0.16) 0.252  

      0.518b  

      0.389c  
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Table 4.13.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 54 (30.51) 58 (28.02) OR: 1.12 (0.72, 1.75) 0.609a  

No Event 123 (69.49) 149 (71.98) RR: 1.09 (0.79, 1.48) 0.609  

Total 177  207  ARR: -0.02 (-0.12, 0.07) 0.609  

      0.175b  
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Table 4.13.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 5 days Event 84 (32.94) 84 (33.20) OR: 0.99 (0.68, 1.43) 0.947a  

No Event 171 (67.06) 169 (66.80) RR: 0.99 (0.77, 1.27) 0.947  

Total 255  253  ARR: 0.00 (-0.08, 0.08) 0.947  

      0.504b  

      0.526c  
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Table 4.13.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 5 days Event 52 (32.91) 63 (37.50) OR: 0.81 (0.51, 1.28) 0.375a  

No Event 106 (67.09) 105 (62.50) RR: 0.87 (0.65, 1.18) 0.376  

Total 158  168  ARR: 0.05 (-0.06, 0.15) 0.373  

      0.138b  
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Table 4.13.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 25 (27.47) 24 (28.57) OR: 0.92 (0.48, 1.78) 0.809a  

No Event 66 (72.53) 60 (71.43) RR: 0.94 (0.59, 1.51) 0.808  

Total 91  84  ARR: 0.02 (-0.12, 0.15) 0.810  

      0.065b  

      0.928c  
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Table 4.13.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 111 (34.47) 123 (36.50) OR: 0.91 (0.66, 1.26) 0.575a  

No Event 211 (65.53) 214 (63.50) RR: 0.94 (0.77, 1.16) 0.575  

Total 322  337  ARR: 0.02 (-0.05, 0.09) 0.574  

      0.669b  
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Table 4.13.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset < 25% Event 25 (27.47) 24 (28.57) OR: 0.92 (0.48, 1.78) 0.809a  

No Event 66 (72.53) 60 (71.43) RR: 0.94 (0.59, 1.51) 0.808  

Total 91  84  ARR: 0.02 (-0.12, 0.15) 0.810  

      0.065b  

      0.892c  
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Table 4.13.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 25-50% Event 30 (36.59) 29 (38.67) OR: 0.89 (0.47, 1.70) 0.729a  

No Event 52 (63.41) 46 (61.33) RR: 0.93 (0.62, 1.39) 0.728  

Total 82  75  ARR: 0.03 (-0.13, 0.18) 0.729  

      0.286b  
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Table 4.13.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset 50-75% Event 29 (35.37) 31 (32.98) OR: 1.12 (0.60, 2.10) 0.727a  

No Event 53 (64.63) 63 (67.02) RR: 1.08 (0.72, 1.62) 0.726  

Total 82  94  ARR: -0.02 (-0.16, 0.11) 0.726  

      0.887b  
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Table 4.13.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≥ 75% Event 52 (32.91) 63 (37.50) OR: 0.81 (0.51, 1.28) 0.375a  

No Event 106 (67.09) 105 (62.50) RR: 0.87 (0.65, 1.18) 0.376  

Total 158  168  ARR: 0.05 (-0.06, 0.15) 0.373  

      0.138b  
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Table 4.13.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 125 (33.69) 130 (34.39) OR: 0.97 (0.72, 1.32) 0.853a  

No Event 246 (66.31) 248 (65.61) RR: 0.98 (0.80, 1.20) 0.853  

Total 371  378  ARR: 0.01 (-0.06, 0.07) 0.853  

      0.628b  

      0.239c  
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Table 4.13.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 11 (26.19) 17 (39.53) OR: 0.52 (0.20, 1.32) 0.167a  

No Event 31 (73.81) 26 (60.47) RR: 0.65 (0.35, 1.21) 0.173  

Total 42  43  ARR: 0.14 (-0.05, 0.33) 0.157  

      0.253b  
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Table 4.13.12 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 5 days 

Event 74 (32.74) 72 (32.00) OR: 1.03 (0.70, 1.53) 0.866a  

No Event 152 (67.26) 153 (68.00) RR: 1.02 (0.78, 1.34) 0.866  

Total 226  225  ARR: -0.01 (-0.09, 0.08) 0.866  

      NEb  

      NEc  
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Table 4.13.13 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk + time from symptom onset 

≤ 3 days 

Event 22 (28.21) 19 (25.00) OR: 1.18 (0.58, 2.41) 0.654a  

No Event 56 (71.79) 57 (75.00) RR: 1.13 (0.67, 1.91) 0.653  

Total 78  76  ARR: -0.03 (-0.17, 0.11) 0.652  

      NEb  

      NEc  
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Table 4.13.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 122 (33.24) 125 (33.60) OR: 0.98 (0.73, 1.34) 0.923a  

No Event 245 (66.76) 247 (66.40) RR: 0.99 (0.81, 1.21) 0.923  

Total 367  372  ARR: 0.00 (-0.06, 0.07) 0.923  

      0.867b  
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Table 4.13.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 14 (30.43) 22 (44.90) OR: 0.46 (0.19, 1.16) 0.099a  

No Event 32 (69.57) 27 (55.10) RR: 0.63 (0.35, 1.12) 0.115  

Total 46  49  ARR: 0.16 (-0.03, 0.35) 0.090  

      0.260b  

      0.184c  
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Table 4.13.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Event 92 (33.58) 102 (36.30) OR: 0.88 (0.62, 1.24) 0.459a  

No Event 182 (66.42) 179 (63.70) RR: 0.92 (0.73, 1.15) 0.459  

Total 274  281  ARR: 0.03 (-0.05, 0.11) 0.458  

      0.710b  

      0.605c  
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Table 4.13.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Event 27 (36.99) 26 (35.14) OR: 1.10 (0.56, 2.14) 0.789a  

No Event 46 (63.01) 48 (64.86) RR: 1.06 (0.67, 1.69) 0.793  

Total 73  74  ARR: -0.02 (-0.18, 0.14) 0.790  

      0.071b  
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Table 4.13.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc < 100 ug/dL Event 105 (33.76) 111 (36.63) OR: 0.88 (0.63, 1.22) 0.437a  

No Event 206 (66.24) 192 (63.37) RR: 0.92 (0.74, 1.14) 0.438  

Total 311  303  ARR: 0.03 (-0.05, 0.11) 0.436  

      0.136b  

      0.812c  
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Table 4.13.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Event 13 (39.39) 15 (39.47) OR: 1.18 (0.43, 3.24) 0.751a  

No Event 20 (60.61) 23 (60.53) RR: 1.10 (0.59, 2.08) 0.757  

Total 33  38  ARR: -0.04 (-0.26, 0.19) 0.748  

      0.385b  
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Table 4.13.18 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Antibiotic Event 13 (52.00) 16 (50.00) OR: 1.03 (0.35, 3.03) 0.955a  

No Event 12 (48.00) 16 (50.00) RR: 1.02 (0.58, 1.80) 0.955  

Total 25  32  ARR: -0.01 (-0.28, 0.27) 0.954  

      0.346b  

      NEc  
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Table 4.13.21 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Adjunctive therapy Event 81 (43.09) 88 (42.31) OR: 1.02 (0.68, 1.51) 0.939a  

No Event 107 (56.91) 120 (57.69) RR: 1.01 (0.80, 1.27) 0.939  

Total 188  208  ARR: 0.00 (-0.10, 0.09) 0.939  

      0.358b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 1 

Table 4.13.22 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Other Event 23 (56.10) 21 (48.84) OR: 1.14 (0.46, 2.84) 0.772a  

No Event 18 (43.90) 22 (51.16) RR: 1.07 (0.67, 1.70) 0.777  

Total 41  43  ARR: -0.03 (-0.26, 0.19) 0.771  

      0.371b  

      NEc  
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Table 4.13.23 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

None Event 47 (22.27) 55 (27.09) OR: 0.78 (0.50, 1.22) 0.271a  

No Event 164 (77.73) 148 (72.91) RR: 0.83 (0.59, 1.16) 0.272  

Total 211  203  ARR: 0.05 (-0.04, 0.13) 0.271  

      0.364b  

      NEc  
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Table 4.13.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 14 (26.92) 24 (38.10) OR: 0.55 (0.24, 1.22) 0.137a  

No Event 38 (73.08) 39 (61.90) RR: 0.67 (0.39, 1.15) 0.145  

Total 52  63  ARR: 0.13 (-0.04, 0.30) 0.131  

      0.178b  
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Table 4.13.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 119 (33.81) 122 (34.66) OR: 0.97 (0.71, 1.32) 0.825a  

No Event 233 (66.19) 230 (65.34) RR: 0.98 (0.80, 1.20) 0.825  

Total 352  352  ARR: 0.01 (-0.06, 0.08) 0.826  

      0.130b  

      0.275c  
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Table 4.13.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 61 (28.64) 67 (30.73) OR: 0.91 (0.60, 1.38) 0.656a  

No Event 152 (71.36) 151 (69.27) RR: 0.94 (0.70, 1.25) 0.656  

Total 213  218  ARR: 0.02 (-0.07, 0.11) 0.655  

      0.283b  

      0.946c  
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Table 4.13.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 75 (37.50) 80 (39.41) OR: 0.92 (0.62, 1.38) 0.693a  

No Event 125 (62.50) 123 (60.59) RR: 0.95 (0.74, 1.22) 0.693  

Total 200  203  ARR: 0.02 (-0.08, 0.11) 0.692  

      0.924b  
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Table 4.13.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 109 (32.54) 103 (30.65) OR: 1.10 (0.79, 1.52) 0.583a  

No Event 226 (67.46) 233 (69.35) RR: 1.06 (0.85, 1.33) 0.583  

Total 335  336  ARR: -0.02 (-0.09, 0.05) 0.582  

      0.499b  

      0.028c  
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Table 4.13.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 27 (34.62) 44 (51.76) OR: 0.49 (0.26, 0.93) 0.029a  

No Event 51 (65.38) 41 (48.24) RR: 0.67 (0.46, 0.97) 0.032  

Total 78  85  ARR: 0.17 (0.02, 0.32) 0.025  

      0.778b  
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Table 4.13.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 123 (32.45) 130 (32.91) OR: 0.98 (0.73, 1.32) 0.900a  

No Event 256 (67.55) 265 (67.09) RR: 0.99 (0.81, 1.21) 0.900  

Total 379  395  ARR: 0.00 (-0.06, 0.07) 0.900  

      0.372b  

      0.050c  
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Table 4.13.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 13 (38.24) 17 (65.38) OR: 0.30 (0.10, 0.90) 0.031a  

No Event 21 (61.76) 9 (34.62) RR: 0.56 (0.33, 0.95) 0.031  

Total 34  26  ARR: 0.29 (0.04, 0.53) 0.021  

      0.708b  
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Table 4.14.2 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 9 (2.28) 13 (3.16) OR: 0.72 (0.30, 1.70) 0.449a  

No Event 386 (97.72) 398 (96.84) RR: 0.72 (0.31, 1.67) 0.451  

Total 395  411  ARR: 0.01 (-0.01, 0.03) 0.447  

      0.622b  

      0.077c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.14.2 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 4 (22.22) 0 (0.00) OR: 3.36 (0.33, 33.97) 0.146a  

No Event 14 (77.78) 10 (100.00) RR: 2.78 (0.36, 21.54) 0.328  

Total 18  10  ARR: -0.20 (-0.40, -0.01) 0.040  

      NEb  
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Table 4.14.3 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 11 (2.72) 13 (3.13) OR: 0.87 (0.39, 1.97) 0.742a  

No Event 393 (97.28) 403 (96.88) RR: 0.88 (0.40, 1.93) 0.742  

Total 404  416  ARR: 0.00 (-0.02, 0.03) 0.742  

      0.955b  

      0.236c  
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Table 4.14.3 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 2 (22.22) 0 (0.00) OR: 2.24 (0.18, 27.35) 0.295a  

No Event 7 (77.78) 5 (100.00) RR: 1.89 (0.24, 14.73) 0.541  

Total 9  5  ARR: -0.22 (-0.49, 0.05) 0.111  

      NEb  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 97 (100.00) 113 (100.00) RR: NE (NE, NE) NE  

Total 97  113  ARR: NE (NE, NE) NE  

      NEb  

      0.406c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 5 

Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 10 (100.00) 9 (100.00) RR: NE (NE, NE) NE  

Total 10  9  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 2 (10.00) OR: 0.22 (<.01, 5.11) 0.204a  

No Event 16 (100.00) 18 (90.00) RR: 0.25 (0.01, 4.78) 0.360  

Total 16  20  ARR: 0.10 (-0.03, 0.23) 0.141  

      NEb  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 1 (5.00) 1 (4.76) OR: 1.25 (0.06, 26.87) 0.892a  

No Event 19 (95.00) 20 (95.24) RR: 1.20 (0.10, 14.69) 0.887  

Total 20  21  ARR: -0.01 (-0.14, 0.12) 0.887  

      NEb  
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Table 4.14.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 12 (4.44) 10 (3.88) OR: 1.17 (0.50, 2.76) 0.717a  

No Event 258 (95.56) 248 (96.12) RR: 1.16 (0.51, 2.64) 0.716  

Total 270  258  ARR: -0.01 (-0.04, 0.03) 0.716  

      0.449b  
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Table 4.14.9 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.10) 2 (2.38) OR: 0.48 (0.04, 5.41) 0.546a  

No Event 90 (98.90) 82 (97.62) RR: 0.49 (0.05, 5.26) 0.554  

Total 91  84  ARR: 0.01 (-0.03, 0.05) 0.548  

      NEb  

      0.469c  
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Table 4.14.9 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 12 (3.73) 11 (3.26) OR: 1.14 (0.49, 2.62) 0.762a  

No Event 310 (96.27) 326 (96.74) RR: 1.13 (0.51, 2.54) 0.762  

Total 322  337  ARR: 0.00 (-0.03, 0.02) 0.762  

      0.317b  
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Table 4.14.11 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 13 (3.50) 12 (3.17) OR: 1.11 (0.50, 2.47) 0.797a  

No Event 358 (96.50) 366 (96.83) RR: 1.11 (0.51, 2.39) 0.797  

Total 371  378  ARR: 0.00 (-0.03, 0.02) 0.797  

      0.761b  

      0.306c  
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Table 4.14.11 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 0 (0.00) 1 (2.33) OR: 0.36 (0.01, 9.57) 0.352a  

No Event 42 (100.00) 42 (97.67) RR: 0.38 (0.02, 8.62) 0.544  

Total 42  43  ARR: 0.02 (-0.02, 0.07) 0.327  

      NEb  
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Table 4.14.14 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 13 (3.54) 11 (2.96) OR: 1.21 (0.53, 2.73) 0.651a  

No Event 354 (96.46) 361 (97.04) RR: 1.20 (0.54, 2.64) 0.651  

Total 367  372  ARR: -0.01 (-0.03, 0.02) 0.651  

      0.948b  
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Table 4.14.14 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 0 (0.00) 2 (4.08) OR: 0.17 (0.01, 2.38) 0.066a  

No Event 46 (100.00) 47 (95.92) RR: 0.24 (0.03, 1.84) 0.169  

Total 46  49  ARR: 0.05 (-0.01, 0.12) 0.103  

      NEb  

      0.146c  
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Table 4.14.24 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 2 (3.85) 2 (3.17) OR: 1.37 (0.18, 10.60) 0.766a  

No Event 50 (96.15) 61 (96.83) RR: 1.33 (0.20, 8.71) 0.764  

Total 52  63  ARR: -0.01 (-0.08, 0.06) 0.767  

      NEb  
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Table 4.14.24 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 11 (3.13) 11 (3.13) OR: 1.01 (0.43, 2.37) 0.973a  

No Event 341 (96.88) 341 (96.88) RR: 1.01 (0.45, 2.30) 0.973  

Total 352  352  ARR: 0.00 (-0.03, 0.03) 0.973  

      0.509b  

      0.857c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.14.25 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 1 (0.47) 3 (1.38) OR: 0.36 (0.04, 3.45) 0.353a  

No Event 212 (99.53) 215 (98.62) RR: 0.36 (0.04, 3.35) 0.372  

Total 213  218  ARR: 0.01 (-0.01, 0.03) 0.348  

      0.478b  

      0.276c  
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Table 4.14.25 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 12 (6.00) 10 (4.93) OR: 1.23 (0.52, 2.92) 0.637a  

No Event 188 (94.00) 193 (95.07) RR: 1.22 (0.54, 2.75) 0.637  

Total 200  203  ARR: -0.01 (-0.06, 0.03) 0.637  

      0.956b  
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Table 4.14.26 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 6 (1.79) 6 (1.79) OR: 1.03 (0.33, 3.22) 0.960a  

No Event 329 (98.21) 330 (98.21) RR: 1.03 (0.34, 3.13) 0.960  

Total 335  336  ARR: 0.00 (-0.02, 0.02) 0.960  

      0.480b  

      0.910c  
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Table 4.14.26 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 7 (8.97) 7 (8.24) OR: 1.11 (0.37, 3.30) 0.855a  

No Event 71 (91.03) 78 (91.76) RR: 1.10 (0.41, 2.97) 0.854  

Total 78  85  ARR: -0.01 (-0.09, 0.08) 0.855  

      0.443b  
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Table 4.14.27 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 9 (2.37) 11 (2.78) OR: 0.86 (0.35, 2.09) 0.732a  

No Event 370 (97.63) 384 (97.22) RR: 0.86 (0.36, 2.05) 0.732  

Total 379  395  ARR: 0.00 (-0.02, 0.03) 0.731  

      0.932b  

      0.530c  
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Table 4.14.27 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 4 (11.76) 2 (7.69) OR: 1.56 (0.26, 9.26) 0.626a  

No Event 30 (88.24) 24 (92.31) RR: 1.49 (0.30, 7.44) 0.624  

Total 34  26  ARR: -0.04 (-0.19, 0.11) 0.613  

      0.778b  
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Table 4.15.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 75 Event 7 (1.77) 12 (2.92) OR: 0.60 (0.23, 1.54) 0.285a  

No Event 388 (98.23) 399 (97.08) RR: 0.61 (0.24, 1.53) 0.290  

Total 395  411  ARR: 0.01 (-0.01, 0.03) 0.282  

      0.919b  

      0.035c  
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Table 4.15.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 75 Event 5 (27.78) 0 (0.00) OR: 4.66 (0.48, 45.02) 0.078a  

No Event 13 (72.22) 10 (100.00) RR: 3.55 (0.48, 26.01) 0.213  

Total 18  10  ARR: -0.28 (-0.49, -0.06) 0.011  

      NEb  
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Table 4.15.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age < 80 Event 9 (2.23) 12 (2.88) OR: 0.77 (0.32, 1.84) 0.551a  

No Event 395 (97.77) 404 (97.12) RR: 0.77 (0.33, 1.81) 0.552  

Total 404  416  ARR: 0.01 (-0.01, 0.03) 0.549  

      0.756b  

      0.118c  
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Table 4.15.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Age ≥ 80 Event 3 (33.33) 0 (0.00) OR: 3.41 (0.29, 40.49) 0.175a  

No Event 6 (66.67) 5 (100.00) RR: 2.50 (0.34, 18.07) 0.365  

Total 9  5  ARR: -0.32 (-0.63, -0.02) 0.039  

      NEb  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

American Indian or Alaska Native Event 1 (1.03) 0 (0.00) OR: 3.00 (0.12, 75.69) 0.323a  

No Event 96 (98.97) 113 (100.00) RR: 2.93 (0.12, 70.08) 0.506  

Total 97  113  ARR: -0.01 (-0.03, 0.01) 0.335  

      NEb  

      0.265c  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Asian Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 10 (100.00) 9 (100.00) RR: NE (NE, NE) NE  

Total 10  9  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Black or African American Event 0 (0.00) 2 (10.00) OR: 0.22 (<.01, 5.11) 0.204a  

No Event 16 (100.00) 18 (90.00) RR: 0.25 (0.01, 4.78) 0.360  

Total 16  20  ARR: 0.10 (-0.03, 0.23) 0.141  

      NEb  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Native Hawaiian or Other Pacific 

Islanders 

Event 0 (0.00) 1 (4.76) OR: 0.33 (0.01, 10.11) 0.361a  

No Event 20 (100.00) 20 (95.24) RR: 0.39 (0.02, 7.88) 0.538  

Total 20  21  ARR: 0.05 (-0.05, 0.14) 0.329  

      NEb  
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Table 4.15.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

White Event 11 (4.07) 9 (3.49) OR: 1.20 (0.49, 2.95) 0.695a  

No Event 259 (95.93) 249 (96.51) RR: 1.19 (0.50, 2.82) 0.695  

Total 270  258  ARR: -0.01 (-0.04, 0.03) 0.694  

      0.872b  
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Table 4.15.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset ≤ 3 days Event 1 (1.10) 2 (2.38) OR: 0.48 (0.04, 5.41) 0.546a  

No Event 90 (98.90) 82 (97.62) RR: 0.49 (0.05, 5.26) 0.554  

Total 91  84  ARR: 0.01 (-0.03, 0.05) 0.548  

      NEb  

      0.467c  
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Table 4.15.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Time from symptom onset > 3 days Event 11 (3.42) 10 (2.97) OR: 1.14 (0.48, 2.72) 0.770a  

No Event 311 (96.58) 327 (97.03) RR: 1.13 (0.49, 2.63) 0.770  

Total 322  337  ARR: 0.00 (-0.03, 0.02) 0.770  

      NEb  
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Table 4.15.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

High risk Event 12 (3.23) 12 (3.17) OR: 1.02 (0.45, 2.30) 0.961a  

No Event 359 (96.77) 366 (96.83) RR: 1.02 (0.46, 2.24) 0.961  

Total 371  378  ARR: 0.00 (-0.03, 0.02) 0.961  

      0.943b  

      NEc  
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Table 4.15.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Low risk Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 42 (100.00) 43 (100.00) RR: NE (NE, NE) NE  

Total 42  43  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.15.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

At least one co-morbidity Event 12 (3.27) 12 (3.23) OR: 1.01 (0.45, 2.29) 0.972a  

No Event 355 (96.73) 360 (96.77) RR: 1.01 (0.46, 2.23) 0.972  

Total 367  372  ARR: 0.00 (-0.03, 0.03) 0.972  

      0.977b  
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Table 4.15.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

No co-morbidity Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 46 (100.00) 49 (100.00) RR: NE (NE, NE) NE  

Total 46  49  ARR: NE (NE, NE) NE  

      NEb  

      NEc  
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Table 4.15.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Event 2 (3.85) 2 (3.17) OR: 1.37 (0.18, 10.60) 0.766a  

No Event 50 (96.15) 61 (96.83) RR: 1.33 (0.20, 8.71) 0.764  

Total 52  63  ARR: -0.01 (-0.08, 0.06) 0.767  

      NEb  
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Table 4.15.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Event 10 (2.84) 10 (2.84) OR: 1.02 (0.42, 2.48) 0.968a  

No Event 342 (97.16) 342 (97.16) RR: 1.02 (0.43, 2.41) 0.968  

Total 352  352  ARR: 0.00 (-0.02, 0.02) 0.968  

      0.912b  

      0.858c  
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Table 4.15.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 2 Event 1 (0.47) 1 (0.46) OR: 1.12 (0.07, 18.23) 0.936a  

No Event 212 (99.53) 217 (99.54) RR: 1.12 (0.07, 17.63) 0.936  

Total 213  218  ARR: 0.00 (-0.01, 0.01) 0.936  

      NEb  

      0.996c  
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Table 4.15.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 2 Event 11 (5.50) 11 (5.42) OR: 1.02 (0.43, 2.40) 0.971a  

No Event 189 (94.50) 192 (94.58) RR: 1.02 (0.45, 2.29) 0.971  

Total 200  203  ARR: 0.00 (-0.05, 0.04) 0.971  

      0.978b  
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Table 4.15.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 3 Event 4 (1.19) 4 (1.19) OR: 1.02 (0.25, 4.11) 0.980a  

No Event 331 (98.81) 332 (98.81) RR: 1.02 (0.26, 4.03) 0.980  

Total 335  336  ARR: 0.00 (-0.02, 0.02) 0.980  

      0.924b  

      0.917c  
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Table 4.15.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 3 Event 8 (10.26) 8 (9.41) OR: 1.11 (0.39, 3.10) 0.849a  

No Event 70 (89.74) 77 (90.59) RR: 1.09 (0.43, 2.77) 0.849  

Total 78  85  ARR: -0.01 (-0.10, 0.08) 0.849  

      0.842b  
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Table 4.15.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 < 4 Event 7 (1.85) 9 (2.28) OR: 0.81 (0.30, 2.19) 0.671a  

No Event 372 (98.15) 386 (97.72) RR: 0.81 (0.30, 2.16) 0.672  

Total 379  395  ARR: 0.00 (-0.02, 0.02) 0.670  

      0.586b  

      0.596c  
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Table 4.15.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe AEs Excluding Disease Related Events 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup  n % n % Results p-value  

Risk factors for severe COVID-19 ≥ 4 Event 5 (14.71) 3 (11.54) OR: 1.29 (0.27, 6.11) 0.749a  

No Event 29 (85.29) 23 (88.46) RR: 1.25 (0.32, 4.96) 0.747  

Total 34  26  ARR: -0.03 (-0.20, 0.14) 0.740  

      0.654b  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (2.20) 10 (2.71) OR: 0.81 (0.31, 2.07) 0.655a  

No Event 356 (97.80) 359 (97.29) RR: 0.81 (0.32, 2.03) 0.655  

Total 364  369  ARR: 0.01 (-0.02, 0.03) 0.654  

      0.951b  

      0.390c  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 Infections and 

infestations 

COVID-19 Event 6 (1.65) 8 (2.17) OR: 0.76 (0.26, 2.20) 0.606a  

No Event 358 (98.35) 361 (97.83) RR: 0.76 (0.27, 2.16) 0.607  

Total 364  369  ARR: 0.01 (-0.01, 0.03) 0.606  

      0.309b  

      0.161c  

COVID-19 

pneumonia 

Event 14 (3.85) 35 (9.49) OR: 0.38 (0.20, 0.72) 0.002a  

No Event 350 (96.15) 334 (90.51) RR: 0.41 (0.22, 0.74) 0.003  

Total 364  369  ARR: 0.06 (0.02, 0.09) 0.002  

      0.358b  

      0.756c  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 Vascular disorders Hypertension Event 4 (1.10) 6 (1.63) OR: 0.67 (0.19, 2.39) 0.535a  

No Event 360 (98.90) 363 (98.37) RR: 0.67 (0.19, 2.36) 0.537  

Total 364  369  ARR: 0.01 (-0.01, 0.02) 0.535  

      0.242b  

      0.442c  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 1 (1.92) OR: 0.38 (0.01, 9.99) 0.363a  

No Event 49 (100.00) 51 (98.08) RR: 0.40 (0.02, 9.29) 0.568  

Total 49  52  ARR: 0.02 (-0.02, 0.05) 0.330  

      NEb  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 Infections and 

infestations 

COVID-19 Event 0 (0.00) 3 (5.77) OR: 0.26 (0.03, 2.42) 0.087a  

No Event 49 (100.00) 49 (94.23) RR: 0.27 (0.03, 2.39) 0.241  

Total 49  52  ARR: 0.06 (-0.01, 0.12) 0.073  

      NEb  

COVID-19 

pneumonia 

Event 6 (12.24) 12 (23.08) OR: 0.48 (0.17, 1.39) 0.171a  

No Event 43 (87.76) 40 (76.92) RR: 0.55 (0.23, 1.32) 0.179  

Total 49  52  ARR: 0.11 (-0.04, 0.25) 0.164  

      0.195b  
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Table 4.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 Vascular disorders Hypertension Event 1 (2.04) 4 (7.69) OR: 0.23 (0.02, 2.20) 0.174a  

No Event 48 (97.96) 48 (92.31) RR: 0.25 (0.03, 2.19) 0.210  

Total 49  52  ARR: 0.06 (-0.02, 0.14) 0.160  

      0.618b  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (2.03) 10 (2.43) OR: 0.83 (0.32, 2.12) 0.696a  

No Event 387 (97.97) 401 (97.57) RR: 0.83 (0.33, 2.09) 0.696  

Total 395  411  ARR: 0.00 (-0.02, 0.02) 0.695  

      0.954b  

      0.228c  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 Infections and 

infestations 

COVID-19 Event 6 (1.52) 10 (2.43) OR: 0.62 (0.22, 1.72) 0.352a  

No Event 389 (98.48) 401 (97.57) RR: 0.62 (0.23, 1.70) 0.357  

Total 395  411  ARR: 0.01 (-0.01, 0.03) 0.350  

      0.392b  

      0.293c  

COVID-19 

pneumonia 

Event 16 (4.05) 44 (10.71) OR: 0.35 (0.20, 0.64) <.001a  

No Event 379 (95.95) 367 (89.29) RR: 0.38 (0.22, 0.66) <.001  

Total 395  411  ARR: 0.07 (0.03, 0.10) <.001  

      0.134b  

      0.496c  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 Vascular disorders Hypertension Event 4 (1.01) 10 (2.43) OR: 0.41 (0.13, 1.31) 0.121a  

No Event 391 (98.99) 401 (97.57) RR: 0.42 (0.13, 1.31) 0.133  

Total 395  411  ARR: 0.01 (0.00, 0.03) 0.118  

      0.239b  

      0.266c  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 1 (10.00) OR: 0.24 (<.01, 7.21) 0.280a  

No Event 18 (100.00) 9 (90.00) RR: 0.29 (0.01, 6.07) 0.426  

Total 18  10  ARR: 0.09 (-0.09, 0.27) 0.337  

      NEb  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 Infections and 

infestations 

COVID-19 Event 0 (0.00) 1 (10.00) OR: 0.10 (<.01, 3.09) 0.097a  

No Event 18 (100.00) 9 (90.00) RR: 0.14 (<.01, 2.86) 0.201  

Total 18  10  ARR: 0.12 (-0.08, 0.32) 0.246  

      NEb  

COVID-19 

pneumonia 

Event 4 (22.22) 3 (30.00) OR: 0.74 (0.12, 4.44) 0.751a  

No Event 14 (77.78) 7 (70.00) RR: 0.80 (0.22, 2.92) 0.741  

Total 18  10  ARR: 0.06 (-0.29, 0.41) 0.747  

      0.921b  
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Table 4.16.2 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 Vascular disorders Hypertension Event 1 (5.56) 0 (0.00) OR: 1.29 (0.04, 37.98) 0.546a  

No Event 17 (94.44) 10 (100.00) RR: 1.25 (0.06, 25.76) 0.885  

Total 18  10  ARR: -0.04 (-0.14, 0.05) 0.388  

      NEb  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (1.98) 11 (2.64) OR: 0.75 (0.30, 1.87) 0.531a  

No Event 396 (98.02) 405 (97.36) RR: 0.75 (0.30, 1.85) 0.532  

Total 404  416  ARR: 0.01 (-0.01, 0.03) 0.530  

      0.786b  

      NEc  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 Infections and 

infestations 

COVID-19 Event 6 (1.49) 11 (2.64) OR: 0.56 (0.20, 1.51) 0.242a  

No Event 398 (98.51) 405 (97.36) RR: 0.56 (0.21, 1.50) 0.249  

Total 404  416  ARR: 0.01 (-0.01, 0.03) 0.241  

      0.307b  

      NEc  

COVID-19 

pneumonia 

Event 18 (4.46) 46 (11.06) OR: 0.38 (0.21, 0.66) <.001a  

No Event 386 (95.54) 370 (88.94) RR: 0.40 (0.24, 0.68) <.001  

Total 404  416  ARR: 0.07 (0.03, 0.10) <.001  

      0.346b  

      0.418c  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 Vascular disorders Hypertension Event 5 (1.24) 10 (2.40) OR: 0.51 (0.17, 1.49) 0.206a  

No Event 399 (98.76) 406 (97.60) RR: 0.51 (0.18, 1.48) 0.215  

Total 404  416  ARR: 0.01 (-0.01, 0.03) 0.205  

      0.367b  

      NEc  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 Infections and 

infestations 

COVID-19 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  

COVID-19 

pneumonia 

Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.16.3 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 9 (100.00) 5 (100.00) RR: NE (NE, NE) NE  

Total 9  5  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 3 (1.60) 7 (3.26) OR: 0.46 (0.12, 1.73) 0.226a  

No Event 184 (98.40) 208 (96.74) RR: 0.46 (0.13, 1.68) 0.240  

Total 187  215  ARR: 0.02 (-0.01, 0.05) 0.229  

      0.292b  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male Infections and 

infestations 

COVID-19 Event 1 (0.53) 6 (2.79) OR: 0.14 (0.01, 1.43) 0.067a  

No Event 186 (99.47) 209 (97.21) RR: 0.14 (0.01, 1.65) 0.119  

Total 187  215  ARR: 0.02 (0.00, 0.05) 0.049  

      0.078b  

COVID-19 

pneumonia 

Event 9 (4.81) 25 (11.63) OR: 0.40 (0.18, 0.88) 0.018a  

No Event 178 (95.19) 190 (88.37) RR: 0.43 (0.21, 0.89) 0.023  

Total 187  215  ARR: 0.07 (0.01, 0.12) 0.015  

      0.286b  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male Vascular disorders Hypertension Event 3 (1.60) 5 (2.33) OR: 0.66 (0.16, 2.70) 0.552a  

No Event 184 (98.40) 210 (97.67) RR: 0.67 (0.17, 2.57) 0.554  

Total 187  215  ARR: 0.01 (-0.02, 0.04) 0.557  

      0.239b  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 5 (2.21) 4 (1.94) OR: 1.28 (0.33, 4.94) 0.723a  

No Event 221 (97.79) 202 (98.06) RR: 1.26 (0.36, 4.43) 0.721  

Total 226  206  ARR: 0.00 (-0.03, 0.02) 0.722  

      0.442b  

      0.374c  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female Infections and 

infestations 

COVID-19 Event 5 (2.21) 5 (2.43) OR: 0.87 (0.25, 3.08) 0.834a  

No Event 221 (97.79) 201 (97.57) RR: 0.88 (0.25, 3.04) 0.834  

Total 226  206  ARR: 0.00 (-0.03, 0.03) 0.833  

      0.412b  

      0.189c  

COVID-19 

pneumonia 

Event 11 (4.87) 22 (10.68) OR: 0.43 (0.20, 0.92) 0.026a  

No Event 215 (95.13) 184 (89.32) RR: 0.46 (0.23, 0.93) 0.030  

Total 226  206  ARR: 0.06 (0.01, 0.11) 0.026  

      0.869b  

      0.846c  
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Table 4.16.4 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female Vascular disorders Hypertension Event 2 (0.88) 5 (2.43) OR: 0.40 (0.08, 2.06) 0.250a  

No Event 224 (99.12) 201 (97.57) RR: 0.41 (0.08, 1.96) 0.264  

Total 226  206  ARR: 0.01 (-0.01, 0.04) 0.258  

      0.538b  

      0.562c  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 2 (1.77) OR: 0.37 (0.04, 3.75) 0.192a  

No Event 97 (100.00) 111 (98.23) RR: 0.39 (0.04, 3.59) 0.407  

Total 97  113  ARR: 0.02 (-0.01, 0.04) 0.156  

      NEb  

      0.278c  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and 

infestations 

COVID-19 Event 0 (0.00) 3 (2.65) OR: 0.29 (0.03, 2.64) 0.113a  

No Event 97 (100.00) 110 (97.35) RR: 0.29 (0.03, 2.61) 0.272  

Total 97  113  ARR: 0.03 (0.00, 0.06) 0.083  

      NEb  

      0.468c  

COVID-19 

pneumonia 

Event 2 (2.06) 11 (9.73) OR: 0.19 (0.04, 0.92) 0.026a  

No Event 95 (97.94) 102 (90.27) RR: 0.20 (0.04, 0.99) 0.048  

Total 97  113  ARR: 0.08 (0.01, 0.14) 0.016  

      0.211b  

      0.327c  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

Vascular disorders Hypertension Event 1 (1.03) 2 (1.77) OR: 0.68 (0.06, 7.75) 0.760a  

No Event 96 (98.97) 111 (98.23) RR: 0.69 (0.06, 7.59) 0.761  

Total 97  113  ARR: 0.01 (-0.03, 0.04) 0.753  

      0.389b  

      0.301c  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (10.00) 0 (0.00) OR: 2.54 (0.09, 75.76) 0.398a  

No Event 9 (90.00) 9 (100.00) RR: 2.25 (0.11, 46.13) 0.599  

Total 10  9  ARR: -0.10 (-0.29, 0.09) 0.289  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian Infections and 

infestations 

COVID-19 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 10 (100.00) 9 (100.00) RR: NE (NE, NE) NE  

Total 10  9  ARR: NE (NE, NE) NE  

      NEb  

COVID-19 

pneumonia 

Event 0 (0.00) 1 (11.11) OR: 0.20 (<.01, 6.04) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: 0.25 (0.01, 5.13) 0.368  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 10 (100.00) 9 (100.00) RR: NE (NE, NE) NE  

Total 10  9  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.00) 20 (100.00) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

      NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 8 of 15 

Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American Infections and 

infestations 

COVID-19 Event 0 (0.00) 1 (5.00) OR: 0.40 (0.01, 10.80) 0.380a  

No Event 16 (100.00) 19 (95.00) RR: 0.42 (0.02, 9.43) 0.588  

Total 16  20  ARR: 0.05 (-0.05, 0.14) 0.311  

      NEb  

COVID-19 

pneumonia 

Event 1 (6.25) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 15 (93.75) 20 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 16  20  ARR: -0.06 (-0.18, 0.06) 0.307  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 16 (100.00) 20 (100.00) RR: NE (NE, NE) NE  

Total 16  20  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 20 (100.00) 21 (100.00) RR: NE (NE, NE) NE  

Total 20  21  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and 

infestations 

COVID-19 Event 2 (10.00) 2 (9.52) OR: 0.88 (0.10, 7.72) 0.915a  

No Event 18 (90.00) 19 (90.48) RR: 0.89 (0.12, 6.86) 0.914  

Total 20  21  ARR: 0.01 (-0.17, 0.19) 0.911  

      0.353b  

COVID-19 

pneumonia 

Event 2 (10.00) 5 (23.81) OR: 0.34 (0.06, 1.99) 0.222a  

No Event 18 (90.00) 16 (76.19) RR: 0.43 (0.10, 1.75) 0.237  

Total 20  21  ARR: 0.15 (-0.09, 0.38) 0.217  

      0.413b  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Vascular disorders Hypertension Event 1 (5.00) 0 (0.00) OR: 2.14 (0.06, 77.54) 0.480a  

No Event 19 (95.00) 21 (100.00) RR: 1.80 (0.10, 31.52) 0.687  

Total 20  21  ARR: -0.03 (-0.11, 0.05) 0.410  

      NEb  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (2.59) 9 (3.49) OR: 0.70 (0.25, 1.95) 0.493a  

No Event 263 (97.41) 249 (96.51) RR: 0.72 (0.28, 1.84) 0.493  

Total 270  258  ARR: 0.01 (-0.02, 0.04) 0.496  

      0.680b  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White Infections and 

infestations 

COVID-19 Event 4 (1.48) 5 (1.94) OR: 0.77 (0.21, 2.92) 0.705a  

No Event 266 (98.52) 253 (98.06) RR: 0.78 (0.21, 2.86) 0.705  

Total 270  258  ARR: 0.00 (-0.02, 0.03) 0.705  

      0.365b  

COVID-19 

pneumonia 

Event 15 (5.56) 30 (11.63) OR: 0.46 (0.24, 0.87) 0.015a  

No Event 255 (94.44) 228 (88.37) RR: 0.49 (0.27, 0.88) 0.018  

Total 270  258  ARR: 0.06 (0.01, 0.11) 0.015  

      0.267b  
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Table 4.16.5 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White Vascular disorders Hypertension Event 3 (1.11) 8 (3.10) OR: 0.36 (0.10, 1.35) 0.109a  

No Event 267 (98.89) 250 (96.90) RR: 0.37 (0.10, 1.32) 0.125  

Total 270  258  ARR: 0.02 (0.00, 0.04) 0.116  

      0.322b  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 2 (0.85) OR: 0.30 (0.03, 2.97) 0.143a  

No Event 223 (100.00) 232 (99.15) RR: 0.31 (0.03, 2.91) 0.306  

Total 223  234  ARR: 0.01 (0.00, 0.02) 0.143  

      NEb  

      0.217c  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic Infections and 

infestations 

COVID-19 Event 2 (0.90) 9 (3.85) OR: 0.24 (0.05, 1.11) 0.048a  

No Event 221 (99.10) 225 (96.15) RR: 0.24 (0.05, 1.12) 0.070  

Total 223  234  ARR: 0.03 (0.00, 0.06) 0.042  

      0.100b  

      0.051c  

COVID-19 

pneumonia 

Event 10 (4.48) 25 (10.68) OR: 0.39 (0.18, 0.83) 0.012a  

No Event 213 (95.52) 209 (89.32) RR: 0.41 (0.20, 0.85) 0.016  

Total 223  234  ARR: 0.06 (0.01, 0.11) 0.010  

      0.412b  

      0.914c  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic Vascular disorders Hypertension Event 2 (0.90) 6 (2.56) OR: 0.35 (0.07, 1.77) 0.186a  

No Event 221 (99.10) 228 (97.44) RR: 0.36 (0.07, 1.75) 0.204  

Total 223  234  ARR: 0.02 (-0.01, 0.04) 0.176  

      0.633b  

      0.498c  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (4.21) 9 (4.81) OR: 0.92 (0.34, 2.52) 0.876a  

No Event 182 (95.79) 178 (95.19) RR: 0.93 (0.37, 2.33) 0.875  

Total 190  187  ARR: 0.00 (-0.04, 0.04) 0.874  

      0.762b  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic Infections and 

infestations 

COVID-19 Event 4 (2.11) 2 (1.07) OR: 2.20 (0.41, 11.72) 0.338a  

No Event 186 (97.89) 185 (98.93) RR: 2.17 (0.43, 11.00) 0.349  

Total 190  187  ARR: -0.01 (-0.04, 0.01) 0.349  

      0.530b  

COVID-19 

pneumonia 

Event 10 (5.26) 22 (11.76) OR: 0.43 (0.20, 0.93) 0.026a  

No Event 180 (94.74) 165 (88.24) RR: 0.46 (0.23, 0.93) 0.031  

Total 190  187  ARR: 0.06 (0.01, 0.12) 0.027  

      0.128b  
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Table 4.16.6 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic Vascular disorders Hypertension Event 3 (1.58) 4 (2.14) OR: 0.77 (0.17, 3.38) 0.720a  

No Event 187 (98.42) 183 (97.86) RR: 0.77 (0.18, 3.23) 0.720  

Total 190  187  ARR: 0.01 (-0.02, 0.03) 0.725  

      0.341b  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 63 (100.00) 37 (100.00) RR: NE (NE, NE) NE  

Total 63  37  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US Infections and 

infestations 

COVID-19 Event 1 (1.59) 1 (2.70) OR: 0.73 (0.05, 9.74) 0.797a  

No Event 62 (98.41) 36 (97.30) RR: 0.73 (0.07, 7.94) 0.797  

Total 63  37  ARR: 0.01 (-0.06, 0.07) 0.818  

      0.096b  

COVID-19 

pneumonia 

Event 3 (4.76) 4 (10.81) OR: 0.52 (0.11, 2.47) 0.400a  

No Event 60 (95.24) 33 (89.19) RR: 0.55 (0.14, 2.19) 0.400  

Total 63  37  ARR: 0.05 (-0.07, 0.16) 0.429  

      0.401b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 9 

Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 63 (100.00) 37 (100.00) RR: NE (NE, NE) NE  

Total 63  37  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (4.62) 10 (5.65) OR: 0.89 (0.33, 2.39) 0.817a  

No Event 165 (95.38) 167 (94.35) RR: 0.90 (0.37, 2.17) 0.816  

Total 173  177  ARR: 0.01 (-0.04, 0.05) 0.816  

      0.626b  

      0.413c  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe Infections and 

infestations 

COVID-19 Event 3 (1.73) 3 (1.69) OR: 1.03 (0.20, 5.29) 0.973a  

No Event 170 (98.27) 174 (98.31) RR: 1.03 (0.20, 5.26) 0.973  

Total 173  177  ARR: 0.00 (-0.03, 0.03) 0.972  

      0.574b  

      0.603c  

COVID-19 

pneumonia 

Event 10 (5.78) 19 (10.73) OR: 0.53 (0.24, 1.16) 0.104a  

No Event 163 (94.22) 158 (89.27) RR: 0.55 (0.27, 1.14) 0.110  

Total 173  177  ARR: 0.05 (-0.01, 0.11) 0.104  

      0.164b  

      0.720c  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe Vascular disorders Hypertension Event 3 (1.73) 5 (2.82) OR: 0.63 (0.15, 2.67) 0.529a  

No Event 170 (98.27) 172 (97.18) RR: 0.64 (0.16, 2.60) 0.532  

Total 173  177  ARR: 0.01 (-0.02, 0.04) 0.529  

      0.320b  

      0.807c  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 1 (0.48) OR: 0.32 (0.01, 8.09) 0.314a  

No Event 177 (100.00) 206 (99.52) RR: 0.33 (0.01, 7.95) 0.494  

Total 177  207  ARR: 0.01 (0.00, 0.02) 0.295  

      NEb  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Infections and 

infestations 

COVID-19 Event 2 (1.13) 7 (3.38) OR: 0.35 (0.07, 1.71) 0.177a  

No Event 175 (98.87) 200 (96.62) RR: 0.35 (0.07, 1.72) 0.198  

Total 177  207  ARR: 0.02 (-0.01, 0.05) 0.156  

      0.163b  

COVID-19 

pneumonia 

Event 7 (3.95) 24 (11.59) OR: 0.31 (0.13, 0.75) 0.007a  

No Event 170 (96.05) 183 (88.41) RR: 0.34 (0.15, 0.77) 0.010  

Total 177  207  ARR: 0.08 (0.02, 0.13) 0.004  

      0.563b  
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Table 4.16.7 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Vascular disorders Hypertension Event 2 (1.13) 5 (2.42) OR: 0.47 (0.09, 2.48) 0.364a  

No Event 175 (98.87) 202 (97.58) RR: 0.48 (0.10, 2.41) 0.372  

Total 177  207  ARR: 0.01 (-0.01, 0.04) 0.346  

      0.663b  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 5 (1.96) 6 (2.37) OR: 0.81 (0.24, 2.73) 0.729a  

No Event 250 (98.04) 247 (97.63) RR: 0.82 (0.26, 2.58) 0.729  

Total 255  253  ARR: 0.00 (-0.02, 0.03) 0.729  

      0.340b  

      0.781c  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

Infections and 

infestations 

COVID-19 Event 3 (1.18) 8 (3.16) OR: 0.37 (0.10, 1.39) 0.125a  

No Event 252 (98.82) 245 (96.84) RR: 0.37 (0.10, 1.39) 0.142  

Total 255  253  ARR: 0.02 (-0.01, 0.05) 0.125  

      0.088b  

      0.310c  

COVID-19 

pneumonia 

Event 9 (3.53) 29 (11.46) OR: 0.28 (0.13, 0.61) 0.001a  

No Event 246 (96.47) 224 (88.54) RR: 0.31 (0.15, 0.64) 0.002  

Total 255  253  ARR: 0.08 (0.03, 0.12) <.001  

      0.963b  

      0.155c  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

Vascular disorders Hypertension Event 3 (1.18) 8 (3.16) OR: 0.36 (0.09, 1.38) 0.122a  

No Event 252 (98.82) 245 (96.84) RR: 0.37 (0.10, 1.38) 0.138  

Total 255  253  ARR: 0.02 (-0.01, 0.05) 0.121  

      0.813b  

      0.370c  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 3 (1.90) 5 (2.98) OR: 0.63 (0.15, 2.69) 0.534a  

No Event 155 (98.10) 163 (97.02) RR: 0.64 (0.15, 2.65) 0.537  

Total 158  168  ARR: 0.01 (-0.02, 0.04) 0.530  

      0.418b  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

Infections and 

infestations 

COVID-19 Event 3 (1.90) 3 (1.79) OR: 1.07 (0.22, 5.33) 0.933a  

No Event 155 (98.10) 165 (98.21) RR: 1.07 (0.22, 5.18) 0.933  

Total 158  168  ARR: 0.00 (-0.03, 0.03) 0.933  

      0.247b  

COVID-19 

pneumonia 

Event 11 (6.96) 18 (10.71) OR: 0.62 (0.28, 1.36) 0.230a  

No Event 147 (93.04) 150 (89.29) RR: 0.65 (0.32, 1.33) 0.234  

Total 158  168  ARR: 0.04 (-0.02, 0.10) 0.225  

      0.444b  
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Table 4.16.8 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

Vascular disorders Hypertension Event 2 (1.27) 2 (1.19) OR: 1.06 (0.15, 7.60) 0.957a  

No Event 156 (98.73) 166 (98.81) RR: 1.06 (0.15, 7.39) 0.957  

Total 158  168  ARR: 0.00 (-0.02, 0.02) 0.957  

      NEb  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (1.10) 1 (1.19) OR: 0.80 (0.06, 10.95) 0.857a  

No Event 90 (98.90) 83 (98.81) RR: 0.80 (0.07, 9.44) 0.857  

Total 91  84  ARR: 0.00 (-0.03, 0.04) 0.867  

      0.106b  

      0.874c  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

Infections and 

infestations 

COVID-19 Event 1 (1.10) 2 (2.38) OR: 0.48 (0.04, 5.41) 0.546a  

No Event 90 (98.90) 82 (97.62) RR: 0.49 (0.05, 5.26) 0.554  

Total 91  84  ARR: 0.01 (-0.03, 0.05) 0.548  

      NEb  

      0.864c  

COVID-19 

pneumonia 

Event 1 (1.10) 7 (8.33) OR: 0.13 (0.02, 1.02) 0.022a  

No Event 90 (98.90) 77 (91.67) RR: 0.13 (0.02, 1.03) 0.054  

Total 91  84  ARR: 0.07 (0.01, 0.14) 0.024  

      0.609b  

      0.206c  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

Vascular disorders Hypertension Event 0 (0.00) 4 (4.76) OR: 0.14 (0.02, 1.24) 0.021a  

No Event 91 (100.00) 80 (95.24) RR: 0.16 (0.02, 1.28) 0.084  

Total 91  84  ARR: 0.05 (0.00, 0.10) 0.032  

      NEb  

      0.079c  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (2.17) 10 (2.97) OR: 0.75 (0.28, 2.02) 0.574a  

No Event 315 (97.83) 327 (97.03) RR: 0.76 (0.29, 1.97) 0.574  

Total 322  337  ARR: 0.01 (-0.02, 0.03) 0.571  

      0.714b  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

Infections and 

infestations 

COVID-19 Event 5 (1.55) 9 (2.67) OR: 0.59 (0.20, 1.75) 0.327a  

No Event 317 (98.45) 328 (97.33) RR: 0.59 (0.20, 1.72) 0.334  

Total 322  337  ARR: 0.01 (-0.01, 0.03) 0.328  

      0.027b  

COVID-19 

pneumonia 

Event 19 (5.90) 40 (11.87) OR: 0.46 (0.26, 0.82) 0.007a  

No Event 303 (94.10) 297 (88.13) RR: 0.49 (0.29, 0.84) 0.008  

Total 322  337  ARR: 0.06 (0.02, 0.10) 0.006  

      0.865b  
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Table 4.16.9 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

Vascular disorders Hypertension Event 5 (1.55) 6 (1.78) OR: 0.87 (0.26, 2.86) 0.819a  

No Event 317 (98.45) 331 (98.22) RR: 0.87 (0.27, 2.81) 0.819  

Total 322  337  ARR: 0.00 (-0.02, 0.02) 0.819  

      0.214b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (1.10) 1 (1.19) OR: 0.80 (0.06, 10.95) 0.857a  

No Event 90 (98.90) 83 (98.81) RR: 0.80 (0.07, 9.44) 0.857  

Total 91  84  ARR: 0.00 (-0.03, 0.04) 0.867  

      0.106b  

      0.957c  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

Infections and 

infestations 

COVID-19 Event 1 (1.10) 2 (2.38) OR: 0.48 (0.04, 5.41) 0.546a  

No Event 90 (98.90) 82 (97.62) RR: 0.49 (0.05, 5.26) 0.554  

Total 91  84  ARR: 0.01 (-0.03, 0.05) 0.548  

      NEb  

      0.779c  

COVID-19 

pneumonia 

Event 1 (1.10) 7 (8.33) OR: 0.13 (0.02, 1.02) 0.022a  

No Event 90 (98.90) 77 (91.67) RR: 0.13 (0.02, 1.03) 0.054  

Total 91  84  ARR: 0.07 (0.01, 0.14) 0.024  

      0.609b  

      0.238c  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

Vascular disorders Hypertension Event 0 (0.00) 4 (4.76) OR: 0.14 (0.02, 1.24) 0.021a  

No Event 91 (100.00) 80 (95.24) RR: 0.16 (0.02, 1.28) 0.084  

Total 91  84  ARR: 0.05 (0.00, 0.10) 0.032  

      NEb  

      0.179c  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 2 (2.44) 3 (4.00) OR: 0.68 (0.11, 4.27) 0.679a  

No Event 80 (97.56) 72 (96.00) RR: 0.70 (0.13, 3.77) 0.676  

Total 82  75  ARR: 0.01 (-0.04, 0.07) 0.679  

      0.546b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and 

infestations 

COVID-19 Event 1 (1.22) 2 (2.67) OR: 0.43 (0.04, 4.89) 0.489a  

No Event 81 (98.78) 73 (97.33) RR: 0.44 (0.04, 4.75) 0.500  

Total 82  75  ARR: 0.02 (-0.03, 0.06) 0.495  

      NEb  

COVID-19 

pneumonia 

Event 2 (2.44) 10 (13.33) OR: 0.16 (0.03, 0.76) 0.011a  

No Event 80 (97.56) 65 (86.67) RR: 0.18 (0.04, 0.81) 0.025  

Total 82  75  ARR: 0.11 (0.03, 0.19) 0.011  

      0.700b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

Vascular disorders Hypertension Event 1 (1.22) 3 (4.00) OR: 0.28 (0.03, 2.80) 0.254a  

No Event 81 (98.78) 72 (96.00) RR: 0.29 (0.03, 2.76) 0.284  

Total 82  75  ARR: 0.03 (-0.02, 0.08) 0.264  

      NEb  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 2 (2.44) 2 (2.13) OR: 1.21 (0.15, 9.56) 0.860a  

No Event 80 (97.56) 92 (97.87) RR: 1.19 (0.18, 7.77) 0.859  

Total 82  94  ARR: 0.00 (-0.05, 0.04) 0.859  

      0.252b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and 

infestations 

COVID-19 Event 1 (1.22) 4 (4.26) OR: 0.29 (0.03, 2.60) 0.231a  

No Event 81 (98.78) 90 (95.74) RR: 0.29 (0.03, 2.54) 0.264  

Total 82  94  ARR: 0.03 (-0.02, 0.08) 0.216  

      0.024b  

COVID-19 

pneumonia 

Event 6 (7.32) 12 (12.77) OR: 0.54 (0.19, 1.51) 0.236a  

No Event 76 (92.68) 82 (87.23) RR: 0.57 (0.23, 1.46) 0.243  

Total 82  94  ARR: 0.05 (-0.03, 0.14) 0.224  

      0.550b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

Vascular disorders Hypertension Event 2 (2.44) 1 (1.06) OR: 2.32 (0.21, 25.48) 0.479a  

No Event 80 (97.56) 93 (98.94) RR: 2.31 (0.21, 24.76) 0.490  

Total 82  94  ARR: -0.01 (-0.05, 0.03) 0.490  

      0.365b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 3 (1.90) 5 (2.98) OR: 0.63 (0.15, 2.69) 0.534a  

No Event 155 (98.10) 163 (97.02) RR: 0.64 (0.15, 2.65) 0.537  

Total 158  168  ARR: 0.01 (-0.02, 0.04) 0.530  

      0.418b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Infections and 

infestations 

COVID-19 Event 3 (1.90) 3 (1.79) OR: 1.07 (0.22, 5.33) 0.933a  

No Event 155 (98.10) 165 (98.21) RR: 1.07 (0.22, 5.18) 0.933  

Total 158  168  ARR: 0.00 (-0.03, 0.03) 0.933  

      0.247b  

COVID-19 

pneumonia 

Event 11 (6.96) 18 (10.71) OR: 0.62 (0.28, 1.36) 0.230a  

No Event 147 (93.04) 150 (89.29) RR: 0.65 (0.32, 1.33) 0.234  

Total 158  168  ARR: 0.04 (-0.02, 0.10) 0.225  

      0.444b  
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Table 4.16.10 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Vascular disorders Hypertension Event 2 (1.27) 2 (1.19) OR: 1.06 (0.15, 7.60) 0.957a  

No Event 156 (98.73) 166 (98.81) RR: 1.06 (0.15, 7.39) 0.957  

Total 158  168  ARR: 0.00 (-0.02, 0.02) 0.957  

      NEb  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 6 (1.62) 6 (1.59) OR: 1.03 (0.33, 3.23) 0.959a  

No Event 365 (98.38) 372 (98.41) RR: 1.03 (0.33, 3.17) 0.959  

Total 371  378  ARR: 0.00 (-0.02, 0.02) 0.959  

      0.589b  

      0.339c  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk Infections and 

infestations 

COVID-19 Event 4 (1.08) 11 (2.91) OR: 0.36 (0.12, 1.15) 0.073a  

No Event 367 (98.92) 367 (97.09) RR: 0.37 (0.12, 1.15) 0.085  

Total 371  378  ARR: 0.02 (0.00, 0.04) 0.071  

      0.375b  

      0.039c  

COVID-19 

pneumonia 

Event 19 (5.12) 43 (11.38) OR: 0.42 (0.24, 0.74) 0.002a  

No Event 352 (94.88) 335 (88.62) RR: 0.45 (0.27, 0.76) 0.003  

Total 371  378  ARR: 0.06 (0.02, 0.10) 0.002  

      0.141b  

      0.624c  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk Vascular disorders Hypertension Event 4 (1.08) 8 (2.12) OR: 0.50 (0.15, 1.68) 0.256a  

No Event 367 (98.92) 370 (97.88) RR: 0.51 (0.16, 1.67) 0.265  

Total 371  378  ARR: 0.01 (-0.01, 0.03) 0.254  

      0.357b  

      0.995c  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 2 (4.76) 5 (11.63) OR: 0.36 (0.06, 2.01) 0.233a  

No Event 40 (95.24) 38 (88.37) RR: 0.39 (0.08, 1.92) 0.249  

Total 42  43  ARR: 0.07 (-0.04, 0.19) 0.221  

      0.534b  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk Infections and 

infestations 

COVID-19 Event 2 (4.76) 0 (0.00) OR: 3.34 (0.33, 33.54) 0.146a  

No Event 40 (95.24) 43 (100.00) RR: 3.16 (0.34, 29.06) 0.310  

Total 42  43  ARR: -0.05 (-0.11, 0.02) 0.144  

      NEb  

COVID-19 

pneumonia 

Event 1 (2.38) 4 (9.30) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 41 (97.62) 39 (90.70) RR: 0.25 (0.03, 2.16) 0.206  

Total 42  43  ARR: 0.07 (-0.03, 0.17) 0.158  

      0.608b  
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Table 4.16.11 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk Vascular disorders Hypertension Event 1 (2.38) 2 (4.65) OR: 0.46 (0.04, 5.43) 0.536a  

No Event 41 (97.62) 41 (95.35) RR: 0.48 (0.05, 5.03) 0.543  

Total 42  43  ARR: 0.02 (-0.05, 0.10) 0.532  

      NEb  
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Table 4.16.12 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 3 (1.33) 2 (0.89) OR: 1.50 (0.25, 9.06) 0.657a  

No Event 223 (98.67) 223 (99.11) RR: 1.49 (0.25, 8.85) 0.659  

Total 226  225  ARR: 0.00 (-0.02, 0.01) 0.656  

      NEb  

      NEc  
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Table 4.16.12 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Infections and 

infestations 

COVID-19 Event 2 (0.88) 8 (3.56) OR: 0.24 (0.05, 1.15) 0.054a  

No Event 224 (99.12) 217 (96.44) RR: 0.25 (0.05, 1.16) 0.076  

Total 226  225  ARR: 0.03 (0.00, 0.05) 0.053  

      NEb  

      NEc  

COVID-19 

pneumonia 

Event 8 (3.54) 26 (11.56) OR: 0.28 (0.12, 0.63) 0.001a  

No Event 218 (96.46) 199 (88.44) RR: 0.31 (0.14, 0.66) 0.003  

Total 226  225  ARR: 0.08 (0.03, 0.13) 0.001  

      NEb  

      NEc  
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Table 4.16.12 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Vascular disorders Hypertension Event 2 (0.88) 6 (2.67) OR: 0.33 (0.07, 1.63) 0.152a  

No Event 224 (99.12) 219 (97.33) RR: 0.33 (0.07, 1.63) 0.174  

Total 226  225  ARR: 0.02 (-0.01, 0.04) 0.151  

      NEb  

      NEc  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 6 (1.63) 5 (1.34) OR: 1.22 (0.37, 4.05) 0.740a  

No Event 361 (98.37) 367 (98.66) RR: 1.22 (0.38, 3.96) 0.740  

Total 367  372  ARR: 0.00 (-0.02, 0.01) 0.740  

      0.754b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 6 

Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity Infections and 

infestations 

COVID-19 Event 4 (1.09) 10 (2.69) OR: 0.40 (0.12, 1.28) 0.111a  

No Event 363 (98.91) 362 (97.31) RR: 0.41 (0.13, 1.28) 0.124  

Total 367  372  ARR: 0.02 (0.00, 0.04) 0.109  

      0.464b  

COVID-19 

pneumonia 

Event 17 (4.63) 42 (11.29) OR: 0.38 (0.21, 0.69) 0.001a  

No Event 350 (95.37) 330 (88.71) RR: 0.41 (0.24, 0.71) 0.001  

Total 367  372  ARR: 0.07 (0.03, 0.11) <.001  

      0.128b  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity Vascular disorders Hypertension Event 4 (1.09) 7 (1.88) OR: 0.57 (0.17, 1.98) 0.374a  

No Event 363 (98.91) 365 (98.12) RR: 0.58 (0.17, 1.96) 0.380  

Total 367  372  ARR: 0.01 (-0.01, 0.03) 0.373  

      0.463b  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 2 (4.35) 6 (12.24) OR: 0.33 (0.06, 1.85) 0.204a  

No Event 44 (95.65) 43 (87.76) RR: 0.37 (0.07, 1.83) 0.222  

Total 46  49  ARR: 0.07 (-0.04, 0.18) 0.184  

      0.783b  

      0.196c  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity Infections and 

infestations 

COVID-19 Event 2 (4.35) 1 (2.04) OR: 1.37 (0.15, 12.10) 0.738a  

No Event 44 (95.65) 48 (97.96) RR: 1.37 (0.22, 8.71) 0.739  

Total 46  49  ARR: -0.01 (-0.09, 0.07) 0.769  

      0.039b  

      0.191c  

COVID-19 

pneumonia 

Event 3 (6.52) 5 (10.20) OR: 0.70 (0.15, 3.35) 0.646a  

No Event 43 (93.48) 44 (89.80) RR: 0.73 (0.20, 2.68) 0.635  

Total 46  49  ARR: 0.03 (-0.08, 0.14) 0.649  

      0.175b  

      0.559c  
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Table 4.16.14 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity Vascular disorders Hypertension Event 1 (2.17) 3 (6.12) OR: 0.26 (0.03, 2.21) 0.181a  

No Event 45 (97.83) 46 (93.88) RR: 0.28 (0.04, 2.05) 0.209  

Total 46  49  ARR: 0.06 (-0.03, 0.14) 0.210  

      0.151b  

      0.693c  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (2.55) 4 (1.42) OR: 1.91 (0.53, 6.86) 0.314a  

No Event 267 (97.45) 277 (98.58) RR: 1.85 (0.55, 6.21) 0.320  

Total 274  281  ARR: -0.01 (-0.03, 0.01) 0.312  

      0.307b  

      0.058c  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Infections and 

infestations 

COVID-19 Event 5 (1.82) 8 (2.85) OR: 0.66 (0.21, 2.01) 0.452a  

No Event 269 (98.18) 273 (97.15) RR: 0.66 (0.22, 1.97) 0.456  

Total 274  281  ARR: 0.01 (-0.02, 0.04) 0.454  

      0.220b  

      0.759c  

COVID-19 

pneumonia 

Event 16 (5.84) 35 (12.46) OR: 0.42 (0.23, 0.78) 0.006a  

No Event 258 (94.16) 246 (87.54) RR: 0.46 (0.26, 0.81) 0.007  

Total 274  281  ARR: 0.07 (0.02, 0.12) 0.005  

      0.884b  

      0.895c  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Vascular disorders Hypertension Event 3 (1.09) 8 (2.85) OR: 0.37 (0.10, 1.42) 0.136a  

No Event 271 (98.91) 273 (97.15) RR: 0.38 (0.10, 1.43) 0.151  

Total 274  281  ARR: 0.02 (-0.01, 0.04) 0.130  

      0.302b  

      0.522c  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (1.37) 5 (6.76) OR: 0.26 (0.03, 2.17) 0.193a  

No Event 72 (98.63) 69 (93.24) RR: 0.28 (0.04, 2.17) 0.223  

Total 73  74  ARR: 0.04 (-0.02, 0.10) 0.176  

      0.617b  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Infections and 

infestations 

COVID-19 Event 1 (1.37) 1 (1.35) OR: 1.05 (0.08, 13.83) 0.967a  

No Event 72 (98.63) 73 (98.65) RR: 1.05 (0.10, 11.19) 0.967  

Total 73  74  ARR: 0.00 (-0.04, 0.04) 0.969  

      0.095b  

COVID-19 

pneumonia 

Event 2 (2.74) 4 (5.41) OR: 0.52 (0.09, 2.91) 0.443a  

No Event 71 (97.26) 70 (94.59) RR: 0.53 (0.10, 2.74) 0.448  

Total 73  74  ARR: 0.03 (-0.04, 0.09) 0.443  

      0.709b  
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Table 4.16.15 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Vascular disorders Hypertension Event 1 (1.37) 1 (1.35) OR: 0.77 (0.05, 12.73) 0.854a  

No Event 72 (98.63) 73 (98.65) RR: 0.77 (0.05, 11.91) 0.853  

Total 73  74  ARR: 0.00 (-0.03, 0.04) 0.854  

      NEb  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (2.25) 9 (2.97) OR: 0.78 (0.28, 2.17) 0.635a  

No Event 304 (97.75) 294 (97.03) RR: 0.79 (0.30, 2.09) 0.635  

Total 311  303  ARR: 0.01 (-0.02, 0.03) 0.632  

      0.686b  

      0.777c  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and 

infestations 

COVID-19 Event 6 (1.93) 8 (2.64) OR: 0.74 (0.26, 2.14) 0.575a  

No Event 305 (98.07) 295 (97.36) RR: 0.75 (0.27, 2.08) 0.576  

Total 311  303  ARR: 0.01 (-0.02, 0.03) 0.579  

      0.251b  

      0.433c  

COVID-19 

pneumonia 

Event 15 (4.82) 36 (11.88) OR: 0.37 (0.20, 0.69) 0.001a  

No Event 296 (95.18) 267 (88.12) RR: 0.40 (0.22, 0.71) 0.002  

Total 311  303  ARR: 0.07 (0.03, 0.12) 0.001  

      0.611b  

      0.201c  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL Vascular disorders Hypertension Event 3 (0.96) 8 (2.64) OR: 0.36 (0.09, 1.36) 0.119a  

No Event 308 (99.04) 295 (97.36) RR: 0.36 (0.10, 1.38) 0.136  

Total 311  303  ARR: 0.02 (0.00, 0.04) 0.119  

      0.410b  

      0.110c  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (3.03) 1 (2.63) OR: 1.39 (0.06, 33.44) 0.855a  

No Event 32 (96.97) 37 (97.37) RR: 1.39 (0.04, 47.97) 0.856  

Total 33  38  ARR: -0.01 (-0.08, 0.06) 0.841  

      0.258b  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and 

infestations 

COVID-19 Event 0 (0.00) 1 (2.63) OR: 0.25 (<.01, 6.64) 0.264a  

No Event 33 (100.00) 37 (97.37) RR: 0.27 (0.01, 6.11) 0.411  

Total 33  38  ARR: 0.03 (-0.03, 0.09) 0.268  

      NEb  

COVID-19 

pneumonia 

Event 3 (9.09) 3 (7.89) OR: 1.11 (0.21, 5.87) 0.899a  

No Event 30 (90.91) 35 (92.11) RR: 1.10 (0.25, 4.91) 0.897  

Total 33  38  ARR: -0.01 (-0.15, 0.13) 0.900  

      0.385b  
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Table 4.16.16 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Vascular disorders Hypertension Event 1 (3.03) 0 (0.00) OR: 3.00 (0.10, 90.96) 0.361a  

No Event 32 (96.97) 38 (100.00) RR: 2.57 (0.13, 52.12) 0.538  

Total 33  38  ARR: -0.03 (-0.08, 0.03) 0.348  

      NEb  
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Table 4.16.21 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 4 (2.13) 5 (2.40) OR: 0.83 (0.22, 3.16) 0.786a  

No Event 184 (97.87) 203 (97.60) RR: 0.84 (0.23, 3.03) 0.785  

Total 188  208  ARR: 0.00 (-0.03, 0.03) 0.784  

      0.514b  

      NEc  
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Table 4.16.21 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy Infections and 

infestations 

COVID-19 Event 0 (0.00) 4 (1.92) OR: 0.21 (0.02, 1.85) 0.055a  

No Event 188 (100.00) 204 (98.08) RR: 0.22 (0.03, 1.85) 0.163  

Total 188  208  ARR: 0.02 (0.00, 0.04) 0.043  

      NEb  

      NEc  

COVID-19 

pneumonia 

Event 10 (5.32) 33 (15.87) OR: 0.29 (0.14, 0.62) 0.001a  

No Event 178 (94.68) 175 (84.13) RR: 0.33 (0.17, 0.66) 0.002  

Total 188  208  ARR: 0.11 (0.05, 0.17) <.001  

      0.249b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 3 of 3 

Table 4.16.21 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy Vascular disorders Hypertension Event 4 (2.13) 4 (1.92) OR: 1.07 (0.26, 4.39) 0.921a  

No Event 184 (97.87) 204 (98.08) RR: 1.07 (0.26, 4.35) 0.921  

Total 188  208  ARR: 0.00 (-0.03, 0.03) 0.921  

      0.343b  

      NEc  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 3 

Table 4.16.22 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (2.44) 0 (0.00) OR: 5.90 (0.23, 153.98) 0.172a  

No Event 40 (97.56) 43 (100.00) RR: 5.44 (0.23, 125.86) 0.291  

Total 41  43  ARR: -0.03 (-0.09, 0.02) 0.248  

      NEb  

      NEc  
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Table 4.16.22 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Infections and 

infestations 

COVID-19 Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 41 (100.00) 43 (100.00) RR: NE (NE, NE) NE  

Total 41  43  ARR: NE (NE, NE) NE  

      NEb  

      NEc  

COVID-19 

pneumonia 

Event 2 (4.88) 10 (23.26) OR: 0.18 (0.03, 1.00) 0.044a  

No Event 39 (95.12) 33 (76.74) RR: 0.19 (0.03, 1.33) 0.095  

Total 41  43  ARR: 0.16 (0.02, 0.31) 0.029  

      0.050b  

      NEc  
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Table 4.16.22 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Vascular disorders Hypertension Event 2 (4.88) 1 (2.33) OR: 0.54 (0.03, 9.39) 0.674a  

No Event 39 (95.12) 42 (97.67) RR: 0.56 (0.04, 8.28) 0.673  

Total 41  43  ARR: 0.02 (-0.06, 0.09) 0.680  

      NEb  

      NEc  
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Table 4.16.23 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

None General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 4 (1.90) 6 (2.96) OR: 0.64 (0.18, 2.31) 0.492a  

No Event 207 (98.10) 197 (97.04) RR: 0.65 (0.19, 2.22) 0.495  

Total 211  203  ARR: 0.01 (-0.02, 0.04) 0.495  

      0.495b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 3 

Table 4.16.23 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

None Infections and 

infestations 

COVID-19 Event 6 (2.84) 6 (2.96) OR: 0.94 (0.30, 2.94) 0.919a  

No Event 205 (97.16) 197 (97.04) RR: 0.94 (0.31, 2.88) 0.919  

Total 211  203  ARR: 0.00 (-0.03, 0.03) 0.919  

      0.097b  

      NEc  

COVID-19 

pneumonia 

Event 8 (3.79) 13 (6.40) OR: 0.58 (0.24, 1.44) 0.237a  

No Event 203 (96.21) 190 (93.60) RR: 0.60 (0.25, 1.41) 0.242  

Total 211  203  ARR: 0.03 (-0.02, 0.07) 0.237  

      0.493b  

      NEc  
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Table 4.16.23 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

None Vascular disorders Hypertension Event 0 (0.00) 6 (2.96) OR: 0.19 (0.03, 1.16) 0.012a  

No Event 211 (100.00) 197 (97.04) RR: 0.20 (0.04, 1.18) 0.075  

Total 211  203  ARR: 0.03 (0.01, 0.05) 0.013  

      NEb  

      NEc  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 1 (1.59) OR: 0.32 (0.01, 8.24) 0.317a  

No Event 52 (100.00) 62 (98.41) RR: 0.33 (0.01, 7.82) 0.495  

Total 52  63  ARR: 0.02 (-0.02, 0.05) 0.289  

      NEb  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 Event 0 (0.00) 1 (1.59) OR: 0.32 (0.01, 8.24) 0.317a  

No Event 52 (100.00) 62 (98.41) RR: 0.33 (0.01, 7.82) 0.495  

Total 52  63  ARR: 0.02 (-0.02, 0.05) 0.289  

      NEb  

COVID-19 

pneumonia 

Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

No Event 49 (94.23) 62 (98.41) RR: 4.71 (0.33, 67.61) 0.254  

Total 52  63  ARR: -0.04 (-0.11, 0.02) 0.211  

      0.227b  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

Vascular disorders Hypertension Event 2 (3.85) 1 (1.59) OR: 2.57 (0.24, 27.46) 0.433a  

No Event 50 (96.15) 62 (98.41) RR: 2.57 (0.22, 29.66) 0.450  

Total 52  63  ARR: -0.02 (-0.09, 0.04) 0.449  

      0.199b  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 6 

Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (2.27) 9 (2.56) OR: 0.88 (0.33, 2.33) 0.797a  

No Event 344 (97.73) 343 (97.44) RR: 0.89 (0.35, 2.24) 0.797  

Total 352  352  ARR: 0.00 (-0.02, 0.03) 0.797  

      0.406b  

      0.399c  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 Event 6 (1.70) 10 (2.84) OR: 0.59 (0.21, 1.63) 0.302a  

No Event 346 (98.30) 342 (97.16) RR: 0.59 (0.22, 1.62) 0.308  

Total 352  352  ARR: 0.01 (-0.01, 0.03) 0.302  

      0.172b  

      0.487c  

COVID-19 

pneumonia 

Event 17 (4.83) 46 (13.07) OR: 0.34 (0.19, 0.61) <.001a  

No Event 335 (95.17) 306 (86.93) RR: 0.37 (0.22, 0.64) <.001  

Total 352  352  ARR: 0.08 (0.04, 0.12) <.001  

      0.406b  

      0.017c  
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Table 4.16.24 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

Vascular disorders Hypertension Event 3 (0.85) 9 (2.56) OR: 0.33 (0.09, 1.21) 0.079a  

No Event 349 (99.15) 343 (97.44) RR: 0.33 (0.09, 1.21) 0.095  

Total 352  352  ARR: 0.02 (0.00, 0.04) 0.078  

      0.631b  

      0.122c  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 7 (3.29) 10 (4.59) OR: 0.71 (0.26, 1.89) 0.489a  

No Event 206 (96.71) 208 (95.41) RR: 0.72 (0.28, 1.85) 0.491  

Total 213  218  ARR: 0.01 (-0.02, 0.05) 0.488  

      0.782b  

      0.809c  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and 

infestations 

COVID-19 Event 5 (2.35) 5 (2.29) OR: 1.04 (0.30, 3.62) 0.953a  

No Event 208 (97.65) 213 (97.71) RR: 1.04 (0.31, 3.50) 0.952  

Total 213  218  ARR: 0.00 (-0.03, 0.03) 0.953  

      0.445b  

      0.125c  

COVID-19 

pneumonia 

Event 9 (4.23) 17 (7.80) OR: 0.52 (0.23, 1.19) 0.118a  

No Event 204 (95.77) 201 (92.20) RR: 0.54 (0.25, 1.18) 0.124  

Total 213  218  ARR: 0.04 (-0.01, 0.08) 0.114  

      0.831b  

      0.431c  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Vascular disorders Hypertension Event 2 (0.94) 7 (3.21) OR: 0.28 (0.06, 1.36) 0.091a  

No Event 211 (99.06) 211 (96.79) RR: 0.29 (0.06, 1.35) 0.114  

Total 213  218  ARR: 0.02 (0.00, 0.05) 0.090  

      0.234b  

      0.262c  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 1 (0.50) 1 (0.49) OR: 1.01 (0.06, 16.05) 0.993a  

No Event 199 (99.50) 202 (99.51) RR: 1.01 (0.06, 15.91) 0.993  

Total 200  203  ARR: 0.00 (-0.01, 0.01) 0.993  

      0.154b  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and 

infestations 

COVID-19 Event 1 (0.50) 6 (2.96) OR: 0.16 (0.02, 1.39) 0.060a  

No Event 199 (99.50) 197 (97.04) RR: 0.17 (0.02, 1.39) 0.099  

Total 200  203  ARR: 0.02 (0.00, 0.05) 0.057  

      0.659b  

COVID-19 

pneumonia 

Event 11 (5.50) 30 (14.78) OR: 0.33 (0.16, 0.69) 0.002a  

No Event 189 (94.50) 173 (85.22) RR: 0.37 (0.19, 0.72) 0.003  

Total 200  203  ARR: 0.09 (0.03, 0.15) 0.002  

      0.041b  
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Table 4.16.25 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Vascular disorders Hypertension Event 3 (1.50) 3 (1.48) OR: 1.02 (0.20, 5.10) 0.984a  

No Event 197 (98.50) 200 (98.52) RR: 1.02 (0.21, 4.97) 0.984  

Total 200  203  ARR: 0.00 (-0.02, 0.02) 0.984  

      0.989b  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (2.39) 11 (3.27) OR: 0.73 (0.29, 1.83) 0.496a  

No Event 327 (97.61) 325 (96.73) RR: 0.73 (0.30, 1.80) 0.497  

Total 335  336  ARR: 0.01 (-0.02, 0.03) 0.494  

      0.833b  

      NEc  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 6 

Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and 

infestations 

COVID-19 Event 5 (1.49) 8 (2.38) OR: 0.62 (0.20, 1.92) 0.404a  

No Event 330 (98.51) 328 (97.62) RR: 0.63 (0.21, 1.88) 0.408  

Total 335  336  ARR: 0.01 (-0.01, 0.03) 0.406  

      0.164b  

      0.665c  

COVID-19 

pneumonia 

Event 14 (4.18) 34 (10.12) OR: 0.39 (0.21, 0.74) 0.003a  

No Event 321 (95.82) 302 (89.88) RR: 0.42 (0.23, 0.76) 0.004  

Total 335  336  ARR: 0.06 (0.02, 0.10) 0.003  

      0.437b  

      0.776c  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Vascular disorders Hypertension Event 4 (1.19) 8 (2.38) OR: 0.49 (0.15, 1.63) 0.233a  

No Event 331 (98.81) 328 (97.62) RR: 0.50 (0.15, 1.61) 0.243  

Total 335  336  ARR: 0.01 (-0.01, 0.03) 0.236  

      0.124b  

      0.951c  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 78 (100.00) 85 (100.00) RR: NE (NE, NE) NE  

Total 78  85  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and 

infestations 

COVID-19 Event 1 (1.28) 3 (3.53) OR: 0.37 (0.04, 3.58) 0.371a  

No Event 77 (98.72) 82 (96.47) RR: 0.38 (0.04, 3.43) 0.388  

Total 78  85  ARR: 0.02 (-0.02, 0.07) 0.360  

      0.469b  

COVID-19 

pneumonia 

Event 6 (7.69) 13 (15.29) OR: 0.46 (0.16, 1.28) 0.130a  

No Event 72 (92.31) 72 (84.71) RR: 0.49 (0.19, 1.26) 0.141  

Total 78  85  ARR: 0.08 (-0.02, 0.17) 0.120  

      0.182b  
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Table 4.16.26 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Vascular disorders Hypertension Event 1 (1.28) 2 (2.35) OR: 0.55 (0.05, 6.04) 0.621a  

No Event 77 (98.72) 83 (97.65) RR: 0.56 (0.05, 5.73) 0.624  

Total 78  85  ARR: 0.01 (-0.03, 0.05) 0.619  

      0.349b  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 8 (2.11) 11 (2.78) OR: 0.76 (0.30, 1.90) 0.551a  

No Event 371 (97.89) 384 (97.22) RR: 0.76 (0.31, 1.87) 0.552  

Total 379  395  ARR: 0.01 (-0.02, 0.03) 0.549  

      0.821b  

      NEc  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and 

infestations 

COVID-19 Event 6 (1.58) 9 (2.28) OR: 0.69 (0.24, 1.96) 0.485a  

No Event 373 (98.42) 386 (97.72) RR: 0.70 (0.25, 1.93) 0.487  

Total 379  395  ARR: 0.01 (-0.01, 0.03) 0.484  

      0.445b  

      0.192c  

COVID-19 

pneumonia 

Event 17 (4.49) 40 (10.13) OR: 0.42 (0.23, 0.75) 0.003a  

No Event 362 (95.51) 355 (89.87) RR: 0.45 (0.26, 0.77) 0.004  

Total 379  395  ARR: 0.06 (0.02, 0.09) 0.003  

      0.189b  

      0.566c  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Vascular disorders Hypertension Event 5 (1.32) 10 (2.53) OR: 0.51 (0.17, 1.50) 0.211a  

No Event 374 (98.68) 385 (97.47) RR: 0.52 (0.18, 1.49) 0.220  

Total 379  395  ARR: 0.01 (-0.01, 0.03) 0.209  

      0.347b  

      NEc  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

General disorders and 

administration site 

conditions 

Injection site 

pain 

Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 34 (100.00) 26 (100.00) RR: NE (NE, NE) NE  

Total 34  26  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and 

infestations 

COVID-19 Event 0 (0.00) 2 (7.69) OR: 0.17 (<.01, 3.73) 0.139a  

No Event 34 (100.00) 24 (92.31) RR: 0.19 (<.01, 3.66) 0.270  

Total 34  26  ARR: 0.07 (-0.03, 0.17) 0.163  

      NEb  

COVID-19 

pneumonia 

Event 3 (8.82) 7 (26.92) OR: 0.24 (0.05, 1.10) 0.059a  

No Event 31 (91.18) 19 (73.08) RR: 0.31 (0.09, 1.12) 0.074  

Total 34  26  ARR: 0.19 (-0.01, 0.38) 0.060  

      0.744b  
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Table 4.16.27 

Subgroup Analysis for Safety Endpoint: Incidence of AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Vascular disorders Hypertension Event 0 (0.00) 0 (0.00) OR: NE (NE, NE) NEa  

No Event 34 (100.00) 26 (100.00) RR: NE (NE, NE) NE  

Total 34  26  ARR: NE (NE, NE) NE  

      NEb  
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Table 4.17.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 Infections and 

infestations 

COVID-19 

pneumonia 

Event 11 (3.02) 27 (7.32) OR: 0.39 (0.19, 0.81) 0.009a  

No Event 353 (96.98) 342 (92.68) RR: 0.41 (0.21, 0.82) 0.011  

Total 364  369  ARR: 0.04 (0.01, 0.07) 0.008  

      0.303b  

      0.330c  
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Table 4.17.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (12.24) 8 (15.38) OR: 0.77 (0.26, 2.31) 0.632a  

No Event 43 (87.76) 44 (84.62) RR: 0.79 (0.30, 2.10) 0.638  

Total 49  52  ARR: 0.03 (-0.11, 0.17) 0.641  

      0.013b  
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Table 4.17.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 65 Infections and infestations Event 13 (3.57) 30 (8.13) OR: 0.42 (0.22, 0.82) 0.009a  

No Event 351 (96.43) 339 (91.87) RR: 0.44 (0.23, 0.83) 0.011  

Total 364  369  ARR: 0.05 (0.01, 0.08) 0.008  

      0.370b  

      0.738c  
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Table 4.17.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 65 Infections and infestations Event 6 (12.24) 11 (21.15) OR: 0.54 (0.19, 1.52) 0.223a  

No Event 43 (87.76) 41 (78.85) RR: 0.58 (0.23, 1.44) 0.239  

Total 49  52  ARR: 0.09 (-0.06, 0.24) 0.230  

      0.015b  
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Table 4.17.2 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (3.29) 34 (8.27) OR: 0.38 (0.20, 0.73) 0.003a  

No Event 382 (96.71) 377 (91.73) RR: 0.40 (0.21, 0.74) 0.004  

Total 395  411  ARR: 0.05 (0.02, 0.08) 0.002  

      0.056b  

      0.097c  
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Table 4.17.2 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 Infections and 

infestations 

COVID-19 

pneumonia 

Event 4 (22.22) 1 (10.00) OR: 2.21 (0.24, 20.14) 0.460a  

No Event 14 (77.78) 9 (90.00) RR: 1.99 (0.31, 12.62) 0.467  

Total 18  10  ARR: -0.12 (-0.41, 0.18) 0.436  

      0.179b  
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Table 4.17.2.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 75 Infections and infestations Event 15 (3.80) 39 (9.49) OR: 0.38 (0.21, 0.70) 0.001a  

No Event 380 (96.20) 372 (90.51) RR: 0.40 (0.22, 0.71) 0.002  

Total 395  411  ARR: 0.06 (0.02, 0.09) 0.001  

      0.094b  

      0.268c  
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Table 4.17.2.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 75 Infections and infestations Event 4 (22.22) 2 (20.00) OR: 0.99 (0.17, 5.95) 0.992a  

No Event 14 (77.78) 8 (80.00) RR: 0.99 (0.26, 3.83) 0.992  

Total 18  10  ARR: 0.00 (-0.35, 0.35) 0.993  

      0.060b  
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Table 4.17.3 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 Infections and 

infestations 

COVID-19 

pneumonia 

Event 15 (3.71) 34 (8.17) OR: 0.43 (0.23, 0.81) 0.007a  

No Event 389 (96.29) 382 (91.83) RR: 0.45 (0.25, 0.82) 0.009  

Total 404  416  ARR: 0.04 (0.01, 0.08) 0.006  

      0.117b  

      0.485c  
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Table 4.17.3 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.17.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 80 Infections and infestations Event 17 (4.21) 40 (9.62) OR: 0.41 (0.23, 0.74) 0.002a  

No Event 387 (95.79) 376 (90.38) RR: 0.44 (0.25, 0.76) 0.003  

Total 404  416  ARR: 0.05 (0.02, 0.09) 0.002  

      0.155b  

      0.461c  
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Table 4.17.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 80 Infections and infestations Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.17.4 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (4.28) 20 (9.30) OR: 0.45 (0.20, 1.04) 0.052a  

No Event 179 (95.72) 195 (90.70) RR: 0.47 (0.21, 1.03) 0.059  

Total 187  215  ARR: 0.05 (0.00, 0.10) 0.048  

      0.092b  
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Table 4.17.4 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (3.98) 15 (7.28) OR: 0.54 (0.23, 1.27) 0.154a  

No Event 217 (96.02) 191 (92.72) RR: 0.56 (0.25, 1.25) 0.159  

Total 226  206  ARR: 0.03 (-0.01, 0.08) 0.156  

      0.698b  

      0.753c  
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Table 4.17.4.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Male Infections and infestations Event 9 (4.81) 23 (10.70) OR: 0.44 (0.20, 0.97) 0.034a  

No Event 178 (95.19) 192 (89.30) RR: 0.46 (0.22, 0.97) 0.040  

Total 187  215  ARR: 0.06 (0.01, 0.11) 0.031  

      0.099b  
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Table 4.17.4.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Female Infections and infestations Event 10 (4.42) 18 (8.74) OR: 0.49 (0.22, 1.10) 0.079a  

No Event 216 (95.58) 188 (91.26) RR: 0.52 (0.24, 1.09) 0.084  

Total 226  206  ARR: 0.04 (-0.01, 0.09) 0.080  

      0.813b  

      0.813c  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.06) 11 (9.73) OR: 0.19 (0.04, 0.92) 0.026a  

No Event 95 (97.94) 102 (90.27) RR: 0.20 (0.04, 0.99) 0.048  

Total 97  113  ARR: 0.08 (0.01, 0.14) 0.016  

      0.211b  

      0.273c  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian Infections and 

infestations 

COVID-19 

pneumonia 

Event 0 (0.00) 1 (11.11) OR: 0.20 (<.01, 6.04) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: 0.25 (0.01, 5.13) 0.368  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

      NEb  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (6.25) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 15 (93.75) 20 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 16  20  ARR: -0.06 (-0.18, 0.06) 0.307  

      NEb  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 4 of 5 

Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (5.00) 3 (14.29) OR: 0.31 (0.03, 2.81) 0.268a  

No Event 19 (95.00) 18 (85.71) RR: 0.33 (0.04, 2.57) 0.287  

Total 20  21  ARR: 0.11 (-0.08, 0.30) 0.268  

      0.354b  
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Table 4.17.5 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (4.81) 20 (7.75) OR: 0.61 (0.30, 1.24) 0.164a  

No Event 257 (95.19) 238 (92.25) RR: 0.62 (0.32, 1.22) 0.169  

Total 270  258  ARR: 0.03 (-0.01, 0.07) 0.168  

      0.109b  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and infestations Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

No Event 95 (97.94) 99 (87.61) RR: 0.16 (0.03, 0.75) 0.020  

Total 97  113  ARR: 0.10 (0.03, 0.17) 0.003  

      0.237b  

      0.394c  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Asian Infections and infestations Event 0 (0.00) 1 (11.11) OR: 0.20 (<.01, 6.04) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: 0.25 (0.01, 5.13) 0.368  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

      NEb  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Black or African American Infections and infestations Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

No Event 15 (93.75) 19 (95.00) RR: 1.25 (0.07, 21.21) 0.875  

Total 16  20  ARR: -0.01 (-0.17, 0.14) 0.875  

      0.150b  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and infestations Event 1 (5.00) 2 (9.52) OR: 0.47 (0.05, 4.45) 0.480a  

No Event 19 (95.00) 19 (90.48) RR: 0.47 (0.05, 4.09) 0.490  

Total 20  21  ARR: 0.06 (-0.12, 0.24) 0.502  

      0.127b  
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Table 4.17.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

White Infections and infestations Event 15 (5.56) 23 (8.91) OR: 0.61 (0.31, 1.19) 0.142a  

No Event 255 (94.44) 235 (91.09) RR: 0.63 (0.34, 1.18) 0.146  

Total 270  258  ARR: 0.03 (-0.01, 0.08) 0.145  

      0.160b  
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Table 4.17.6 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (3.59) 21 (8.97) OR: 0.38 (0.16, 0.88) 0.020a  

No Event 215 (96.41) 213 (91.03) RR: 0.40 (0.18, 0.89) 0.025  

Total 223  234  ARR: 0.05 (0.01, 0.10) 0.017  

      0.164b  

      0.425c  
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Table 4.17.6 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (4.74) 14 (7.49) OR: 0.61 (0.26, 1.43) 0.244a  

No Event 181 (95.26) 173 (92.51) RR: 0.63 (0.28, 1.39) 0.248  

Total 190  187  ARR: 0.03 (-0.02, 0.08) 0.251  

      0.132b  
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Table 4.17.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Hispanic Infections and infestations Event 10 (4.48) 27 (11.54) OR: 0.36 (0.17, 0.76) 0.006a  

No Event 213 (95.52) 207 (88.46) RR: 0.39 (0.19, 0.79) 0.009  

Total 223  234  ARR: 0.07 (0.02, 0.12) 0.005  

      0.281b  

      0.358c  
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Table 4.17.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Not Hispanic Infections and infestations Event 9 (4.74) 14 (7.49) OR: 0.61 (0.26, 1.43) 0.244a  

No Event 181 (95.26) 173 (92.51) RR: 0.63 (0.28, 1.39) 0.248  

Total 190  187  ARR: 0.03 (-0.02, 0.08) 0.251  

      0.132b  
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Table 4.17.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (4.76) 2 (5.41) OR: 1.12 (0.18, 6.95) 0.904a  

No Event 60 (95.24) 35 (94.59) RR: 1.11 (0.21, 5.89) 0.903  

Total 63  37  ARR: -0.01 (-0.10, 0.09) 0.904  

      0.463b  
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Table 4.17.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (5.20) 12 (6.78) OR: 0.76 (0.32, 1.83) 0.531a  

No Event 164 (94.80) 165 (93.22) RR: 0.77 (0.34, 1.75) 0.533  

Total 173  177  ARR: 0.02 (-0.03, 0.07) 0.536  

      0.134b  

      0.226c  
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Table 4.17.7 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Infections and 

infestations 

COVID-19 

pneumonia 

Event 5 (2.82) 21 (10.14) OR: 0.26 (0.10, 0.71) 0.005a  

No Event 172 (97.18) 186 (89.86) RR: 0.28 (0.10, 0.74) 0.010  

Total 177  207  ARR: 0.07 (0.02, 0.12) 0.003  

      0.368b  
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Table 4.17.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

US Infections and infestations Event 3 (4.76) 2 (5.41) OR: 1.12 (0.18, 6.95) 0.904a  

No Event 60 (95.24) 35 (94.59) RR: 1.11 (0.21, 5.89) 0.903  

Total 63  37  ARR: -0.01 (-0.10, 0.09) 0.904  

      0.463b  
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Table 4.17.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Europe Infections and infestations Event 9 (5.20) 14 (7.91) OR: 0.65 (0.28, 1.52) 0.307a  

No Event 164 (94.80) 163 (92.09) RR: 0.66 (0.30, 1.47) 0.311  

Total 173  177  ARR: 0.03 (-0.03, 0.08) 0.311  

      0.139b  

      0.367c  
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Table 4.17.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Other Infections and infestations Event 7 (3.95) 25 (12.08) OR: 0.30 (0.13, 0.72) 0.005a  

No Event 170 (96.05) 182 (87.92) RR: 0.33 (0.14, 0.75) 0.008  

Total 177  207  ARR: 0.08 (0.03, 0.13) 0.003  

      0.441b  
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Table 4.17.8 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (3.14) 26 (10.28) OR: 0.28 (0.13, 0.64) 0.001a  

No Event 247 (96.86) 227 (89.72) RR: 0.31 (0.14, 0.66) 0.003  

Total 255  253  ARR: 0.07 (0.03, 0.11) 0.001  

      0.963b  

      0.034c  
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Table 4.17.8 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (5.70) 9 (5.36) OR: 1.06 (0.41, 2.75) 0.898a  

No Event 149 (94.30) 159 (94.64) RR: 1.06 (0.43, 2.61) 0.898  

Total 158  168  ARR: 0.00 (-0.05, 0.05) 0.898  

      0.314b  
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Table 4.17.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≤ 5 

days 

Infections and infestations Event 9 (3.53) 29 (11.46) OR: 0.28 (0.13, 0.61) 0.001a  

No Event 246 (96.47) 224 (88.54) RR: 0.31 (0.15, 0.64) 0.002  

Total 255  253  ARR: 0.08 (0.03, 0.12) <.001  

      0.963b  

      0.052c  
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Table 4.17.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset > 5 

days 

Infections and infestations Event 10 (6.33) 12 (7.14) OR: 0.87 (0.37, 2.09) 0.763a  

No Event 148 (93.67) 156 (92.86) RR: 0.88 (0.39, 1.99) 0.763  

Total 158  168  ARR: 0.01 (-0.05, 0.06) 0.762  

      0.363b  
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Table 4.17.9 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (1.10) 6 (7.14) OR: 0.15 (0.02, 1.22) 0.041a  

No Event 90 (98.90) 78 (92.86) RR: 0.16 (0.02, 1.22) 0.076  

Total 91  84  ARR: 0.06 (0.00, 0.12) 0.045  

      0.577b  

      0.212c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.17.9 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 16 (4.97) 29 (8.61) OR: 0.55 (0.29, 1.04) 0.064a  

No Event 306 (95.03) 308 (91.39) RR: 0.58 (0.32, 1.04) 0.068  

Total 322  337  ARR: 0.04 (0.00, 0.07) 0.061  

      0.739b  
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Table 4.17.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≤ 3 

days 

Infections and infestations Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

No Event 90 (98.90) 76 (90.48) RR: 0.12 (0.02, 0.90) 0.039  

Total 91  84  ARR: 0.08 (0.02, 0.15) 0.013  

Total 91  84  ARR: 0.08 (0.02, 0.15) 0.013  

      0.636b  

      0.636b  

      0.111c  
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Table 4.17.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset > 3 

days 

Infections and infestations Event 18 (5.59) 33 (9.79) OR: 0.54 (0.30, 0.99) 0.043a  

No Event 304 (94.41) 304 (90.21) RR: 0.57 (0.33, 0.99) 0.046  

Total 322  337  ARR: 0.04 (0.00, 0.08) 0.041  

Total 322  337  ARR: 0.04 (0.00, 0.08) 0.041  

      0.754b  

      0.368b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 4 

Table 4.17.10 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (1.10) 6 (7.14) OR: 0.15 (0.02, 1.22) 0.041a  

No Event 90 (98.90) 78 (92.86) RR: 0.16 (0.02, 1.22) 0.076  

Total 91  84  ARR: 0.06 (0.00, 0.12) 0.045  

      0.577b  

      0.099c  
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Table 4.17.10 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.44) 10 (13.33) OR: 0.16 (0.03, 0.76) 0.011a  

No Event 80 (97.56) 65 (86.67) RR: 0.18 (0.04, 0.81) 0.025  

Total 82  75  ARR: 0.11 (0.03, 0.19) 0.011  

      0.700b  
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Table 4.17.10 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 5 (6.10) 10 (10.64) OR: 0.55 (0.18, 1.67) 0.285a  

No Event 77 (93.90) 84 (89.36) RR: 0.57 (0.20, 1.61) 0.291  

Total 82  94  ARR: 0.05 (-0.04, 0.13) 0.273  

      0.552b  
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Table 4.17.10 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (5.70) 9 (5.36) OR: 1.06 (0.41, 2.75) 0.898a  

No Event 149 (94.30) 159 (94.64) RR: 1.06 (0.43, 2.61) 0.898  

Total 158  168  ARR: 0.00 (-0.05, 0.05) 0.898  

      0.314b  
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Table 4.17.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset < 25% Infections and infestations Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

No Event 90 (98.90) 76 (90.48) RR: 0.12 (0.02, 0.90) 0.039  

Total 91  84  ARR: 0.08 (0.02, 0.15) 0.013  

      0.636b  

      0.151c  
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Table 4.17.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and infestations Event 3 (3.66) 10 (13.33) OR: 0.24 (0.06, 0.92) 0.028a  

No Event 79 (96.34) 65 (86.67) RR: 0.27 (0.08, 0.95) 0.042  

Total 82  75  ARR: 0.10 (0.01, 0.18) 0.028  

      0.637b  
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Table 4.17.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and infestations Event 5 (6.10) 11 (11.70) OR: 0.49 (0.16, 1.48) 0.200a  

No Event 77 (93.90) 83 (88.30) RR: 0.52 (0.19, 1.44) 0.208  

Total 82  94  ARR: 0.06 (-0.03, 0.14) 0.187  

      0.499b  
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Table 4.17.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≥ 75% Infections and infestations Event 10 (6.33) 12 (7.14) OR: 0.87 (0.37, 2.09) 0.763a  

No Event 148 (93.67) 156 (92.86) RR: 0.88 (0.39, 1.99) 0.763  

Total 158  168  ARR: 0.01 (-0.05, 0.06) 0.762  

      0.363b  
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Table 4.17.11 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk Infections and 

infestations 

COVID-19 

pneumonia 

Event 16 (4.31) 31 (8.20) OR: 0.51 (0.27, 0.94) 0.028a  

No Event 355 (95.69) 347 (91.80) RR: 0.53 (0.29, 0.94) 0.031  

Total 371  378  ARR: 0.04 (0.00, 0.07) 0.028  

      0.026b  

      0.518c  
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Table 4.17.11 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (2.38) 4 (9.30) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 41 (97.62) 39 (90.70) RR: 0.25 (0.03, 2.16) 0.206  

Total 42  43  ARR: 0.07 (-0.03, 0.17) 0.158  

      0.608b  
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Table 4.17.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

High risk Infections and infestations Event 18 (4.85) 37 (9.79) OR: 0.47 (0.26, 0.84) 0.010a  

No Event 353 (95.15) 341 (90.21) RR: 0.50 (0.29, 0.86) 0.012  

Total 371  378  ARR: 0.05 (0.01, 0.09) 0.009  

      0.043b  

      0.558c  
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Table 4.17.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Low risk Infections and infestations Event 1 (2.38) 4 (9.30) OR: 0.23 (0.02, 2.17) 0.170a  

No Event 41 (97.62) 39 (90.70) RR: 0.25 (0.03, 2.16) 0.206  

Total 42  43  ARR: 0.07 (-0.03, 0.17) 0.158  

      0.608b  
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Table 4.17.12 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 7 (3.10) 23 (10.22) OR: 0.28 (0.12, 0.67) 0.002a  

No Event 219 (96.90) 202 (89.78) RR: 0.30 (0.13, 0.69) 0.005  

Total 226  225  ARR: 0.07 (0.03, 0.12) 0.002  

      NEb  

      NEc  
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Table 4.17.12.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

High risk + time from symptom 

onset ≤ 5 days 

Infections and infestations Event 8 (3.54) 26 (11.56) OR: 0.28 (0.12, 0.63) 0.001a  

No Event 218 (96.46) 199 (88.44) RR: 0.31 (0.14, 0.66) 0.003  

Total 226  225  ARR: 0.08 (0.03, 0.13) 0.001  

      NEb  

      NEc  
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Table 4.17.14 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity Infections and 

infestations 

COVID-19 

pneumonia 

Event 14 (3.81) 31 (8.33) OR: 0.44 (0.23, 0.84) 0.010a  

No Event 353 (96.19) 341 (91.67) RR: 0.46 (0.25, 0.85) 0.013  

Total 367  372  ARR: 0.05 (0.01, 0.08) 0.010  

      0.033b  
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Table 4.17.14 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (6.52) 4 (8.16) OR: 0.79 (0.17, 3.60) 0.736a  

No Event 43 (93.48) 45 (91.84) RR: 0.79 (0.20, 3.10) 0.737  

Total 46  49  ARR: 0.02 (-0.09, 0.13) 0.752  

      0.027b  

      0.491c  
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Table 4.17.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

At least one co-morbidity Infections and infestations Event 16 (4.36) 36 (9.68) OR: 0.43 (0.23, 0.78) 0.005a  

No Event 351 (95.64) 336 (90.32) RR: 0.45 (0.25, 0.80) 0.006  

Total 367  372  ARR: 0.05 (0.02, 0.09) 0.004  

      0.063b  
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Table 4.17.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

No co-morbidity Infections and infestations Event 3 (6.52) 5 (10.20) OR: 0.52 (0.11, 2.51) 0.354a  

No Event 43 (93.48) 44 (89.80) RR: 0.57 (0.18, 1.80) 0.341  

Total 46  49  ARR: 0.05 (-0.06, 0.17) 0.387  

      0.010b  

      0.654c  
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Table 4.17.15 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 14 (5.11) 24 (8.54) OR: 0.57 (0.29, 1.13) 0.107a  

No Event 260 (94.89) 257 (91.46) RR: 0.59 (0.31, 1.13) 0.112  

Total 274  281  ARR: 0.03 (-0.01, 0.08) 0.103  

      0.660b  

      0.884c  
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Table 4.17.15 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.74) 3 (4.05) OR: 0.66 (0.11, 3.99) 0.643a  

No Event 71 (97.26) 71 (95.95) RR: 0.67 (0.12, 3.64) 0.643  

Total 73  74  ARR: 0.01 (-0.05, 0.07) 0.649  

      0.460b  
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Table 4.17.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Infections and infestations Event 15 (5.47) 29 (10.32) OR: 0.50 (0.26, 0.95) 0.034a  

No Event 259 (94.53) 252 (89.68) RR: 0.53 (0.29, 0.96) 0.037  

Total 274  281  ARR: 0.05 (0.00, 0.09) 0.031  

      0.792b  

      0.505c  
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Table 4.17.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Infections and infestations Event 2 (2.74) 2 (2.70) OR: 1.06 (0.15, 7.77) 0.953a  

No Event 71 (97.26) 72 (97.30) RR: 1.06 (0.16, 7.13) 0.952  

Total 73  74  ARR: 0.00 (-0.06, 0.05) 0.953  

      0.746b  
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Table 4.17.16 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and 

infestations 

COVID-19 

pneumonia 

Event 14 (4.50) 25 (8.25) OR: 0.52 (0.26, 1.02) 0.056a  

No Event 297 (95.50) 278 (91.75) RR: 0.54 (0.28, 1.03) 0.061  

Total 311  303  ARR: 0.04 (0.00, 0.08) 0.055  

      0.339b  

      0.456c  
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Table 4.17.16 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (6.06) 2 (5.26) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 31 (93.94) 36 (94.74) RR: 0.81 (0.12, 5.28) 0.825  

Total 33  38  ARR: 0.01 (-0.10, 0.12) 0.825  

      0.216b  
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Table 4.17.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and infestations Event 15 (4.82) 29 (9.57) OR: 0.47 (0.25, 0.91) 0.022a  

No Event 296 (95.18) 274 (90.43) RR: 0.50 (0.27, 0.92) 0.025  

Total 311  303  ARR: 0.05 (0.01, 0.09) 0.021  

      0.460b  

      0.180c  
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Table 4.17.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and infestations Event 2 (6.06) 1 (2.63) OR: 1.66 (0.14, 19.32) 0.686a  

No Event 31 (93.94) 37 (97.37) RR: 1.62 (0.16, 16.60) 0.685  

Total 33  38  ARR: -0.02 (-0.12, 0.08) 0.681  

      0.359b  
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Table 4.17.21 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (4.26) 23 (11.06) OR: 0.36 (0.16, 0.82) 0.013a  

No Event 180 (95.74) 185 (88.94) RR: 0.38 (0.17, 0.84) 0.017  

Total 188  208  ARR: 0.07 (0.02, 0.12) 0.010  

      0.207b  

      NEc  
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Table 4.17.21.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Adjunctive therapy Infections and infestations Event 9 (4.79) 24 (11.54) OR: 0.39 (0.17, 0.85) 0.016a  

No Event 179 (95.21) 184 (88.46) RR: 0.41 (0.19, 0.87) 0.021  

Total 188  208  ARR: 0.07 (0.01, 0.12) 0.013  

      0.178b  

      NEc  
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Table 4.17.23 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

None Infections and 

infestations 

COVID-19 

pneumonia 

Event 7 (3.32) 11 (5.42) OR: 0.61 (0.23, 1.59) 0.302a  

No Event 204 (96.68) 192 (94.58) RR: 0.62 (0.24, 1.56) 0.307  

Total 211  203  ARR: 0.02 (-0.02, 0.06) 0.304  

      0.286b  

      NEc  
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Table 4.17.23.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

None Infections and infestations Event 8 (3.79) 15 (7.39) OR: 0.50 (0.21, 1.20) 0.112a  

No Event 203 (96.21) 188 (92.61) RR: 0.52 (0.22, 1.19) 0.119  

Total 211  203  ARR: 0.04 (-0.01, 0.08) 0.113  

      0.383b  

      NEc  
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Table 4.17.24 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

No Event 49 (94.23) 62 (98.41) RR: 4.71 (0.33, 67.61) 0.254  

Total 52  63  ARR: -0.04 (-0.11, 0.02) 0.211  

      0.227b  
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Table 4.17.24 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 14 (3.98) 34 (9.66) OR: 0.39 (0.21, 0.74) 0.003a  

No Event 338 (96.02) 318 (90.34) RR: 0.41 (0.23, 0.75) 0.004  

Total 352  352  ARR: 0.06 (0.02, 0.09) 0.003  

      0.126b  

      0.030c  
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Table 4.17.24.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Infections and infestations Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

No Event 49 (94.23) 62 (98.41) RR: 4.71 (0.33, 67.61) 0.254  

Total 52  63  ARR: -0.04 (-0.11, 0.02) 0.211  

      0.227b  
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Table 4.17.24.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Infections and infestations Event 16 (4.55) 40 (11.36) OR: 0.37 (0.21, 0.68) 0.001a  

No Event 336 (95.45) 312 (88.64) RR: 0.40 (0.23, 0.70) 0.001  

Total 352  352  ARR: 0.07 (0.03, 0.11) <.001  

      0.180b  

      0.025c  
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Table 4.17.25 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 7 (3.29) 14 (6.42) OR: 0.48 (0.19, 1.23) 0.120a  

No Event 206 (96.71) 204 (93.58) RR: 0.50 (0.21, 1.22) 0.127  

Total 213  218  ARR: 0.03 (-0.01, 0.07) 0.117  

      0.865b  

      0.894c  
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Table 4.17.25 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 10 (5.00) 21 (10.34) OR: 0.46 (0.21, 1.00) 0.045a  

No Event 190 (95.00) 182 (89.66) RR: 0.48 (0.23, 1.00) 0.052  

Total 200  203  ARR: 0.05 (0.00, 0.11) 0.044  

      0.012b  
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Table 4.17.25.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and infestations Event 7 (3.29) 16 (7.34) OR: 0.42 (0.17, 1.05) 0.056a  

No Event 206 (96.71) 202 (92.66) RR: 0.44 (0.19, 1.05) 0.064  

Total 213  218  ARR: 0.04 (0.00, 0.08) 0.054  

      0.963b  

      0.922c  
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Table 4.17.25.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and infestations Event 12 (6.00) 25 (12.32) OR: 0.46 (0.22, 0.94) 0.028a  

No Event 188 (94.00) 178 (87.68) RR: 0.49 (0.25, 0.95) 0.033  

Total 200  203  ARR: 0.06 (0.01, 0.12) 0.027  

      0.022b  
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Table 4.17.26 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 11 (3.28) 25 (7.44) OR: 0.42 (0.20, 0.87) 0.016a  

No Event 324 (96.72) 311 (92.56) RR: 0.44 (0.22, 0.88) 0.020  

Total 335  336  ARR: 0.04 (0.01, 0.08) 0.016  

      0.212b  

      0.550c  
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Table 4.17.26 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (7.69) 10 (11.76) OR: 0.63 (0.22, 1.82) 0.390a  

No Event 72 (92.31) 75 (88.24) RR: 0.65 (0.24, 1.76) 0.398  

Total 78  85  ARR: 0.04 (-0.05, 0.13) 0.383  

      0.078b  
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Table 4.17.26.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and infestations Event 13 (3.88) 28 (8.33) OR: 0.44 (0.23, 0.87) 0.016a  

No Event 322 (96.12) 308 (91.67) RR: 0.47 (0.25, 0.88) 0.019  

Total 335  336  ARR: 0.04 (0.01, 0.08) 0.015  

      0.271b  

      0.951c  
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Table 4.17.26.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and infestations Event 6 (7.69) 13 (15.29) OR: 0.46 (0.17, 1.29) 0.136a  

No Event 72 (92.31) 72 (84.71) RR: 0.50 (0.19, 1.28) 0.149  

Total 78  85  ARR: 0.08 (-0.02, 0.17) 0.127  

      0.085b  
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Table 4.17.27 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 14 (3.69) 29 (7.34) OR: 0.48 (0.25, 0.93) 0.025a  

No Event 365 (96.31) 366 (92.66) RR: 0.50 (0.27, 0.93) 0.029  

Total 379  395  ARR: 0.04 (0.00, 0.07) 0.025  

      0.053b  

      0.625c  
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Table 4.17.27 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (8.82) 6 (23.08) OR: 0.31 (0.07, 1.43) 0.130a  

No Event 31 (91.18) 20 (76.92) RR: 0.37 (0.10, 1.42) 0.146  

Total 34  26  ARR: 0.14 (-0.04, 0.33) 0.133  

      0.511b  
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Table 4.17.27.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and infestations Event 16 (4.22) 33 (8.35) OR: 0.49 (0.26, 0.89) 0.018a  

No Event 363 (95.78) 362 (91.65) RR: 0.51 (0.28, 0.90) 0.021  

Total 379  395  ARR: 0.04 (0.01, 0.08) 0.017  

      0.113b  

      0.316c  
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Table 4.17.27.1 

Subgroup Analysis for Safety Endpoint: Incidence of SAEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and infestations Event 3 (8.82) 8 (30.77) OR: 0.22 (0.05, 0.96) 0.037a  

No Event 31 (91.18) 18 (69.23) RR: 0.28 (0.08, 1.04) 0.056  

Total 34  26  ARR: 0.21 (0.01, 0.42) 0.038  

      0.291b  
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Table 4.18.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 65 Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (2.47) 26 (7.05) OR: 0.33 (0.15, 0.72) 0.004a  

No Event 355 (97.53) 343 (92.95) RR: 0.35 (0.17, 0.74) 0.006  

Total 364  369  ARR: 0.05 (0.02, 0.08) 0.003  

      0.406b  

      0.063c  
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Table 4.18.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 65 Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (12.24) 5 (9.62) OR: 1.27 (0.38, 4.21) 0.689a  

No Event 43 (87.76) 47 (90.38) RR: 1.25 (0.41, 3.77) 0.694  

Total 49  52  ARR: -0.03 (-0.15, 0.10) 0.700  

      0.009b  
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Table 4.18.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 65 Infections and infestations Event 11 (3.02) 29 (7.86) OR: 0.37 (0.18, 0.74) 0.004a  

No Event 353 (96.98) 340 (92.14) RR: 0.38 (0.20, 0.76) 0.006  

Total 364  369  ARR: 0.05 (0.02, 0.08) 0.004  

      0.468b  

      0.275c  
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Table 4.18.1.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 65 Infections and infestations Event 6 (12.24) 8 (15.38) OR: 0.77 (0.26, 2.31) 0.632a  

No Event 43 (87.76) 44 (84.62) RR: 0.79 (0.30, 2.10) 0.638  

Total 49  52  ARR: 0.03 (-0.11, 0.17) 0.641  

      0.013b  
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Table 4.18.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 75 Infections and 

infestations 

COVID-19 

pneumonia 

Event 11 (2.78) 30 (7.30) OR: 0.37 (0.18, 0.74) 0.003a  

No Event 384 (97.22) 381 (92.70) RR: 0.38 (0.19, 0.75) 0.005  

Total 395  411  ARR: 0.05 (0.02, 0.08) 0.003  

      0.074b  

      0.093c  
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Table 4.18.2 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 75 Infections and 

infestations 

COVID-19 

pneumonia 

Event 4 (22.22) 1 (10.00) OR: 2.21 (0.24, 20.14) 0.460a  

No Event 14 (77.78) 9 (90.00) RR: 1.99 (0.31, 12.62) 0.467  

Total 18  10  ARR: -0.12 (-0.41, 0.18) 0.436  

      0.179b  
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Table 4.18.2.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 75 Infections and infestations Event 13 (3.29) 35 (8.52) OR: 0.37 (0.19, 0.70) 0.002a  

No Event 382 (96.71) 376 (91.48) RR: 0.39 (0.21, 0.72) 0.003  

Total 395  411  ARR: 0.05 (0.02, 0.08) 0.002  

      0.122b  

      0.258c  
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Table 4.18.2.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 75 Infections and infestations Event 4 (22.22) 2 (20.00) OR: 0.99 (0.17, 5.95) 0.992a  

No Event 14 (77.78) 8 (80.00) RR: 0.99 (0.26, 3.83) 0.992  

Total 18  10  ARR: 0.00 (-0.35, 0.35) 0.993  

      0.060b  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.18.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age < 80 Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (3.22) 30 (7.21) OR: 0.43 (0.22, 0.83) 0.010a  

No Event 391 (96.78) 386 (92.79) RR: 0.45 (0.24, 0.84) 0.012  

Total 404  416  ARR: 0.04 (0.01, 0.07) 0.009  

      0.158b  

      0.481c  
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Table 4.18.3 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Age ≥ 80 Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.18.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age < 80 Infections and infestations Event 15 (3.71) 36 (8.65) OR: 0.41 (0.22, 0.76) 0.003a  

No Event 389 (96.29) 380 (91.35) RR: 0.43 (0.24, 0.77) 0.005  

Total 404  416  ARR: 0.05 (0.02, 0.08) 0.003  

      0.206b  

      0.456c  
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Table 4.18.3.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Age ≥ 80 Infections and infestations Event 2 (22.22) 1 (20.00) OR: 1.07 (0.09, 12.28) 0.957a  

No Event 7 (77.78) 4 (80.00) RR: 1.07 (0.09, 13.02) 0.960  

Total 9  5  ARR: -0.01 (-0.50, 0.48) 0.959  

      0.064b  
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Table 4.18.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Male Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (3.21) 17 (7.91) OR: 0.40 (0.16, 1.02) 0.045a  

No Event 181 (96.79) 198 (92.09) RR: 0.42 (0.17, 1.02) 0.054  

Total 187  215  ARR: 0.05 (0.00, 0.09) 0.042  

      0.089b  
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Table 4.18.4 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Female Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (3.98) 14 (6.80) OR: 0.58 (0.24, 1.36) 0.206a  

No Event 217 (96.02) 192 (93.20) RR: 0.59 (0.26, 1.34) 0.210  

Total 226  206  ARR: 0.03 (-0.02, 0.07) 0.209  

      0.592b  

      0.553c  
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Table 4.18.4.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Male Infections and infestations Event 7 (3.74) 20 (9.30) OR: 0.40 (0.17, 0.95) 0.030a  

No Event 180 (96.26) 195 (90.70) RR: 0.42 (0.18, 0.95) 0.037  

Total 187  215  ARR: 0.05 (0.01, 0.10) 0.027  

      0.099b  
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Table 4.18.4.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Female Infections and infestations Event 10 (4.42) 17 (8.25) OR: 0.52 (0.23, 1.16) 0.107a  

No Event 216 (95.58) 189 (91.75) RR: 0.54 (0.25, 1.15) 0.112  

Total 226  206  ARR: 0.04 (-0.01, 0.08) 0.110  

      0.664b  

      0.616c  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.06) 11 (9.73) OR: 0.19 (0.04, 0.92) 0.026a  

No Event 95 (97.94) 102 (90.27) RR: 0.20 (0.04, 0.99) 0.048  

Total 97  113  ARR: 0.08 (0.01, 0.14) 0.016  

      0.211b  

      0.178c  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Asian Infections and 

infestations 

COVID-19 

pneumonia 

Event 0 (0.00) 1 (11.11) OR: 0.20 (<.01, 6.04) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: 0.25 (0.01, 5.13) 0.368  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

      NEb  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Black or African American Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (6.25) 0 (0.00) OR: 4.33 (0.14, 132.32) 0.273a  

No Event 15 (93.75) 20 (100.00) RR: 3.50 (0.17, 70.94) 0.415  

Total 16  20  ARR: -0.06 (-0.18, 0.06) 0.307  

      NEb  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 0 (0.00) 2 (9.52) OR: 0.33 (0.03, 3.58) 0.186a  

No Event 20 (100.00) 19 (90.48) RR: 0.38 (0.04, 3.25) 0.374  

Total 20  21  ARR: 0.10 (-0.03, 0.23) 0.151  

      NEb  
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Table 4.18.5 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

White Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (4.44) 17 (6.59) OR: 0.66 (0.31, 1.40) 0.274a  

No Event 258 (95.56) 241 (93.41) RR: 0.67 (0.33, 1.38) 0.278  

Total 270  258  ARR: 0.02 (-0.02, 0.06) 0.278  

      0.175b  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

American Indian or Alaska 

Native 

Infections and infestations Event 2 (2.06) 14 (12.39) OR: 0.15 (0.03, 0.69) 0.006a  

No Event 95 (97.94) 99 (87.61) RR: 0.16 (0.03, 0.75) 0.020  

Total 97  113  ARR: 0.10 (0.03, 0.17) 0.003  

      0.237b  

      0.300c  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Asian Infections and infestations Event 0 (0.00) 1 (11.11) OR: 0.20 (<.01, 6.04) 0.237a  

No Event 10 (100.00) 8 (88.89) RR: 0.25 (0.01, 5.13) 0.368  

Total 10  9  ARR: 0.14 (-0.12, 0.40) 0.282  

      NEb  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Black or African American Infections and infestations Event 1 (6.25) 1 (5.00) OR: 1.25 (0.08, 20.47) 0.875a  

No Event 15 (93.75) 19 (95.00) RR: 1.25 (0.07, 21.21) 0.875  

Total 16  20  ARR: -0.01 (-0.17, 0.14) 0.875  

      0.150b  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Native Hawaiian or Other 

Pacific Islanders 

Infections and infestations Event 0 (0.00) 1 (4.76) OR: 0.33 (0.01, 10.11) 0.361a  

No Event 20 (100.00) 20 (95.24) RR: 0.39 (0.02, 7.88) 0.538  

Total 20  21  ARR: 0.05 (-0.05, 0.14) 0.329  

      NEb  
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Table 4.18.5.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

White Infections and infestations Event 14 (5.19) 20 (7.75) OR: 0.66 (0.32, 1.32) 0.235a  

No Event 256 (94.81) 238 (92.25) RR: 0.67 (0.35, 1.30) 0.238  

Total 270  258  ARR: 0.03 (-0.02, 0.07) 0.237  

      0.245b  
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Table 4.18.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Hispanic Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (2.69) 20 (8.55) OR: 0.30 (0.12, 0.76) 0.008a  

No Event 217 (97.31) 214 (91.45) RR: 0.31 (0.13, 0.78) 0.013  

Total 223  234  ARR: 0.06 (0.02, 0.10) 0.006  

      0.233b  

      0.131c  
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Table 4.18.6 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Not Hispanic Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (4.74) 11 (5.88) OR: 0.79 (0.32, 1.92) 0.592a  

No Event 181 (95.26) 176 (94.12) RR: 0.80 (0.35, 1.84) 0.592  

Total 190  187  ARR: 0.01 (-0.03, 0.06) 0.598  

      0.163b  
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Table 4.18.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Hispanic Infections and infestations Event 8 (3.59) 26 (11.11) OR: 0.30 (0.13, 0.67) 0.002a  

No Event 215 (96.41) 208 (88.89) RR: 0.32 (0.15, 0.70) 0.004  

Total 223  234  ARR: 0.07 (0.03, 0.12) 0.002  

      0.381b  

      0.109c  
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Table 4.18.6.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Not Hispanic Infections and infestations Event 9 (4.74) 11 (5.88) OR: 0.79 (0.32, 1.92) 0.592a  

No Event 181 (95.26) 176 (94.12) RR: 0.80 (0.35, 1.84) 0.592  

Total 190  187  ARR: 0.01 (-0.03, 0.06) 0.598  

      0.163b  
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Table 4.18.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

US Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (4.76) 2 (5.41) OR: 1.12 (0.18, 6.95) 0.904a  

No Event 60 (95.24) 35 (94.59) RR: 1.11 (0.21, 5.89) 0.903  

Total 63  37  ARR: -0.01 (-0.10, 0.09) 0.904  

      0.463b  
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Table 4.18.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Europe Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (5.20) 9 (5.08) OR: 1.02 (0.40, 2.61) 0.959a  

No Event 164 (94.80) 168 (94.92) RR: 1.02 (0.42, 2.46) 0.959  

Total 173  177  ARR: 0.00 (-0.05, 0.05) 0.960  

      0.162b  

      0.042c  
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Table 4.18.7 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Other Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (1.69) 20 (9.66) OR: 0.16 (0.05, 0.56) 0.001a  

No Event 174 (98.31) 187 (90.34) RR: 0.17 (0.05, 0.60) 0.006  

Total 177  207  ARR: 0.08 (0.03, 0.12) <.001  

      0.489b  
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Table 4.18.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

US Infections and infestations Event 3 (4.76) 2 (5.41) OR: 1.12 (0.18, 6.95) 0.904a  

No Event 60 (95.24) 35 (94.59) RR: 1.11 (0.21, 5.89) 0.903  

Total 63  37  ARR: -0.01 (-0.10, 0.09) 0.904  

      0.463b  
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Table 4.18.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Europe Infections and infestations Event 9 (5.20) 11 (6.21) OR: 0.83 (0.34, 2.04) 0.688a  

No Event 164 (94.80) 166 (93.79) RR: 0.84 (0.36, 1.95) 0.688  

Total 173  177  ARR: 0.01 (-0.04, 0.06) 0.691  

      0.177b  

      0.113c  
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Table 4.18.7.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Other Infections and infestations Event 5 (2.82) 24 (11.59) OR: 0.22 (0.08, 0.60) 0.002a  

No Event 172 (97.18) 183 (88.41) RR: 0.24 (0.09, 0.64) 0.004  

Total 177  207  ARR: 0.09 (0.04, 0.14) <.001  

      0.579b  
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Table 4.18.8 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 7 (2.75) 23 (9.09) OR: 0.28 (0.12, 0.67) 0.002a  

No Event 248 (97.25) 230 (90.91) RR: 0.30 (0.13, 0.69) 0.005  

Total 255  253  ARR: 0.06 (0.02, 0.10) 0.002  

      0.673b  

      0.045c  
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Table 4.18.8 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (5.06) 8 (4.76) OR: 1.06 (0.39, 2.91) 0.903a  

No Event 150 (94.94) 160 (95.24) RR: 1.06 (0.41, 2.77) 0.903  

Total 158  168  ARR: 0.00 (-0.05, 0.04) 0.903  

      0.313b  
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Table 4.18.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≤ 5 

days 

Infections and infestations Event 8 (3.14) 26 (10.28) OR: 0.28 (0.13, 0.64) 0.001a  

No Event 247 (96.86) 227 (89.72) RR: 0.31 (0.14, 0.66) 0.003  

Total 255  253  ARR: 0.07 (0.03, 0.11) 0.001  

      0.676b  

      0.069c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.18.8.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by risk of progression to severe COVID-19 (high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset > 5 

days 

Infections and infestations Event 9 (5.70) 11 (6.55) OR: 0.86 (0.35, 2.13) 0.744a  

No Event 149 (94.30) 157 (93.45) RR: 0.87 (0.37, 2.04) 0.744  

Total 158  168  ARR: 0.01 (-0.04, 0.06) 0.743  

      0.366b  
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Table 4.18.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≤ 

3 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (1.10) 6 (7.14) OR: 0.15 (0.02, 1.22) 0.041a  

No Event 90 (98.90) 78 (92.86) RR: 0.16 (0.02, 1.22) 0.076  

Total 91  84  ARR: 0.06 (0.00, 0.12) 0.045  

      0.577b  

      0.207c  
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Table 4.18.9 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset > 

3 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 14 (4.35) 25 (7.42) OR: 0.57 (0.29, 1.11) 0.093a  

No Event 308 (95.65) 312 (92.58) RR: 0.58 (0.31, 1.10) 0.098  

Total 322  337  ARR: 0.03 (0.00, 0.07) 0.090  

      0.972b  
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Table 4.18.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≤ 3 

days 

Infections and infestations Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

No Event 90 (98.90) 76 (90.48) RR: 0.12 (0.02, 0.90) 0.039  

Total 91  84  ARR: 0.08 (0.02, 0.15) 0.013  

      0.636b  

      0.108c  



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 2 of 2 

Table 4.18.9.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset > 3 

days 

Infections and infestations Event 16 (4.97) 29 (8.61) OR: 0.55 (0.29, 1.04) 0.062a  

No Event 306 (95.03) 308 (91.39) RR: 0.57 (0.32, 1.04) 0.066  

Total 322  337  ARR: 0.04 (0.00, 0.07) 0.060  

      0.957b  
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Table 4.18.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset < 

25% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (1.10) 6 (7.14) OR: 0.15 (0.02, 1.22) 0.041a  

No Event 90 (98.90) 78 (92.86) RR: 0.16 (0.02, 1.22) 0.076  

Total 91  84  ARR: 0.06 (0.00, 0.12) 0.045  

      0.577b  

      0.042c  
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Table 4.18.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (1.22) 10 (13.33) OR: 0.08 (<.01, 0.64) 0.003a  

No Event 81 (98.78) 65 (86.67) RR: 0.09 (0.01, 0.70) 0.021  

Total 82  75  ARR: 0.12 (0.04, 0.20) 0.003  

      0.786b  
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Table 4.18.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 5 (6.10) 7 (7.45) OR: 0.81 (0.25, 2.63) 0.721a  

No Event 77 (93.90) 87 (92.55) RR: 0.82 (0.27, 2.48) 0.722  

Total 82  94  ARR: 0.01 (-0.06, 0.09) 0.720  

      0.194b  
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Table 4.18.10 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Time from symptom onset ≥ 

75% 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (5.06) 8 (4.76) OR: 1.06 (0.39, 2.91) 0.903a  

No Event 150 (94.94) 160 (95.24) RR: 1.06 (0.41, 2.77) 0.903  

Total 158  168  ARR: 0.00 (-0.05, 0.04) 0.903  

      0.313b  
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Table 4.18.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset < 25% Infections and infestations Event 1 (1.10) 8 (9.52) OR: 0.11 (0.01, 0.87) 0.012a  

No Event 90 (98.90) 76 (90.48) RR: 0.12 (0.02, 0.90) 0.039  

Total 91  84  ARR: 0.08 (0.02, 0.15) 0.013  

      0.636b  

      0.090c  
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Table 4.18.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset 

25-50% 

Infections and infestations Event 2 (2.44) 10 (13.33) OR: 0.16 (0.03, 0.76) 0.011a  

No Event 80 (97.56) 65 (86.67) RR: 0.18 (0.04, 0.81) 0.025  

Total 82  75  ARR: 0.11 (0.03, 0.19) 0.011  

      0.700b  
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Table 4.18.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset 

50-75% 

Infections and infestations Event 5 (6.10) 8 (8.51) OR: 0.70 (0.22, 2.21) 0.540a  

No Event 77 (93.90) 86 (91.49) RR: 0.72 (0.24, 2.10) 0.542  

Total 82  94  ARR: 0.02 (-0.05, 0.10) 0.536  

      0.166b  
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Table 4.18.10.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Time from symptom onset ≥ 75% Infections and infestations Event 9 (5.70) 11 (6.55) OR: 0.86 (0.35, 2.13) 0.744a  

No Event 149 (94.30) 157 (93.45) RR: 0.87 (0.37, 2.04) 0.744  

Total 158  168  ARR: 0.01 (-0.04, 0.06) 0.743  

      0.366b  
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Table 4.18.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk Infections and 

infestations 

COVID-19 

pneumonia 

Event 14 (3.77) 28 (7.41) OR: 0.49 (0.26, 0.95) 0.030a  

No Event 357 (96.23) 350 (92.59) RR: 0.51 (0.27, 0.95) 0.034  

Total 371  378  ARR: 0.04 (0.00, 0.07) 0.030  

      0.028b  

      0.736c  
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Table 4.18.11 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Low risk Infections and 

infestations 

COVID-19 

pneumonia 

Event 1 (2.38) 3 (6.98) OR: 0.32 (0.03, 3.23) 0.315a  

No Event 41 (97.62) 40 (93.02) RR: 0.33 (0.03, 3.16) 0.337  

Total 42  43  ARR: 0.05 (-0.04, 0.14) 0.302  

      0.534b  
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Table 4.18.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

High risk Infections and infestations Event 16 (4.31) 34 (8.99) OR: 0.46 (0.25, 0.84) 0.010a  

No Event 355 (95.69) 344 (91.01) RR: 0.48 (0.27, 0.85) 0.013  

Total 371  378  ARR: 0.05 (0.01, 0.08) 0.010  

      0.047b  

      0.780c  
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Table 4.18.11.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Low risk Infections and infestations Event 1 (2.38) 3 (6.98) OR: 0.32 (0.03, 3.23) 0.315a  

No Event 41 (97.62) 40 (93.02) RR: 0.33 (0.03, 3.16) 0.337  

Total 42  43  ARR: 0.05 (-0.04, 0.14) 0.302  

      0.534b  
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Table 4.18.12 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

High risk + time from 

symptom onset ≤ 5 days 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (2.65) 21 (9.33) OR: 0.26 (0.10, 0.67) 0.003a  

No Event 220 (97.35) 204 (90.67) RR: 0.28 (0.12, 0.69) 0.006  

Total 226  225  ARR: 0.07 (0.02, 0.11) 0.003  

      NEb  

      NEc  
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Table 4.18.12.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

High risk + time from symptom 

onset ≤ 5 days 

Infections and infestations Event 7 (3.10) 24 (10.67) OR: 0.27 (0.11, 0.63) 0.002a  

No Event 219 (96.90) 201 (89.33) RR: 0.29 (0.13, 0.66) 0.003  

Total 226  225  ARR: 0.08 (0.03, 0.12) 0.001  

      NEb  

      NEc  
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Table 4.18.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

At least one co-morbidity Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (3.27) 28 (7.53) OR: 0.42 (0.21, 0.83) 0.011a  

No Event 355 (96.73) 344 (92.47) RR: 0.43 (0.22, 0.84) 0.014  

Total 367  372  ARR: 0.04 (0.01, 0.08) 0.010  

      0.034b  
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Table 4.18.14 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

No co-morbidity Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (6.52) 3 (6.12) OR: 1.06 (0.22, 5.26) 0.935a  

No Event 43 (93.48) 46 (93.88) RR: 1.06 (0.25, 4.56) 0.935  

Total 46  49  ARR: 0.00 (-0.11, 0.10) 0.940  

      0.056b  

      0.291c  
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Table 4.18.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

At least one co-morbidity Infections and infestations Event 14 (3.81) 33 (8.87) OR: 0.41 (0.22, 0.78) 0.005a  

No Event 353 (96.19) 339 (91.13) RR: 0.43 (0.23, 0.79) 0.007  

Total 367  372  ARR: 0.05 (0.02, 0.09) 0.005  

      0.069b  
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Table 4.18.14.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

No co-morbidity Infections and infestations Event 3 (6.52) 4 (8.16) OR: 0.66 (0.13, 3.32) 0.573a  

No Event 43 (93.48) 45 (91.84) RR: 0.71 (0.22, 2.25) 0.555  

Total 46  49  ARR: 0.03 (-0.08, 0.14) 0.604  

      0.020b  

      0.440c  
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Table 4.18.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D < 30 

ng/mL 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (4.38) 20 (7.12) OR: 0.59 (0.28, 1.24) 0.164a  

No Event 262 (95.62) 261 (92.88) RR: 0.61 (0.30, 1.23) 0.168  

Total 274  281  ARR: 0.03 (-0.01, 0.07) 0.159  

      0.739b  

      0.913c  
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Table 4.18.15 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline Vitamin D ≥ 30 

ng/mL 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (2.74) 3 (4.05) OR: 0.66 (0.11, 3.99) 0.643a  

No Event 71 (97.26) 71 (95.95) RR: 0.67 (0.12, 3.64) 0.643  

Total 73  74  ARR: 0.01 (-0.05, 0.07) 0.649  

      0.460b  
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Table 4.18.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline Vitamin D < 30 ng/mL Infections and infestations Event 13 (4.74) 25 (8.90) OR: 0.51 (0.25, 1.01) 0.051a  

No Event 261 (95.26) 256 (91.10) RR: 0.53 (0.27, 1.02) 0.056  

Total 274  281  ARR: 0.04 (0.00, 0.08) 0.049  

      0.851b  

      0.517c  
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Table 4.18.15.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline Vitamin D ≥ 30 ng/mL Infections and infestations Event 2 (2.74) 2 (2.70) OR: 1.06 (0.15, 7.77) 0.953a  

No Event 71 (97.26) 72 (97.30) RR: 1.06 (0.16, 7.13) 0.952  

Total 73  74  ARR: 0.00 (-0.06, 0.05) 0.953  

      0.746b  
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Table 4.18.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (3.86) 21 (6.93) OR: 0.53 (0.26, 1.11) 0.090a  

No Event 299 (96.14) 282 (93.07) RR: 0.55 (0.27, 1.11) 0.095  

Total 311  303  ARR: 0.03 (0.00, 0.07) 0.088  

      0.454b  

      0.477c  
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Table 4.18.16 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (6.06) 2 (5.26) OR: 0.80 (0.10, 6.07) 0.826a  

No Event 31 (93.94) 36 (94.74) RR: 0.81 (0.12, 5.28) 0.825  

Total 33  38  ARR: 0.01 (-0.10, 0.12) 0.825  

      0.216b  
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Table 4.18.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline zinc < 100 ug/dL Infections and infestations Event 13 (4.18) 25 (8.25) OR: 0.48 (0.24, 0.96) 0.035a  

No Event 298 (95.82) 278 (91.75) RR: 0.50 (0.26, 0.97) 0.039  

Total 311  303  ARR: 0.04 (0.00, 0.08) 0.034  

      0.594b  

      0.187c  
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Table 4.18.16.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Baseline zinc ≥ 100 ug/dL Infections and infestations Event 2 (6.06) 1 (2.63) OR: 1.66 (0.14, 19.32) 0.686a  

No Event 31 (93.94) 37 (97.37) RR: 1.62 (0.16, 16.60) 0.685  

Total 33  38  ARR: -0.02 (-0.12, 0.08) 0.681  

      0.359b  
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Table 4.18.21 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Adjunctive therapy Infections and 

infestations 

COVID-19 

pneumonia 

Event 8 (4.26) 22 (10.58) OR: 0.38 (0.16, 0.87) 0.019a  

No Event 180 (95.74) 186 (89.42) RR: 0.40 (0.18, 0.89) 0.024  

Total 188  208  ARR: 0.06 (0.01, 0.11) 0.015  

      0.246b  

      NEc  
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Table 4.18.21.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Adjunctive therapy Infections and infestations Event 9 (4.79) 23 (11.06) OR: 0.40 (0.18, 0.90) 0.023a  

No Event 179 (95.21) 185 (88.94) RR: 0.43 (0.20, 0.91) 0.029  

Total 188  208  ARR: 0.06 (0.01, 0.12) 0.019  

      0.214b  

      NEc  
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Table 4.18.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Positive baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

No Event 49 (94.23) 62 (98.41) RR: 4.71 (0.33, 67.61) 0.254  

Total 52  63  ARR: -0.04 (-0.11, 0.02) 0.211  

      0.227b  
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Table 4.18.24 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Negative baseline serum 

for SARS-CoV-2 serology 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 12 (3.41) 30 (8.52) OR: 0.38 (0.19, 0.76) 0.004a  

No Event 340 (96.59) 322 (91.48) RR: 0.40 (0.21, 0.77) 0.006  

Total 352  352  ARR: 0.05 (0.02, 0.09) 0.004  

      0.145b  

      0.029c  
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Table 4.18.24.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Positive baseline serum for 

SARS-CoV-2 serology 

Infections and infestations Event 3 (5.77) 1 (1.59) OR: 4.71 (0.37, 59.99) 0.206a  

No Event 49 (94.23) 62 (98.41) RR: 4.71 (0.33, 67.61) 0.254  

Total 52  63  ARR: -0.04 (-0.11, 0.02) 0.211  

      0.227b  
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Table 4.18.24.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days) and risk of progression to severe COVID-19 

(high vs. low). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Negative baseline serum for 

SARS-CoV-2 serology 

Infections and infestations Event 14 (3.98) 36 (10.23) OR: 0.37 (0.19, 0.69) 0.001a  

No Event 338 (96.02) 316 (89.77) RR: 0.39 (0.22, 0.71) 0.002  

Total 352  352  ARR: 0.06 (0.02, 0.10) 0.001  

      0.205b  

      0.024c  

 



Protocol D8851C00001 (Data Cutoff Date: 14JAN2022) Page 1 of 2 

Table 4.18.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 6 (2.82) 13 (5.96) OR: 0.45 (0.17, 1.21) 0.105a  

No Event 207 (97.18) 205 (94.04) RR: 0.47 (0.18, 1.20) 0.114  

Total 213  218  ARR: 0.03 (-0.01, 0.07) 0.103  

      0.783b  

      0.930c  
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Table 4.18.25 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 9 (4.50) 18 (8.87) OR: 0.49 (0.21, 1.11) 0.080a  

No Event 191 (95.50) 185 (91.13) RR: 0.51 (0.23, 1.11) 0.089  

Total 200  203  ARR: 0.04 (-0.01, 0.09) 0.079  

      0.022b  
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Table 4.18.25.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 2 

Infections and infestations Event 6 (2.82) 15 (6.88) OR: 0.39 (0.15, 1.02) 0.047a  

No Event 207 (97.18) 203 (93.12) RR: 0.40 (0.16, 1.02) 0.056  

Total 213  218  ARR: 0.04 (0.00, 0.08) 0.045  

      0.867b  

      0.749c  
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Table 4.18.25.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 2 

Infections and infestations Event 11 (5.50) 22 (10.84) OR: 0.48 (0.23, 1.02) 0.051a  

No Event 189 (94.50) 181 (89.16) RR: 0.51 (0.25, 1.02) 0.057  

Total 200  203  ARR: 0.05 (0.00, 0.11) 0.050  

      0.040b  
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Table 4.18.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 10 (2.99) 24 (7.14) OR: 0.40 (0.19, 0.85) 0.014a  

No Event 325 (97.01) 312 (92.86) RR: 0.42 (0.20, 0.86) 0.017  

Total 335  336  ARR: 0.04 (0.01, 0.08) 0.013  

      0.169b  

      0.366c  
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Table 4.18.26 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 5 (6.41) 7 (8.24) OR: 0.77 (0.23, 2.55) 0.674a  

No Event 73 (93.59) 78 (91.76) RR: 0.78 (0.25, 2.45) 0.676  

Total 78  85  ARR: 0.02 (-0.06, 0.10) 0.670  

      0.121b  
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Table 4.18.26.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 3 

Infections and infestations Event 12 (3.58) 27 (8.04) OR: 0.43 (0.21, 0.86) 0.014a  

No Event 323 (96.42) 309 (91.96) RR: 0.45 (0.23, 0.87) 0.017  

Total 335  336  ARR: 0.04 (0.01, 0.08) 0.013  

      0.225b  

      0.779c  
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Table 4.18.26.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 3 

Infections and infestations Event 5 (6.41) 10 (11.76) OR: 0.52 (0.17, 1.60) 0.250a  

No Event 73 (93.59) 75 (88.24) RR: 0.55 (0.19, 1.57) 0.261  

Total 78  85  ARR: 0.05 (-0.03, 0.14) 0.239  

      0.150b  
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Table 4.18.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 13 (3.43) 27 (6.84) OR: 0.49 (0.25, 0.95) 0.031a  

No Event 366 (96.57) 368 (93.16) RR: 0.50 (0.26, 0.95) 0.036  

Total 379  395  ARR: 0.03 (0.00, 0.07) 0.031  

      0.050b  

      0.724c  
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Table 4.18.27 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class Adverse Events  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and 

infestations 

COVID-19 

pneumonia 

Event 2 (5.88) 4 (15.38) OR: 0.36 (0.06, 2.16) 0.257a  

No Event 32 (94.12) 22 (84.62) RR: 0.39 (0.07, 2.07) 0.271  

Total 34  26  ARR: 0.09 (-0.07, 0.25) 0.264  

      0.700b  
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Table 4.18.27.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 < 4 

Infections and infestations Event 15 (3.96) 31 (7.85) OR: 0.49 (0.26, 0.92) 0.022a  

No Event 364 (96.04) 364 (92.15) RR: 0.51 (0.28, 0.92) 0.026  

Total 379  395  ARR: 0.04 (0.01, 0.07) 0.021  

      0.109b  

      0.355c  
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Table 4.18.27.1 

Subgroup Analysis for Safety Endpoint: Incidence of Severe  AEs by System Organ Class and Preferred Term 

(Modified Safety Analysis Set) 

 

 
______________________________________________________________________________________________________________________________ 

AE Adverse event. SAE Serious adverse events AESI Adverse events of special interest. Includes adverse events that occurred through end of study. 

a. p-value from the Cochran-Mantel-Haenszel (CMH) method stratified by time from symptom onset (≤ 5 vs. > 5 days). 

b. Breslow-Day test of homogeneity of ARR across strata. The absolute risk reduction ARR represents the reduction in incidence of event in the AZD7442 

group relative to placebo. An ARR > 0 represents favorable safety in the AZD7442 group. 

c. Breslow-Day test for the treatment by subgroup interaction from CMH method. 

N Number of participants in treatment group. n Number of participants included in analysis. The percentages were based on total participants with non-missing 

response data. Missing response data were not imputed. 

Program Path: \Table 4.sas 

Data Source: ADAE Run Date: 02FEB2022 

 

AZD7442 

(N = 413)  

Placebo 

(N = 421)   

Subgroup System Organ Class  n % n % Results p-value  

Risk factors for severe 

COVID-19 ≥ 4 

Infections and infestations Event 2 (5.88) 6 (23.08) OR: 0.22 (0.04, 1.22) 0.073a  

No Event 32 (94.12) 20 (76.92) RR: 0.27 (0.06, 1.29) 0.101  

Total 34  26  ARR: 0.16 (-0.02, 0.34) 0.078  

      0.441b  
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AstraZeneca  

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.0a 

Demographics and Disease Characteristics at Baseline 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Note: Time in study is calculated by the earlier date of end of participation date or death date minus date of randomization plus one. 

Program Path: \\wilfile\evidera\Data\Production\EVG-30485-14\Active2\06-Programing\A-Primary\Programs\High Risk\t_demo.sas 

Data Source: ADSL Run Date: 07SEP2022 

Characteristic Level 

AZD7442 600 MG IM 

(N=33) 

Placebo IM 

(N=33) 

Total 

(N=66) 

Age (years)     

 n 33 33 66 

 Mean (SD) 40.09 (14.134) 46.79 (13.490) 43.44 (14.118) 

 Median 38.00 48.00 40.00 

 Q1, Q3 31.00, 49.00 35.00, 59.00 33.00, 54.00 

 Min, Max 18.00, 84.00 26.00, 78.00 18.00, 84.00 

 Missing, n(%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 

 

Age Group (1), n(%)     

 18 to <65 years 32 (96.97%) 32 (96.97%) 64 (96.97%) 

 65 to < 75 years 0 (0.0%) 0 (0.0%) 0 (0.0%) 

 75 to < 80 years 0 (0.0%) 1 (3.03%) 1 (1.52%) 

 ≥ 80 years 1 (3.03%) 0 (0.0%) 1 (1.52%) 

 

Age Group (2), n(%)     

 < 65 years 32 (96.97%) 32 (96.97%) 64 (96.97%) 

 ≥ 65 years 1 (3.03%) 1 (3.03%) 2 (3.03%) 

 

Gender, n(%)     

 Male 17 (51.52%) 14 (42.42%) 31 (46.97%) 

 Female 16 (48.48%) 19 (57.58%) 35 (53.03%) 

 Missing 0 (0.0%) 0 (0.0%) 0 (0.0%) 

 

Race, n(%)     

 White 25 (75.76%) 24 (72.73%) 49 (74.24%) 

 Black or African 

American 

7 (21.21%) 8 (24.24%) 15 (22.73%) 

 Asian 0 (0.0%) 0 (0.0%) 0 (0.0%) 

 American Indian or 

Alaska Native 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

 Native Hawaiian or 

other Pacific islander 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

 Mixed 1 (3.03%) 0 (0.0%) 1 (1.52%) 

 Other 0 (0.0%) 1 (3.03%) 1 (1.52%) 

 

Ethnicity, n(%)     

 Hispanic or Latino 10 (30.30%) 14 (42.42%) 24 (36.36%) 

 Not Hispanic or Latino 23 (69.70%) 19 (57.58%) 42 (63.64%) 

 Missing 0 (0.0%) 0 (0.0%) 0 (0.0%) 

 

Country, n(%)     

 United States 33 (100.00%) 33 (100.00%) 66 (100.00%) 
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AstraZeneca  

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.0a 

Demographics and Disease Characteristics at Baseline 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Note: Time in study is calculated by the earlier date of end of participation date or death date minus date of randomization plus one. 

Program Path: \\wilfile\evidera\Data\Production\EVG-30485-14\Active2\06-Programing\A-Primary\Programs\High Risk\t_demo.sas 

Data Source: ADSL Run Date: 07SEP2022 

Characteristic Level 

AZD7442 600 MG IM 

(N=33) 

Placebo IM 

(N=33) 

Total 

(N=66) 

Symptom Onset to 

Randomization (day) 

    

 n 33 33 66 

 Mean (SD) 5.91 (1.826) 5.64 (2.177) 5.77 (1.998) 

 Median 6.00 6.00 6.00 

 Q1, Q3 5.00, 7.00 4.00, 7.00 5.00, 7.00 

 Min, Max 2.00, 10.00 1.00, 9.00 1.00, 10.00 

 Missing, n(%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 

 

Symptom Onset to 

Randomization, n(%) 

    

 ≤ 5 days 11 (33.33%) 13 (39.39%) 24 (36.36%) 

 > 5 days 22 (66.67%) 20 (60.61%) 42 (63.64%) 

 

Symptom Onset to 

Randomization, n(%) 

    

 ≤ 3 days 3 (9.09%) 8 (24.24%) 11 (16.67%) 

 > 3 days 30 (90.91%) 25 (75.76%) 55 (83.33%) 

 

Cigarrette Smoking 

Status, n(%) 

    

 Current Smoker 6 (18.18%) 10 (30.30%) 16 (24.24%) 

 Former Smoker 6 (18.18%) 6 (18.18%) 12 (18.18%) 

 Never Smoker 21 (63.64%) 17 (51.52%) 38 (57.58%) 

 

COVID-19 co-morbidities, 

n(%) 

    

 No co-morbidities 1 (3.03%) 4 (12.12%) 5 (7.58%) 

 At least one 

co-morbidity 

32 (96.97%) 29 (87.88%) 61 (92.42%) 

 

Chronic Lung 

Disease/Asthma, n(%) 

    

 Yes 4 (12.12%) 4 (12.12%) 8 (12.12%) 

 Null 29 (87.88%) 29 (87.88%) 58 (87.88%) 

 

Obesity, n(%)     

 Yes 12 (36.36%) 11 (33.33%) 23 (34.85%) 

 Null 21 (63.64%) 22 (66.67%) 43 (65.15%) 

 

Hypertension, n(%)     

 Yes 8 (24.24%) 15 (45.45%) 23 (34.85%) 

 Null 25 (75.76%) 18 (54.55%) 43 (65.15%) 
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AstraZeneca  

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.0a 

Demographics and Disease Characteristics at Baseline 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Note: Time in study is calculated by the earlier date of end of participation date or death date minus date of randomization plus one. 

Program Path: \\wilfile\evidera\Data\Production\EVG-30485-14\Active2\06-Programing\A-Primary\Programs\High Risk\t_demo.sas 

Data Source: ADSL Run Date: 07SEP2022 

Characteristic Level 

AZD7442 600 MG IM 

(N=33) 

Placebo IM 

(N=33) 

Total 

(N=66) 

Cardiovascular Disease, 

n(%) 

    

 Yes 1 (3.03%) 1 (3.03%) 2 (3.03%) 

 Null 32 (96.97%) 32 (96.97%) 64 (96.97%) 

 

Diabetes, n(%)     

 Yes 7 (21.21%) 2 (6.06%) 9 (13.64%) 

 Null 26 (78.79%) 31 (93.94%) 57 (86.36%) 

 

History of Cirrhosis, n(%)     

 Yes 0 (0.0%) 0 (0.0%) 0 (0.0%) 

 Null 33 (100.00%) 33 (100.00%) 66 (100.00%) 

 

Chronic Kidney Disease, 

n(%) 

    

 Yes 0 (0.0%) 0 (0.0%) 0 (0.0%) 

 Null 33 (100.00%) 33 (100.00%) 66 (100.00%) 

 

Serum for SARS-CoV-2 

Serology, n(%) 

    

 Positive 5 (15.15%) 4 (12.12%) 9 (13.64%) 

 Negative 23 (69.70%) 12 (36.36%) 35 (53.03%) 

 Missing 5 (15.15%) 17 (51.52%) 22 (33.33%) 

 

Time in study (days)     

 n 33 33 66 

 Mean (SD) 301.52 (99.876) 316.88 (94.511) 309.20 (96.789) 

 Median 337.00 337.00 337.00 

 Q1, Q3 330.00, 343.00 336.00, 351.00 332.00, 344.00 

 Min, Max 29.00, 440.00 16.00, 495.00 16.00, 495.00 

 Missing, n(%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 
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AstraZeneca  

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.1a 

New Grade 3 or Higher AE Through Study Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 3 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 3 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AE_GR3_D28_HR.sas 22AUG2022 17:38 

 

 

Subjects with at least one 

adverse event of >= grade 3 

 

Comparison of treatment groups 

Group Number  (%) Safety Measure  95% CI p value [d] 

AZD7442 600 mg IM N=33 5 (15.2) Risk ratio (relative risk) [a][b] 2.50 (0.52, 11.98) 0.252 

  Relative Risk Reduction (%) -150.00 (-1098.34, 

47.84) 

 

  Odds Ratio [c] 2.77 (0.50, 15.42) 0.245 

  Absolute Risk Reduction (%) [c] 9.09 (-5.60, 23.79)  

 

Placebo IM N=33 2 (6.1)     
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.2a 

New Grade 2 or Higher AE Through Study Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AE_GR2_D28_HR.sas 22AUG2022 17:38 

 

 

Subjects with at least one 

adverse event of >= grade 2 

 

Comparison of treatment groups 

Group Number  (%) Safety Measure  95% CI p value [d] 

AZD7442 600 mg IM N=33 13 (39.4) Risk ratio (relative risk) [a][b] 2.17 (0.94, 5.01) 0.071 

  Relative Risk Reduction (%) -116.67 (-401.08, 6.31)  

  Odds Ratio [c] 2.93 (0.95, 9.03) 0.062 

  Absolute Risk Reduction (%) [c] 21.21 (-0.03, 42.45)  

 

Placebo IM N=33 6 (18.2)     
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.3a 

New Grade 2 or Higher AE Through Study Week 24 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AE_GR2_w24_HR.sas 22AUG2022 17:38 

 

 

Subjects with at least one 

adverse event of >= grade 2 

 

Comparison of treatment groups 

Group Number  (%) Safety Measure  95% CI p value [d] 

AZD7442 600 mg IM N=33 15 (45.5) Risk ratio (relative risk) [a][b] 1.50 (0.79, 2.84) 0.213 

  Relative Risk Reduction (%) -50.00 (-183.99, 20.77)  

  Odds Ratio [c] 1.92 (0.70, 5.26) 0.207 

  Absolute Risk Reduction (%) [c] 15.15 (-7.97, 38.27)  

 

Placebo IM N=33 10 (30.3)     
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.4a 

New Grade 2 or Higher AE Through Study Week 48 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AE_GR2_W48_HR.sas 22AUG2022 17:38 

 

 

Subjects with at least one 

adverse event of >= grade 2 

 

Comparison of treatment groups 

Group Number  (%) Safety Measure  95% CI p value [d] 

AZD7442 600 mg IM N=33 17 (51.5) Risk ratio (relative risk) [a][b] 1.55 (0.86, 2.77) 0.145 

  Relative Risk Reduction (%) -54.55 (-177.44, 13.91)  

  Odds Ratio [c] 2.13 (0.79, 5.75) 0.138 

  Absolute Risk Reduction (%) [c] 18.18 (-5.26, 41.62)  

 

Placebo IM N=33 11 (33.3)     
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.5a 

Duration of COVID-19 symptoms through day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; PCTL = percentile. 

Program Path: ...06-Programing\A-Primary\Programs\T_dur_d28_HR.sas 21AUG2022 15:06 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

AZD7442 600 mg IM N=33 Symptom improved [a] 28 84.8 4.50 (3.00, 6.00)/ 7.67 (1.39, 21.41) 0.774 1.19 (0.69, 

2.05) 

0.524 

    8.00 (5.00, 13.00)/      

    15.00 (11.00, 20.00)      

 Symptom did not improve [b] 2 6.1       

 Died [c] 0 0.0       

 Hospitalized [d] 0 0.0       

 Lost to follow up [e] 3 9.1       

 

Placebo IM N=33 Symptom improved [a] 26 78.8 5.00 (3.00, 7.00)/ 15.61 (5.39, 30.69)    

    7.00 (6.00, 13.00)/      

    18.00 (8.00, NE)      

 Symptom did not improve [b] 3 9.1       

 Died [c] 0 0.0       

 Hospitalized [d] 0 0.0       

 Lost to follow up [e] 4 12.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, and the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, and includes an independent working correlation structure with robust standard errors for repeated measurements. Corresponding 

95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_D28_HR.sas 24AUG2022 19:10 

 

 

Subjects in 

category 

 

Comparison of treatment groups 

Timepoint Group Category Number % Efficacy Measure  95% CI p value [e] 

Baseline AZD7442 600 mg IM N=33 < LLoQ [a] 6 22.2     

  >= LLoQ [a] 21 77.8     

  Missing [b] 6      

 

 Placebo IM N=33 < LLoQ [a] 9 31.0     

  >= LLoQ [a] 20 69.0     

  Missing [b] 4      

 

Day 3 AZD7442 600 mg IM N=33 < LLoQ [a] 9 32.1 Risk ratio (relative risk) [c] 0.63 (0.33, 1.20) 0.163 

     Relative Risk Reduction (%) 36.86 (-20.38, 66.88)  

     Odds Ratio [d] 0.47 (0.16, 1.40) 0.177 

     Absolute Risk Reduction (%) -17.86 (-43.20, 7.49)  

  >= LLoQ [a] 19 67.9     

  Missing [b] 5      

 

 Placebo IM N=33 < LLoQ [a] 14 50.0     

  >= LLoQ [a] 14 50.0     

  Missing [b] 5      

 

Day 7 AZD7442 600 mg IM N=33 < LLoQ [a] 20 76.9 Risk ratio (relative risk) [c] 1.31 (0.96, 1.77) 0.087 

     Relative Risk Reduction (%) -30.60 (-77.22, 3.76)  

     Odds Ratio [d] 1.75 (0.53, 5.77) 0.355 

     Absolute Risk Reduction (%) 11.41 (-12.29, 35.10)  

  >= LLoQ [a] 6 23.1     

  Missing [b] 7      

 

 Placebo IM N=33 < LLoQ [a] 19 65.5     

  >= LLoQ [a] 10 34.5     

  Missing [b] 4      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, and the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, and includes an independent working correlation structure with robust standard errors for repeated measurements. Corresponding 

95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_D28_HR.sas 24AUG2022 19:10 

 

 

Subjects in 

category 

 

Comparison of treatment groups 

Timepoint Group Category Number % Efficacy Measure  95% CI p value [e] 

Day 14 AZD7442 600 mg IM N=33 < LLoQ [a] 21 80.8 Risk ratio (relative risk) [c] 0.99 (0.75, 1.31) 0.955 

     Relative Risk Reduction (%) 0.80 (-30.88, 24.81)  

     Odds Ratio [d] 0.31 (0.05, 1.77) 0.187 

     Absolute Risk Reduction (%) -12.33 (-30.07, 5.40)  

  >= LLoQ [a] 5 19.2     

  Missing [b] 7      

 

 Placebo IM N=33 < LLoQ [a] 27 93.1     

  >= LLoQ [a] 2 6.9     

  Missing [b] 4      

 

Day 28 AZD7442 600 mg IM N=33 < LLoQ [a] 28 93.3 Risk ratio (relative risk) [c] 1.14 (0.92, 1.42) 0.217 

     Relative Risk Reduction (%) -14.36 (-41.55, 7.60)  

     Odds Ratio [d] 0.56 (0.05, 6.56) 0.644 

     Absolute Risk Reduction (%) -2.82 (-14.41, 8.77)  

  >= LLoQ [a] 2 6.7     

  Missing [b] 3      

 

 Placebo IM N=33 < LLoQ [a] 25 96.2     

  >= LLoQ [a] 1 3.8     

  Missing [b] 7      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; PCTL = percentile. 

Program Path: ...06-Programing\A-Primary\Programs\T_T2_CON_2DHEALTH_D28_HR.sas 21AUG2022 15:08 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

AZD7442 600 mg IM N=33 Returned to usual health [a] 25 75.8 5.00 (2.00, 8.00)/ 19.92 (8.15, 35.41) 0.989 1.02 (0.58, 1.80) 0.946 

    13.00 (6.00, 18.00)/      

    22.00 (15.00, NE)      

 Did not return to usual health [b] 6 18.2       

 Died [c] 0 0.0       

 Lost to follow up [e] 2 6.1       

 

Placebo IM N=33 Returned to usual health [a] 23 69.7 5.00 (1.00, 8.00)/ 21.73 (8.92, 38.13)    

    12.00 (7.00, 17.00)/      

    23.00 (15.00, NE)      

 Did not return to usual health [b] 6 18.2       

 Died [c] 0 0.0       

 Lost to follow up [e] 4 12.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.8a 

COVID-19 symptom severity ranking through day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; SD = Standard 

deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 21AUG2022 15:08 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Group n Statistic  Median difference 95% CI p value [b] 

AZD7442 600 mg IM N=33 33 Mean 5.3 0.34 (-0.54, 1.38) 0.419 

  SD 9.6    

  Min 0.2    

  Q1 1.5    

  Median 2.2    

  Q3 3.8    

  Max 40.0    

 

Placebo IM N=33 33 Mean 4.8    

  SD 9.4    

  Min 0.0    

  Q1 1.1    

  Median 1.8    

  Q3 3.6    

  Max 40.0    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.9a 

Progression of COVID-19 associated symptoms through day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with symptom progression: Subjects with progression of one or more COVID-19-associated symptoms to a worse status on or before day 28 than recorded 

in the study diary on day 0. 

[b] Relative risk ratio of symptom progression for the ACTIVE group vs the PLACEBO group, estimated using a Log-Binomial regression model. 

[c] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[d] The p-value is to compare the risk of COVID-19-associated symptom progression in the ACTIVE group and the risk of the same in the PLACEBO group. 

Note: The test was performed at the 5% level of significance. A risk ratio below 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects 

in category; N = Number of subjects per treatment group. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_PROG_SYMP_D28_HR.sas 22AUG2022 18:42 

 

 

Subjects with symptom 

progression [a] 

 

Comparison of treatment groups 

Group Number (%) Efficacy Measure  95% CI p value [d] 

AZD7442 600 mg IM N=33 31 (93.9) Risk ratio (relative risk) [b] 1.15 (0.96, 1.38) 0.138 

  Relative Risk Reduction (%) -14.81 (-37.83, 4.36)  

  Odds Ratio [c] 3.44 (0.64, 18.51) 0.149 

  Absolute Risk Reduction (%) [c] 12.12 (-3.35, 27.60)  

 

Placebo IM N=33 27 (81.8)     
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, and 

the baseline % oxygen saturation level as a covariate, and includes an independent working correlation structure with robust standard errors for repeated 

measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_OXYGEN_SATU_D28_HR.sas 22AUG2022 18:42 

 

Subjects in 

category 

 

Comparison of treatment groups 

Timepoint Group Category Number % Efficacy Measure  95% CI p value [e] 

Baseline AZD7442 600 mg IM N=33 >= 96% [a] 29 87.9     

  < 96% [a] 4 12.1     

 

 Placebo IM N=33 >= 96% [a] 32 97.0     

  < 96% [a] 1 3.0     

 

Day 3 AZD7442 600 mg IM N=33 >= 96% [a] 25 80.6 Risk ratio (relative risk) [c] 0.86 (0.73, 1.02) 0.077 

     Relative Risk Reduction (%) 13.93 (-1.62, 27.11)  

     Odds Ratio [d] 0.13 (0.02, 1.19) 0.071 

     Absolute Risk Reduction (%) -16.23 (-31.39, -1.07)  

  < 96% [a] 6 19.4     

  Missing [b] 2      

 

 Placebo IM N=33 >= 96% [a] 31 96.9     

  < 96% [a] 1 3.1     

  Missing [b] 1      

 

Day 7 AZD7442 600 mg IM N=33 >= 96% [a] 27 87.1 Risk ratio (relative risk) [c] 0.92 (0.80, 1.07) 0.275 

     Relative Risk Reduction (%) 7.70 (-6.59, 20.07)  

     Odds Ratio [d] 0.23 (0.02, 2.14) 0.194 

     Absolute Risk Reduction (%) -9.68 (-23.02, 3.66)  

  < 96% [a] 4 12.9     

  Missing [b] 2      

 

 Placebo IM N=33 >= 96% [a] 30 96.8     

  < 96% [a] 1 3.2     

  Missing [b] 2      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, and 

the baseline % oxygen saturation level as a covariate, and includes an independent working correlation structure with robust standard errors for repeated 

measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_OXYGEN_SATU_D28_HR.sas 22AUG2022 18:42 

 

Subjects in 

category 

 

Comparison of treatment groups 

Timepoint Group Category Number % Efficacy Measure  95% CI p value [e] 

Day 14 AZD7442 600 mg IM N=33 >= 96% [a] 28 93.3 Risk ratio (relative risk) [c] 0.99 (0.88, 1.12) 0.913 

     Relative Risk Reduction (%) 0.65 (-11.68, 11.62)  

     Odds Ratio [d] 0.47 (0.04, 5.44) 0.543 

     Absolute Risk Reduction (%) -3.44 (-14.32, 7.44)  

  < 96% [a] 2 6.7     

  Missing [b] 3      

 

 Placebo IM N=33 >= 96% [a] 30 96.8     

  < 96% [a] 1 3.2     

  Missing [b] 2      

 

Day 28 AZD7442 600 mg IM N=33 >= 96% [a] 29 93.5 Risk ratio (relative risk) [c] 1.00 (0.89, 1.12) 0.958 

     Relative Risk Reduction (%) 0.30 (-11.65, 10.97)  

     Odds Ratio [d] 0.56 (0.05, 6.52) 0.641 

     Absolute Risk Reduction (%) -2.75 (-13.95, 8.46)  

  < 96% [a] 2 6.5     

  Missing [b] 2      

 

 Placebo IM N=33 >= 96% [a] 26 96.3     

  < 96% [a] 1 3.7     

  Missing [b] 6      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.11a 

Level (quantitative) of oxygen saturation (i.e., pulse oximeter measure) through Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Hodges-Lehmann estimate for oxygen saturation level, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence interval. 

[c] p-value comparing oxygen saturation level in the ACTIVE group to the same in the PLACEBO group. 

Note: The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). A positive value for the median difference favours 

AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third 

quartile; SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_QUATI_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [b] 

Timepoint [a] Group n Statistic  Median difference 95% CI p value [c] 

Baseline AZD7442 600 mg IM N=33 33 Mean 97.3 0.00 (-1.00, 0.00) 0.344 

  SD 1.5    

  Min 94.0    

  Q1 96.0    

  Median 97.5    

  Q3 98.0    

  Max 100.0    

 

 Placebo IM N=33 33 Mean 97.7    

  SD 1.4    

  Min 93.7    

  Q1 97.0    

  Median 98.0    

  Q3 99.0    

  Max 100.0    

 

Day 3 AZD7442 600 mg IM N=33 31 Mean 97.2 0.00 (-1.00, 1.00) 0.703 

  SD 2.1    

  Min 92.0    

  Q1 97.0    

  Median 98.0    

  Q3 99.0    

  Max 100.0    

 

 Placebo IM N=33 32 Mean 97.6    

  SD 1.9    

  Min 89.0    

  Q1 97.0    

  Median 98.0    

  Q3 98.5    

  Max 100.0    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.11a 

Level (quantitative) of oxygen saturation (i.e., pulse oximeter measure) through Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Hodges-Lehmann estimate for oxygen saturation level, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence interval. 

[c] p-value comparing oxygen saturation level in the ACTIVE group to the same in the PLACEBO group. 

Note: The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). A positive value for the median difference favours 

AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third 

quartile; SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_QUATI_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [b] 

Timepoint [a] Group n Statistic  Median difference 95% CI p value [c] 

Day 7 AZD7442 600 mg IM N=33 31 Mean 97.4 0.00 (-1.00, 0.00) 0.390 

  SD 2.1    

  Min 89.0    

  Q1 97.0    

  Median 98.0    

  Q3 99.0    

  Max 100.0    

 

 Placebo IM N=33 31 Mean 97.9    

  SD 1.4    

  Min 94.0    

  Q1 97.0    

  Median 98.0    

  Q3 99.0    

  Max 100.0    

 

Day 14 AZD7442 600 mg IM N=33 30 Mean 97.5 0.00 (-1.00, 0.00) 0.194 

  SD 1.3    

  Min 94.0    

  Q1 97.0    

  Median 97.5    

  Q3 98.0    

  Max 100.0    

 

 Placebo IM N=33 31 Mean 97.8    

  SD 1.5    

  Min 93.0    

  Q1 97.0    

  Median 98.0    

  Q3 99.0    

  Max 100.0    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.11a 

Level (quantitative) of oxygen saturation (i.e., pulse oximeter measure) through Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Hodges-Lehmann estimate for oxygen saturation level, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence interval. 

[c] p-value comparing oxygen saturation level in the ACTIVE group to the same in the PLACEBO group. 

Note: The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). A positive value for the median difference favours 

AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third 

quartile; SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_QUATI_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [b] 

Timepoint [a] Group n Statistic  Median difference 95% CI p value [c] 

Day 28 AZD7442 600 mg IM N=33 31 Mean 97.5 0.00 (0.00, 1.00) 0.102 

  SD 1.2    

  Min 94.0    

  Q1 97.0    

  Median 98.0    

  Q3 98.0    

  Max 99.0    

 

 Placebo IM N=33 27 Mean 98.0    

  SD 1.4    

  Min 93.0    

  Q1 98.0    

  Median 98.0    

  Q3 99.0    

  Max 100.0    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.11.1a 

Change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at Day 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is estimated by the observed mean change divided by pooled standard deviation. 

Note: CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; SD 

= Standard deviation. 

Program Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_QUATI_CHG_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Timepoint [a] Group n Statistic  Mean difference Effect size (95% CI) [b] 

Day 3 AZD7442 600 mg IM N=33 31 Mean -0.2 -0.05 -0.02 (-0.51, 0.46) 

  SD 1.8   

  Min -6.0   

  Q1 -1.0   

  Median 0.0   

  Q3 1.0   

  Max 4.0   

 

 Placebo IM N=33 32 Mean -0.1   

  SD 1.5   

  Min -4.7   

  Q1 -0.8   

  Median 0.0   

  Q3 0.3   

  Max 4.0   

 

Day 7 AZD7442 600 mg IM N=33 31 Mean -0.1 -0.24 -0.13 (-0.62, 0.36) 

  SD 2.2   

  Min -8.0   

  Q1 -1.0   

  Median 0.0   

  Q3 1.0   

  Max 4.0   

 

 Placebo IM N=33 31 Mean 0.2   

  SD 1.2   

  Min -4.0   

  Q1 0.0   

  Median 0.0   

  Q3 1.0   

  Max 3.0   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.11.1a 

Change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is estimated by the observed mean change divided by pooled standard deviation. 

Note: CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; SD 

= Standard deviation. 

Program Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_QUATI_CHG_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Timepoint [a] Group n Statistic  Mean difference Effect size (95% CI) [b] 

Day 14 AZD7442 600 mg IM N=33 30 Mean 0.1 -0.04 -0.03 (-0.52, 0.47) 

  SD 1.6   

  Min -2.0   

  Q1 -1.0   

  Median 0.0   

  Q3 1.0   

  Max 4.0   

 

 Placebo IM N=33 31 Mean 0.1   

  SD 1.2   

  Min -2.0   

  Q1 -1.0   

  Median 0.0   

  Q3 1.0   

  Max 3.0   

 

Day 28 AZD7442 600 mg IM N=33 31 Mean 0.2 -0.22 -0.16 (-0.67, 0.35) 

  SD 1.4   

  Min -2.0   

  Q1 -1.0   

  Median 0.0   

  Q3 1.0   

  Max 3.0   

 

 Placebo IM N=33 27 Mean 0.4   

  SD 1.3   

  Min -2.0   

  Q1 -0.5   

  Median 0.0   

  Q3 2.0   

  Max 3.0   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.11.2a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at Day 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An unstructured (UN) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_QUATI_MMRM_HR.sas 01SEP2022 16:26 

 

 

Within treatment groups 

 

Between treatment groups 

Timepoint [a] Group n 

Within-group LS mean changes 

(95%CI) P value 

Between-group differences  

LS mean changes (95%CI) P value Effect size (95% CI) [b] 

Day 3 AZD7442 600 mg IM 31 -0.25 (-0.86, 0.36) 0.4137 -0.20 (-1.06, 0.66) 0.6407 -0.11 (-0.61, 0.38) 

 

 Placebo IM 32 -0.05 (-0.65, 0.55) 0.8697    

 

Day 7 AZD7442 600 mg IM 31 -0.18 (-0.77, 0.41) 0.5406 -0.44 (-1.27, 0.39) 0.2972 -0.26 (-0.76, 0.24) 

 

 Placebo IM 31 0.26 (-0.33, 0.85) 0.3859    

 

Day 14 AZD7442 600 mg IM 30 0.03 (-0.41, 0.47) 0.8791 -0.19 (-0.81, 0.43) 0.5496 -0.15 (-0.65, 0.35) 

 

 Placebo IM 31 0.22 (-0.22, 0.66) 0.3153    

 

Day 28 AZD7442 600 mg IM 31 0.07 (-0.34, 0.48) 0.7252 -0.36 (-0.96, 0.25) 0.2412 -0.30 (-0.82, 0.22) 

 

 Placebo IM 27 0.43 (-0.01, 0.86) 0.0547    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.12a 

Level (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Hodges-Lehmann estimate for location shift of Log 10 transformed SARS-CoV-2 RNA level from NP swabs, comparing the treatment groups (ACTIVE - PLACEBO) and 

the associated 95% confidence interval. 

[c] p-value comparing Log 10 transformed SARS-CoV-2 RNA level from NP swabs in the ACTIVE group to the same in the PLACEBO group. 

Note: The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). A negative value for the median difference favours 

AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal; Q1 = First 

quartile; Q3 = Third quartile; SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_D28_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [b] 

Timepoint Group n Statistic [a]  Median difference 95% CI p value [c] 

Baseline AZD7442 600 mg IM N=33 27 Mean 4.7 0.70 (-0.85, 2.69) 0.420 

  SD 2.2    

  Min 0.7    

  Q1 3.2    

  Median 5.7    

  Q3 6.0    

  Max 8.0    

 

 Placebo IM N=33 29 Mean 4.0    

  SD 2.7    

  Min 0.7    

  Q1 1.7    

  Median 3.1    

  Q3 6.7    

  Max 8.3    

 

Day 3 AZD7442 600 mg IM N=33 28 Mean 3.0 0.87 (-0.18, 1.75) 0.195 

  SD 1.4    

  Min 0.7    

  Q1 1.7    

  Median 3.2    

  Q3 3.9    

  Max 5.7    

 

 Placebo IM N=33 28 Mean 2.6    

  SD 2.2    

  Min 0.7    

  Q1 0.7    

  Median 1.9    

  Q3 3.9    

  Max 8.0    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.12a 

Level (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Hodges-Lehmann estimate for location shift of Log 10 transformed SARS-CoV-2 RNA level from NP swabs, comparing the treatment groups (ACTIVE - PLACEBO) and 

the associated 95% confidence interval. 

[c] p-value comparing Log 10 transformed SARS-CoV-2 RNA level from NP swabs in the ACTIVE group to the same in the PLACEBO group. 

Note: The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). A negative value for the median difference favours 

AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal; Q1 = First 

quartile; Q3 = Third quartile; SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_D28_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [b] 

Timepoint Group n Statistic [a]  Median difference 95% CI p value [c] 

Day 7 AZD7442 600 mg IM N=33 26 Mean 1.8 0.00 (-0.51, 1.00) 0.825 

  SD 1.2    

  Min 0.7    

  Q1 0.7    

  Median 1.7    

  Q3 1.7    

  Max 5.1    

 

 Placebo IM N=33 29 Mean 1.9    

  SD 1.5    

  Min 0.7    

  Q1 0.7    

  Median 1.7    

  Q3 3.2    

  Max 6.1    

 

Day 14 AZD7442 600 mg IM N=33 26 Mean 1.2 0.00 (0.00, 0.00) 0.769 

  SD 0.7    

  Min 0.7    

  Q1 0.7    

  Median 0.7    

  Q3 1.7    

  Max 2.8    

 

 Placebo IM N=33 29 Mean 1.3    

  SD 0.7    

  Min 0.7    

  Q1 0.7    

  Median 0.7    

  Q3 1.7    

  Max 3.5    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.12a 

Level (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Hodges-Lehmann estimate for location shift of Log 10 transformed SARS-CoV-2 RNA level from NP swabs, comparing the treatment groups (ACTIVE - PLACEBO) and 

the associated 95% confidence interval. 

[c] p-value comparing Log 10 transformed SARS-CoV-2 RNA level from NP swabs in the ACTIVE group to the same in the PLACEBO group. 

Note: The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). A negative value for the median difference favours 

AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal; Q1 = First 

quartile; Q3 = Third quartile; SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_D28_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [b] 

Timepoint Group n Statistic [a]  Median difference 95% CI p value [c] 

Day 28 AZD7442 600 mg IM N=33 30 Mean 1.0 0.00 (0.00, 0.00) 0.713 

  SD 0.5    

  Min 0.7    

  Q1 0.7    

  Median 0.7    

  Q3 0.7    

  Max 2.2    

 

 Placebo IM N=33 26 Mean 0.9    

  SD 0.6    

  Min 0.7    

  Q1 0.7    

  Median 0.7    

  Q3 0.7    

  Max 3.0    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.12.1a 

Change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is estimated by the observed mean change divided by pooled standard deviation. 

Note: CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; SD 

= Standard deviation. 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_CHG_HR.sas 23AUG2022 18:28 

 

 

Comparison of treatment groups 

Timepoint [a] Group n Statistic  Mean difference Effect size (95% CI) [b] 

Day 3 AZD7442 600 mg IM N=33 24 Mean -1.9 -0.57 -0.30 (-0.86, 0.26) 

  SD 1.8   

  Min -4.9   

  Q1 -3.3   

  Median -1.7   

  Q3 -0.8   

  Max 2.6   

 

 Placebo IM N=33 24 Mean -1.3   

  SD 1.7   

  Min -7.3   

  Q1 -1.5   

  Median -1.0   

  Q3 0.0   

  Max 0.1   

 

Day 7 AZD7442 600 mg IM N=33 24 Mean -2.7 -0.84 -0.62 (-1.18, -0.06) 

  SD 2.1   

  Min -7.3   

  Q1 -4.1   

  Median -2.9   

  Q3 -1.0   

  Max 1.0   

 

 Placebo IM N=33 25 Mean -1.9   

  SD 1.8   

  Min -5.4   

  Q1 -3.5   

  Median -1.4   

  Q3 0.0   

  Max 0.0   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.12.1a 

Change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is estimated by the observed mean change divided by pooled standard deviation. 

Note: CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; SD 

= Standard deviation. 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_CHG_HR.sas 23AUG2022 18:28 

 

 

Comparison of treatment groups 

Timepoint [a] Group n Statistic  Mean difference Effect size (95% CI) [b] 

Day 14 AZD7442 600 mg IM N=33 23 Mean -3.7 -1.00 -1.41 (-2.04, -0.79) 

  SD 2.2   

  Min -7.3   

  Q1 -5.2   

  Median -4.0   

  Q3 -3.1   

  Max 0.7   

 

 Placebo IM N=33 25 Mean -2.7   

  SD 2.3   

  Min -6.3   

  Q1 -4.5   

  Median -2.3   

  Q3 -1.0   

  Max 0.0   

 

Day 28 AZD7442 600 mg IM N=33 25 Mean -4.1 -1.15 -2.19 (-2.90, -1.48) 

  SD 2.0   

  Min -7.3   

  Q1 -5.2   

  Median -4.9   

  Q3 -3.7   

  Max 0.0   

 

 Placebo IM N=33 23 Mean -2.9   

  SD 2.4   

  Min -7.0   

  Q1 -5.2   

  Median -2.4   

  Q3 0.0   

  Max 0.0   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.12.2a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An unstructured (UN) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_HR.sas 01SEP2022 16:28 

 

 

Within treatment groups 

 

Between treatment groups 

Timepoint [a] Group n 

Within-group LS mean changes 

(95%CI) P value 

Between-group differences  

LS mean changes (95%CI) P value Effect size (95% CI) [b] 

Day 3 AZD7442 600 mg IM 24 -1.44 (-2.14, -0.75) 0.0001 0.30 (-0.69, 1.29) 0.5445 0.17 (-0.40, 0.74) 

 

 Placebo IM 24 -1.74 (-2.44, -1.04) <.0001    

 

Day 7 AZD7442 600 mg IM 24 -2.62 (-3.10, -2.15) <.0001 -0.26 (-0.93, 0.41) 0.4341 -0.22 (-0.78, 0.35) 

 

 Placebo IM 25 -2.36 (-2.83, -1.89) <.0001    

 

Day 14 AZD7442 600 mg IM 23 -3.19 (-3.45, -2.93) <.0001 -0.12 (-0.48, 0.25) 0.5204 -0.18 (-0.75, 0.39) 

 

 Placebo IM 25 -3.07 (-3.32, -2.82) <.0001    

 

Day 28 AZD7442 600 mg IM 25 -3.50 (-3.73, -3.28) <.0001 -0.16 (-0.49, 0.17) 0.3428 -0.26 (-0.83, 0.30) 

 

 Placebo IM 23 -3.34 (-3.58, -3.11) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.13a 

Area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected NP swabs at days 0, 3, 7, 

14, 28, and throught Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA, comparing the treatment 

groups (ACTIVE - PLACEBO) and the associated 95% confidence interval. 

[b] p-value comparing area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA in the ACTIVE group to the same in 

the PLACEBO group. The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). 

Note: AUC is defined as the area below the line formed by joining measured values at each successive measurement time and above the lower limit of quantification 

of the assay, calculated using the trapezoidal rule. Detailed calculation rules are provided in the SAP. A positive value for the median difference favours AZD7442 

600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_D28_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Timepoint Group n Statistic  Median difference 95% CI p value [b] 

Baseline AZD7442 600 mg IM N=33 27 Mean 3.0 0.49 (-0.47, 2.57) 0.417 

  SD 1.9    

  Min 0.0    

  Q1 1.2    

  Median 3.7    

  Q3 4.0    

  Max 6.0    

 

 Placebo IM N=33 29 Mean 2.3    

  SD 2.4    

  Min 0.0    

  Q1 0.0    

  Median 1.1    

  Q3 4.7    

  Max 6.3    

 

Day 3 AZD7442 600 mg IM N=33 27 Mean 1.2 0.00 (-0.23, 0.87) 0.665 

  SD 1.2    

  Min 0.0    

  Q1 0.0    

  Median 1.3    

  Q3 2.0    

  Max 3.7    

 

 Placebo IM N=33 29 Mean 1.4    

  SD 1.9    

  Min 0.0    

  Q1 0.0    

  Median 0.2    

  Q3 2.6    

  Max 6.0    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.13a 

Area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected NP swabs at days 0, 3, 7, 

14, 28, and throught Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA, comparing the treatment 

groups (ACTIVE - PLACEBO) and the associated 95% confidence interval. 

[b] p-value comparing area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA in the ACTIVE group to the same in 

the PLACEBO group. The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). 

Note: AUC is defined as the area below the line formed by joining measured values at each successive measurement time and above the lower limit of quantification 

of the assay, calculated using the trapezoidal rule. Detailed calculation rules are provided in the SAP. A positive value for the median difference favours AZD7442 

600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_D28_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Timepoint Group n Statistic  Median difference 95% CI p value [b] 

Day 7 AZD7442 600 mg IM N=33 27 Mean 0.4 0.00 (0.00, 0.00) 0.515 

  SD 0.8    

  Min 0.0    

  Q1 0.0    

  Median 0.0    

  Q3 0.6    

  Max 3.1    

 

 Placebo IM N=33 29 Mean 0.8    

  SD 1.3    

  Min 0.0    

  Q1 0.0    

  Median 0.0    

  Q3 1.3    

  Max 4.1    

 

Day 14 AZD7442 600 mg IM N=33 27 Mean 0.1 0.00 (0.00, 0.00) 0.317 

  SD 0.2    

  Min 0.0    

  Q1 0.0    

  Median 0.0    

  Q3 0.0    

  Max 0.9    

 

 Placebo IM N=33 29 Mean 0.2    

  SD 0.5    

  Min 0.0    

  Q1 0.0    

  Median 0.0    

  Q3 0.0    

  Max 2.4    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.13a 

Area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected NP swabs at days 0, 3, 7, 

14, 28, and throught Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA, comparing the treatment 

groups (ACTIVE - PLACEBO) and the associated 95% confidence interval. 

[b] p-value comparing area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA in the ACTIVE group to the same in 

the PLACEBO group. The p-value is based on the two-sided Wilcoxon Rank Sum test (performed at the 5% level of significance). 

Note: AUC is defined as the area below the line formed by joining measured values at each successive measurement time and above the lower limit of quantification 

of the assay, calculated using the trapezoidal rule. Detailed calculation rules are provided in the SAP. A positive value for the median difference favours AZD7442 

600 mg IM. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_D28_HR.sas 21AUG2022 15:09 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Timepoint Group n Statistic  Median difference 95% CI p value [b] 

Day 28 AZD7442 600 mg IM N=33 27 Mean 0.0 0.00 (0.00, 0.00) 0.556 

  SD 0.0    

  Min 0.0    

  Q1 0.0    

  Median 0.0    

  Q3 0.0    

  Max 0.2    

 

 Placebo IM N=33 29 Mean 0.0    

  SD 0.2    

  Min 0.0    

  Q1 0.0    

  Median 0.0    

  Q3 0.0    

  Max 1.0    

 

Day 0 through Day 28 AZD7442 600 mg IM N=33 27 Mean 11.3 2.34 (-3.45, 7.14) 0.419 

  SD 9.2    

  Min 0.0    

  Q1 4.6    

  Median 10.0    

  Q3 17.2    

  Max 39.8    

 

 Placebo IM N=33 29 Mean 13.2    

  SD 17.6    

  Min 0.0    

  Q1 0.0    

  Median 3.4    

  Q3 23.9    

  Max 55.1    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.13.1a 

Change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected NP swabs at days 

0, 3, 7, 14, 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is estimated by the observed mean change divided by pooled standard deviation. 

Note: CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; SD 

= Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_CHG_HR.sas 23AUG2022 21:31 

 

 

Comparison of treatment groups 

Timepoint Group n Statistic  Mean difference Effect size (95% CI) [a] 

Day 3 AZD7442 600 mg IM N=33 27 Mean -1.7 -0.81 -0.50 (-1.02, 0.03) 

  SD 1.5   

  Min -4.6   

  Q1 -3.1   

  Median -1.6   

  Q3 -0.7   

  Max 1.3   

 

 Placebo IM N=33 29 Mean -0.9   

  SD 1.4   

  Min -6.0   

  Q1 -1.1   

  Median -0.5   

  Q3 0.0   

  Max 0.1   

 

Day 7 AZD7442 600 mg IM N=33 27 Mean -2.6 -1.01 -0.92 (-1.47, -0.38) 

  SD 1.7   

  Min -6.0   

  Q1 -3.8   

  Median -3.1   

  Q3 -0.9   

  Max 0.0   

 

 Placebo IM N=33 29 Mean -1.6   

  SD 1.7   

  Min -4.8   

  Q1 -2.3   

  Median -1.0   

  Q3 0.0   

  Max 0.0   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.13.1a 

Change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected NP swabs at days 

0, 3, 7, 14, 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is estimated by the observed mean change divided by pooled standard deviation. 

Note: CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; Q1 = First quartile; Q3 = Third quartile; SD 

= Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_CHG_HR.sas 23AUG2022 21:31 

 

 

Comparison of treatment groups 

Timepoint Group n Statistic  Mean difference Effect size (95% CI) [a] 

Day 14 AZD7442 600 mg IM N=33 27 Mean -2.9 -0.69 -1.67 (-2.28, -1.07) 

  SD 1.9   

  Min -6.0   

  Q1 -4.0   

  Median -3.6   

  Q3 -1.2   

  Max 0.4   

 

 Placebo IM N=33 29 Mean -2.2   

  SD 2.2   

  Min -6.0   

  Q1 -4.1   

  Median -1.1   

  Q3 0.0   

  Max 0.0   

 

Day 28 AZD7442 600 mg IM N=33 27 Mean -3.0 -0.66 -4.98 (-6.04, -3.92) 

  SD 1.9   

  Min -6.0   

  Q1 -4.0   

  Median -3.7   

  Q3 -1.2   

  Max 0.0   

 

 Placebo IM N=33 29 Mean -2.3   

  SD 2.4   

  Min -6.3   

  Q1 -4.7   

  Median -1.1   

  Q3 0.0   

  Max 0.0   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.13.2a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_HR.sas 01SEP2022 16:29 

 

 

Within treatment groups 

 

Between treatment groups 

Timepoint Group n 

Within-group LS mean changes 

(95%CI) P value 

Between-group differences  

LS mean changes (95%CI) P value Effect size (95% CI) [a] 

Day 3 AZD7442 600 mg IM 27 -1.48 (-1.82, -1.14) <.0001 -0.33 (-0.81, 0.14) 0.1693 -0.36 (-0.89, 0.17) 

 

 Placebo IM 29 -1.15 (-1.48, -0.82) <.0001    

 

Day 7 AZD7442 600 mg IM 27 -2.31 (-2.66, -1.97) <.0001 -0.53 (-1.01, -0.05) 0.0291 -0.58 (-1.11, -0.04) 

 

 Placebo IM 29 -1.78 (-2.11, -1.46) <.0001    

 

Day 14 AZD7442 600 mg IM 27 -2.61 (-2.96, -2.27) <.0001 -0.21 (-0.69, 0.26) 0.3774 -0.23 (-0.76, 0.29) 

 

 Placebo IM 29 -2.40 (-2.73, -2.07) <.0001    

 

Day 28 AZD7442 600 mg IM 27 -2.70 (-3.05, -2.36) <.0001 -0.18 (-0.66, 0.29) 0.4523 -0.20 (-0.72, 0.33) 

 

 Placebo IM 29 -2.52 (-2.85, -2.19) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.14a 

Death from any cause or hospitalization during the 28-day period from and including the day of the first dose of investigational agent or placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Time to event is defined as the time (days) from and including the day of the first dose of investigational agent or placebo to death from any cause or 

hospitalization during the 28-day period. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived 

via log-log transformation. 

[b] Kaplan-Meier product-limit estimate of percentage of subjects without event between the ACTIVE and the PLACEBO groups. 

[c] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without event between the ACTIVE and the PLACEBO groups. The test was performed at 

the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; PCTL = percentile. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_T2DEATH_HOSP_D28_HR.sas 21AUG2022 15:09 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [a]: 

 

Comparison of treatment groups 

Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [b] 95% CI 

p value 

[c] 

Hazard Ratio 

(95% CI) 

p 

value 

AZD7442 600 mg IM N=33 Died or hospitalized 2 6.1 NE (NE, NE)/ 93.94 (77.88, 98.45) 0.951 0.97 (0.14, 6.88) 0.975 

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 28 days 31 93.9       

 No Event, Followup < 28 days 0 0.0       

 

Placebo IM N=33 Died or hospitalized 2 6.1 NE (NE, NE)/ 93.94 (77.88, 98.45)    

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 28 days 29 87.9       

 No Event, Followup < 28 days 2 6.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.15a 

Death from any cause during the 28-day period from and including the day of the first dose of investigational agent or placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Time to event is defined as the time (days) from and including the day of the first dose of investigational agent or placebo to death from any cause during 

the 28-day period. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[b] Kaplan-Meier product-limit estimate of percentage of subjects without event between the ACTIVE and the PLACEBO groups. 

[c] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without event between the ACTIVE and the PLACEBO groups. The test was performed at 

the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; PCTL = percentile. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_T2DEATH_D28_HR.sas 21AUG2022 15:11 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [a]: 

 

Comparison of treatment groups 

Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [b] 95% CI 

p value 

[c] 

Hazard Ratio 

(95% CI) 

p 

value 

AZD7442 600 mg IM N=33 Died 0 0.0 NE (NE, NE)/ 100.00 (100.00, 100.00) NE NE (NE, NE) NE 

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 28 days 33 100.0       

 No Event, Followup < 28 days 0 0.0       

 

Placebo IM N=33 Died 0 0.0 NE (NE, NE)/ 100.00 (100.00, 100.00)    

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 28 days 31 93.9       

 No Event, Followup < 28 days 2 6.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.16a 

Death from any cause or hospitalization during the 24-week period from and including the day of the first dose of investigational agent or placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Time to event is defined as the time (days) from and including the day of the first dose of investigational agent or placebo to death from any cause or 

hospitalization during the 24-week period. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived 

via log-log transformation. 

[b] Kaplan-Meier product-limit estimate of percentage of subjects without event between the ACTIVE and the PLACEBO groups. 

[c] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without event between the ACTIVE and the PLACEBO groups. The test was performed at 

the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; PCTL = percentile. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_T2DEATH_HOSP_WK24_HR.sas 21AUG2022 15:11 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [a]: 

 

Comparison of treatment groups 

Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [b] 95% CI 

p value 

[c] 

Hazard Ratio 

(95% CI) 

p 

value 

AZD7442 600 mg IM N=33 Died or hospitalized 2 6.1 NE (NE, NE)/ 93.94 (77.88, 98.45) 0.951 0.97 (0.14, 6.88) 0.975 

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 24 weeks 28 84.8       

 No Event, Followup < 24 weeks 3 9.1       

 

Placebo IM N=33 Died or hospitalized 2 6.1 NE (NE, NE)/ 93.94 (77.88, 98.45)    

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 24 weeks 28 84.8       

 No Event, Followup < 24 weeks 3 9.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.17a 

Death from any cause during the 24-week period from and including the day of the first dose of investigational agent or placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Time to event is defined as the time (days) from and including the day of the first dose of investigational agent or placebo to death from any cause during 

the 24-week period. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[b] Kaplan-Meier product-limit estimate of percentage of subjects without event between the ACTIVE and the PLACEBO groups. 

[c] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without event between the ACTIVE and the PLACEBO groups. The test was performed at 

the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; PCTL = percentile. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_T2DEATH_WK24_HR.sas 21AUG2022 15:11 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [a]: 

 

Comparison of treatment groups 

Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [b] 95% CI 

p value 

[c] 

Hazard Ratio 

(95% CI) 

p 

value 

AZD7442 600 mg IM N=33 Died 0 0.0 NE (NE, NE)/ 100.00 (100.00, 100.00) NE NE (NE, NE) NE 

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 24 weeks 29 87.9       

 No Event, Followup < 24 weeks 4 12.1       

 

Placebo IM N=33 Died 0 0.0 NE (NE, NE)/ 100.00 (100.00, 100.00)    

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 24 weeks 30 90.9       

 No Event, Followup < 24 weeks 3 9.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.18a 

Time to hospitalization during the 28-day period from and including the day of the first dose of investigational agent or placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Time to event is defined as the time (days) from and including the day of the first dose of investigational agent or placebo to hospitalization during the 

28-day period. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[b] Kaplan-Meier product-limit estimate of percentage of subjects without event between the ACTIVE and the PLACEBO groups. 

[c] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without event between the ACTIVE and the PLACEBO groups. The test was performed at 

the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; PCTL = percentile. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_T2_HOSP_D28_HR.sas 12SEP2022 19:37 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [a]: 

 

Comparison of treatment groups 

Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [b] 95% CI 

p value 

[c] 

Hazard Ratio 

(95% CI) 

p 

value 

AZD7442 600 mg IM N=33 Hospitalized 2 6.1 NE (NE, NE)/ 93.94 (77.88, 98.45) 0.951 0.97 (0.14, 6.88) 0.975 

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 28 days 31 93.9       

 No Event, Followup < 28 days 0 0.0       

 

Placebo IM N=33 Hospitalized 2 6.1 NE (NE, NE)/ 93.94 (77.88, 98.45)    

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 28 days 29 87.9       

 No Event, Followup < 28 days 2 6.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 1.19a 

Time to hospitalization during the 24-week period from and including the day of the first dose of investigational agent or placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Time to event is defined as the time (days) from and including the day of the first dose of investigational agent or placebo to hospitalization during the 

24-week period. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[b] Kaplan-Meier product-limit estimate of percentage of subjects without event between the ACTIVE and the PLACEBO groups. 

[c] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without event between the ACTIVE and the PLACEBO groups. The test was performed at 

the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group; PCTL = percentile. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_T2_HOSP_WK24_HR.sas 12SEP2022 19:37 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [a]: 

 

Comparison of treatment groups 

Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [b] 95% CI 

p value 

[c] 

Hazard Ratio 

(95% CI) 

p 

value 

AZD7442 600 mg IM N=33 Hospitalized 2 6.1 NE (NE, NE)/ 93.94 (77.88, 98.45) 0.951 0.97 (0.14, 6.88) 0.975 

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 24 weeks 28 84.8       

 No Event, Followup < 24 weeks 3 9.1       

 

Placebo IM N=33 Hospitalized 2 6.1 NE (NE, NE)/ 93.94 (77.88, 98.45)    

    NE (NE, NE)/      

    NE (NE, NE)      

 No Event, Followup >= 24 weeks 28 84.8       

 No Event, Followup < 24 weeks 3 9.1       

 

 

Page 44 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.2a 

New Grade 2 or Higher AE Through Study Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 
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Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Sex 

  Male sex at birth 

 AZD7442 600 mg IM 

N=17 

 6 (35.3)  Risk ratio (relative risk) 

[a][b] 

1.24 (0.43, 3.53) 0.693 0.179 

      Relative Risk Reduction (%) -23.53 (-252.63, 56.73)   

      Odds Ratio [c] 1.36 (0.30, 6.28) 0.691  

      Absolute Risk Reduction (%) [c] 6.72 (-26.08, 39.53)   

  Placebo IM N=14  4 (28.6)       

 

  Female sex at birth  AZD7442 600 mg IM 

N=16 

 7 (43.8)  Risk ratio (relative risk) 

[a][b] 

4.16 (1.00, 17.26) 0.050  

      Relative Risk Reduction (%) -315.62 (-1626.06, -0.08)   

      Odds Ratio [c] 6.61 (1.13, 38.70) 0.036  

      Absolute Risk Reduction (%) [c] 33.22 (5.27, 61.17)   

  Placebo IM N=19  2 (10.5)       

 

Race 

  White 

 AZD7442 600 mg IM 

N=25 

 9 (36.0)  Risk ratio (relative risk) 

[a][b] 

1.73 (0.68, 4.42) 0.254 0.391 

      Relative Risk Reduction (%) -72.80 (-341.85, 32.42)   

      Odds Ratio [c] 2.14 (0.59, 7.68) 0.245  

      Absolute Risk Reduction (%) [c] 15.17 (-9.69, 40.03)   

  Placebo IM N=24  5 (20.8)       

 

  Non-white  AZD7442 600 mg IM 

N=8 

 4 (50.0)  Risk ratio (relative risk) 

[a][b] 

4.50 (0.63, 32.38) 0.135  

      Relative Risk Reduction (%) -350.00 (-3138.21, 37.47)   

      Odds Ratio [c] 8.00 (0.66, 97.31) 0.103  

      Absolute Risk Reduction (%) [c] 38.89 (-1.39, 79.16)   

  Placebo IM N=9  1 (11.1)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.2a 

New Grade 2 or Higher AE Through Study Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_D28_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Ethnicity 

  Hispanic 

 AZD7442 600 mg IM 

N=10 

 4 (40.0)  Risk ratio (relative risk) 

[a][b] 

5.60 (0.73, 42.87) 0.097 0.244 

      Relative Risk Reduction (%) -460.00 (-4187.43, 26.86)   

      Odds Ratio [c] 8.67 (0.79, 95.09) 0.077  

      Absolute Risk Reduction (%) [c] 32.86 (-0.37, 66.08)   

  Placebo IM N=14  1 (7.1)       

 

  Not Hispanic  AZD7442 600 mg IM 

N=23 

 9 (39.1)  Risk ratio (relative risk) 

[a][b] 

1.49 (0.60, 3.69) 0.392  

      Relative Risk Reduction (%) -48.70 (-268.97, 40.07)   

      Odds Ratio [c] 1.80 (0.48, 6.74) 0.383  

      Absolute Risk Reduction (%) [c] 12.81 (-15.29, 40.92)   

  Placebo IM N=19  5 (26.3)       

 

Age Group 

  <60 

 AZD7442 600 mg IM 

N=31 

 12 (38.7)  Risk ratio (relative risk) 

[a][b] 

2.42 (0.89, 6.59) 0.084 0.858 

      Relative Risk Reduction (%) -141.94 (-558.60, 11.13)   

      Odds Ratio [c] 3.32 (0.91, 12.05) 0.069  

      Absolute Risk Reduction (%) [c] 22.71 (0.34, 45.08)   

  Placebo IM N=25  4 (16.0)       

 

  >=60  AZD7442 600 mg IM 

N=2 

 1 (50.0)  Risk ratio (relative risk) 

[a][b] 

2.00 (0.32, 12.51) 0.459  

      Relative Risk Reduction (%) -100.00 (-1151.00, 68.03)   

      Odds Ratio [c] 3.00 (0.12, 73.64) 0.501  

      Absolute Risk Reduction (%) [c] 25.00 (-50.51, 100.00)   

  Placebo IM N=8  2 (25.0)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.2a 

New Grade 2 or Higher AE Through Study Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_D28_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Co-morbidity Status 

  No comorbidities 

 AZD7442 600 mg IM 

N=1 

 1 (100.0)  Risk ratio (relative risk) 

[a][b] 

2.00 (0.75, 5.33) 0.166 0.670 

      Relative Risk Reduction (%) -100.00 (-432.88, 24.94)   

      Odds Ratio [c] 3.00 (0.08, 115.34) 0.555  

      Absolute Risk Reduction (%) [c] 49.99 (0.95, 99.03)   

  Placebo IM N=4  2 (50.0)       

 

  At least one comorbidity  AZD7442 600 mg IM 

N=32 

 12 (37.5)  Risk ratio (relative risk) 

[a][b] 

2.72 (0.99, 7.49) 0.053  

      Relative Risk Reduction (%) -171.88 (-649.37, 1.36)   

      Odds Ratio [c] 3.75 (1.05, 13.42) 0.042  

      Absolute Risk Reduction (%) [c] 23.71 (2.76, 44.66)   

  Placebo IM N=29  4 (13.8)       

 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 AZD7442 600 mg IM 

N=12 

 4 (33.3)  Risk ratio (relative risk) 

[a][b] 

2.17 (0.48, 9.76) 0.314 0.990 

      Relative Risk Reduction (%) -116.67 (-876.04, 51.90)   

      Odds Ratio [c] 2.75 (0.40, 18.88) 0.303  

      Absolute Risk Reduction (%) [c] 17.95 (-15.16, 51.06)   

  Placebo IM N=13  2 (15.4)       

 

  > 5 days  AZD7442 600 mg IM 

N=21 

 9 (42.9)  Risk ratio (relative risk) 

[a][b] 

2.14 (0.78, 5.86) 0.138  

      Relative Risk Reduction (%) -114.29 (-486.04, 21.65)   

      Odds Ratio [c] 3.00 (0.74, 12.11) 0.123  

      Absolute Risk Reduction (%) [c] 22.86 (-4.63, 50.34)   

  Placebo IM N=20  4 (20.0)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.2a 

New Grade 2 or Higher AE Through Study Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_D28_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Baseline antibody status 

  Negative 

 AZD7442 600 mg IM 

N=23 

 10 (43.5)  Risk ratio (relative risk) 

[a][b] 

1.74 (0.59, 5.15) 0.318 0.778 

      Relative Risk Reduction (%) -73.91 (-414.75, 41.24)   

      Odds Ratio [c] 2.31 (0.49, 10.82) 0.289  

      Absolute Risk Reduction (%) [c] 18.48 (-13.31, 50.27)   

  Placebo IM N=12  3 (25.0)       

 

  Positive  AZD7442 600 mg IM 

N=5 

 1 (20.0)  Risk ratio (relative risk) 

[a][b] 

19074374903.95 (4317874101.98, 

84261784707.86) 

<.001  

      Relative Risk Reduction (%) -1907437490295.14 (-8426178470686.23

, -431787410097.76) 

  

      Odds Ratio [c] 3.00 (0.09, 95.17) 0.533  

      Absolute Risk Reduction (%) [c] 20.00 (-15.07, 55.06)   

  Placebo IM N=4  0 (0.0)       

 

  Missing  AZD7442 600 mg IM 

N=5 

 2 (40.0)  Risk ratio (relative risk) 

[a][b] 

2.27 (0.51, 10.01) 0.280  

      Relative Risk Reduction (%) -126.67 (-901.31, 48.69)   

      Odds Ratio [c] 3.11 (0.35, 27.55) 0.308  

      Absolute Risk Reduction (%) [c] 22.35 (-24.25, 68.96)   

  Placebo IM N=17  3 (17.6)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.2a 

New Grade 2 or Higher AE Through Study Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_D28_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Treatment time from 

symptom onset 

  <= 5 days 

 AZD7442 600 mg IM 

N=11 

 4 (36.4)  Risk ratio (relative risk) 

[a][b] 

2.36 (0.53, 10.54) 0.260 0.875 

      Relative Risk Reduction (%) -136.36 (-954.50, 47.02)   

      Odds Ratio [c] 3.14 (0.45, 21.96) 0.248  

      Absolute Risk Reduction (%) [c] 20.98 (-13.56, 55.52)   

  Placebo IM N=13  2 (15.4)       

 

  > 5 days  AZD7442 600 mg IM 

N=22 

 9 (40.9)  Risk ratio (relative risk) 

[a][b] 

2.05 (0.74, 5.62) 0.165  

      Relative Risk Reduction (%) -104.55 (-461.71, 25.52)   

      Odds Ratio [c] 2.77 (0.69, 11.08) 0.150  

      Absolute Risk Reduction (%) [c] 20.91 (-6.10, 47.92)   

  Placebo IM N=20  4 (20.0)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.3a 

New Grade 2 or Higher AE Through Study Week 24 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_w24_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Sex 

  Male sex at birth 

 AZD7442 600 mg IM 

N=17 

 7 (41.2)  Risk ratio (relative risk) 

[a][b] 

0.96 (0.42, 2.20) 0.925 0.172 

      Relative Risk Reduction (%) 3.92 (-120.31, 58.10)   

      Odds Ratio [c] 0.93 (0.22, 3.91) 0.925  

      Absolute Risk Reduction (%) [c] -1.68 (-36.60, 33.24)   

  Placebo IM N=14  6 (42.9)       

 

  Female sex at birth  AZD7442 600 mg IM 

N=16 

 8 (50.0)  Risk ratio (relative risk) 

[a][b] 

2.37 (0.87, 6.45) 0.090  

      Relative Risk Reduction (%) -137.50 (-545.03, 12.55)   

      Odds Ratio [c] 3.75 (0.86, 16.40) 0.079  

      Absolute Risk Reduction (%) [c] 28.95 (-1.65, 59.55)   

  Placebo IM N=19  4 (21.1)       

 

Race 

  White 

 AZD7442 600 mg IM 

N=25 

 11 (44.0)  Risk ratio (relative risk) 

[a][b] 

1.76 (0.77, 4.00) 0.178 0.500 

      Relative Risk Reduction (%) -76.00 (-300.42, 22.64)   

      Odds Ratio [c] 2.36 (0.70, 7.95) 0.167  

      Absolute Risk Reduction (%) [c] 19.00 (-7.05, 45.05)   

  Placebo IM N=24  6 (25.0)       

 

  Non-white  AZD7442 600 mg IM 

N=8 

 4 (50.0)  Risk ratio (relative risk) 

[a][b] 

1.13 (0.41, 3.08) 0.819  

      Relative Risk Reduction (%) -12.50 (-207.90, 58.90)   

      Odds Ratio [c] 1.25 (0.19, 8.44) 0.819  

      Absolute Risk Reduction (%) [c] 5.56 (-41.92, 53.04)   

  Placebo IM N=9  4 (44.4)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.3a 

New Grade 2 or Higher AE Through Study Week 24 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_w24_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Ethnicity 

  Hispanic 

 AZD7442 600 mg IM 

N=10 

 4 (40.0)  Risk ratio (relative risk) 

[a][b] 

5.60 (0.73, 42.87) 0.097 0.115 

      Relative Risk Reduction (%) -460.00 (-4187.43, 26.86)   

      Odds Ratio [c] 8.67 (0.79, 95.09) 0.077  

      Absolute Risk Reduction (%) [c] 32.86 (-0.37, 66.08)   

  Placebo IM N=14  1 (7.1)       

 

  Not Hispanic  AZD7442 600 mg IM 

N=23 

 11 (47.8)  Risk ratio (relative risk) 

[a][b] 

1.01 (0.53, 1.91) 0.976  

      Relative Risk Reduction (%) -0.97 (-91.07, 46.65)   

      Odds Ratio [c] 1.02 (0.30, 3.44) 0.976  

      Absolute Risk Reduction (%) [c] 0.46 (-29.89, 30.80)   

  Placebo IM N=19  9 (47.4)       

 

Age Group 

  <60 

 AZD7442 600 mg IM 

N=31 

 13 (41.9)  Risk ratio (relative risk) 

[a][b] 

1.75 (0.78, 3.93) 0.178 0.804 

      Relative Risk Reduction (%) -74.73 (-293.28, 22.37)   

      Odds Ratio [c] 2.29 (0.72, 7.31) 0.163  

      Absolute Risk Reduction (%) [c] 17.94 (-6.19, 42.06)   

  Placebo IM N=25  6 (24.0)       

 

  >=60  AZD7442 600 mg IM 

N=2 

 2 (100.0)  Risk ratio (relative risk) 

[a][b] 

2.00 (1.00, 4.00) 0.050  

      Relative Risk Reduction (%) -100.00 (-299.92, -0.02)   

      Odds Ratio [c] 5.00 (0.18, 136.32) 0.340  

      Absolute Risk Reduction (%) [c] 50.00 (15.33, 84.66)   

  Placebo IM N=8  4 (50.0)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.3a 

New Grade 2 or Higher AE Through Study Week 24 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_w24_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Co-morbidity Status 

  No comorbidities 

 AZD7442 600 mg IM 

N=1 

 1 (100.0)  Risk ratio (relative risk) 

[a][b] 

1.33 (0.76, 2.35) 0.319 0.524 

      Relative Risk Reduction (%) -33.33 (-134.78, 24.28)   

      Odds Ratio [c] 1.29 (0.03, 53.51) 0.895  

      Absolute Risk Reduction (%) [c] 24.99 (-17.49, 67.47)   

  Placebo IM N=4  3 (75.0)       

 

  At least one comorbidity  AZD7442 600 mg IM 

N=32 

 14 (43.8)  Risk ratio (relative risk) 

[a][b] 

1.81 (0.85, 3.86) 0.123  

      Relative Risk Reduction (%) -81.25 (-285.79, 14.85)   

      Odds Ratio [c] 2.44 (0.81, 7.35) 0.111  

      Absolute Risk Reduction (%) [c] 19.61 (-3.58, 42.81)   

  Placebo IM N=29  7 (24.1)       

 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 AZD7442 600 mg IM 

N=12 

 5 (41.7)  Risk ratio (relative risk) 

[a][b] 

1.81 (0.55, 5.98) 0.333 0.694 

      Relative Risk Reduction (%) -80.56 (-497.76, 45.46)   

      Odds Ratio [c] 2.38 (0.42, 13.39) 0.325  

      Absolute Risk Reduction (%) [c] 18.59 (-17.50, 54.68)   

  Placebo IM N=13  3 (23.1)       

 

  > 5 days  AZD7442 600 mg IM 

N=21 

 10 (47.6)  Risk ratio (relative risk) 

[a][b] 

1.36 (0.64, 2.87) 0.419  

      Relative Risk Reduction (%) -36.05 (-187.15, 35.54)   

      Odds Ratio [c] 1.69 (0.48, 5.93) 0.414  

      Absolute Risk Reduction (%) [c] 12.62 (-17.27, 42.51)   

  Placebo IM N=20  7 (35.0)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.3a 

New Grade 2 or Higher AE Through Study Week 24 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_w24_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Baseline antibody status 

  Negative 

 AZD7442 600 mg IM 

N=23 

 12 (52.2)  Risk ratio (relative risk) 

[a][b] 

NE (NE, NE) NE NE 

      Relative Risk Reduction (%) NE (NE, NE)   

      Odds Ratio [c] 1.53 (0.37, 6.25) 0.556  

      Absolute Risk Reduction (%) [c] 10.51 (-24.06, 45.07)   

  Placebo IM N=12  5 (41.7)       

 

  Positive  AZD7442 600 mg IM 

N=5 

 1 (20.0)  Risk ratio (relative risk) 

[a][b] 

NE (NE, NE) NE  

      Relative Risk Reduction (%) NE (NE, NE)   

      Odds Ratio [c] 3.00 (0.09, 95.17) 0.533  

      Absolute Risk Reduction (%) [c] 20.00 (-15.07, 55.06)   

  Placebo IM N=4  0 (0.0)       

 

  Missing  AZD7442 600 mg IM 

N=5 

 2 (40.0)  Risk ratio (relative risk) 

[a][b] 

NE (NE, NE) NE  

      Relative Risk Reduction (%) NE (NE, NE)   

      Odds Ratio [c] 1.60 (0.20, 12.69) 0.656  

      Absolute Risk Reduction (%) [c] 10.59 (-37.51, 58.68)   

  Placebo IM N=17  5 (29.4)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.3a 

New Grade 2 or Higher AE Through Study Week 24 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_w24_SUBGRP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Treatment time from 

symptom onset 

  <= 5 days 

 AZD7442 600 mg IM 

N=11 

 4 (36.4)  Risk ratio (relative risk) 

[a][b] 

1.58 (0.45, 5.57) 0.481 0.895 

      Relative Risk Reduction (%) -57.58 (-457.40, 55.45)   

      Odds Ratio [c] 1.90 (0.32, 11.31) 0.478  

      Absolute Risk Reduction (%) [c] 13.29 (-23.22, 49.79)   

  Placebo IM N=13  3 (23.1)       

 

  > 5 days  AZD7442 600 mg IM 

N=22 

 11 (50.0)  Risk ratio (relative risk) 

[a][b] 

1.43 (0.69, 2.96) 0.338  

      Relative Risk Reduction (%) -42.86 (-196.12, 31.08)   

      Odds Ratio [c] 1.86 (0.54, 6.43) 0.329  

      Absolute Risk Reduction (%) [c] 15.00 (-14.55, 44.55)   

  Placebo IM N=20  7 (35.0)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.4a 

New Grade 2 or Higher AE Through Study Week 48 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_W48_SUBGEP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Sex 

  Male sex at birth 

 AZD7442 600 mg IM 

N=17 

 8 (47.1)  Risk ratio (relative risk) 

[a][b] 

1.10 (0.50, 2.41) 0.816 0.265 

      Relative Risk Reduction (%) -9.80 (-141.32, 50.04)   

      Odds Ratio [c] 1.19 (0.29, 4.92) 0.815  

      Absolute Risk Reduction (%) [c] 4.20 (-30.94, 39.34)   

  Placebo IM N=14  6 (42.9)       

 

  Female sex at birth  AZD7442 600 mg IM 

N=16 

 9 (56.3)  Risk ratio (relative risk) 

[a][b] 

2.14 (0.90, 5.09) 0.086  

      Relative Risk Reduction (%) -113.75 (-409.01, 10.24)   

      Odds Ratio [c] 3.60 (0.87, 14.90) 0.077  

      Absolute Risk Reduction (%) [c] 29.93 (-1.42, 61.29)   

  Placebo IM N=19  5 (26.3)       

 

Race 

  White 

 AZD7442 600 mg IM 

N=25 

 13 (52.0)  Risk ratio (relative risk) 

[a][b] 

2.08 (0.95, 4.58) 0.069 0.172 

      Relative Risk Reduction (%) -108.00 (-357.70, 5.48)   

      Odds Ratio [c] 3.25 (0.97, 10.92) 0.057  

      Absolute Risk Reduction (%) [c] 27.00 (0.85, 53.15)   

  Placebo IM N=24  6 (25.0)       

 

  Non-white  AZD7442 600 mg IM 

N=8 

 4 (50.0)  Risk ratio (relative risk) 

[a][b] 

0.90 (0.36, 2.23) 0.820  

      Relative Risk Reduction (%) 10.00 (-122.80, 63.64)   

      Odds Ratio [c] 0.80 (0.12, 5.40) 0.819  

      Absolute Risk Reduction (%) [c] -5.56 (-53.04, 41.92)   

  Placebo IM N=9  5 (55.6)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.4a 

New Grade 2 or Higher AE Through Study Week 48 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_W48_SUBGEP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Ethnicity 

  Hispanic 

 AZD7442 600 mg IM 

N=10 

 4 (40.0)  Risk ratio (relative risk) 

[a][b] 

5.60 (0.73, 42.87) 0.097 0.125 

      Relative Risk Reduction (%) -460.00 (-4187.43, 26.86)   

      Odds Ratio [c] 8.67 (0.79, 95.09) 0.077  

      Absolute Risk Reduction (%) [c] 32.86 (-0.37, 66.08)   

  Placebo IM N=14  1 (7.1)       

 

  Not Hispanic  AZD7442 600 mg IM 

N=23 

 13 (56.5)  Risk ratio (relative risk) 

[a][b] 

1.07 (0.62, 1.87) 0.802  

      Relative Risk Reduction (%) -7.39 (-87.48, 38.48)   

      Odds Ratio [c] 1.17 (0.35, 3.97) 0.801  

      Absolute Risk Reduction (%) [c] 3.89 (-26.35, 34.13)   

  Placebo IM N=19  10 (52.6)       

 

Age Group 

  <60 

 AZD7442 600 mg IM 

N=31 

 15 (48.4)  Risk ratio (relative risk) 

[a][b] 

1.73 (0.84, 3.57) 0.140 0.775 

      Relative Risk Reduction (%) -72.81 (-257.22, 16.40)   

      Odds Ratio [c] 2.41 (0.79, 7.40) 0.124  

      Absolute Risk Reduction (%) [c] 20.39 (-4.50, 45.27)   

  Placebo IM N=25  7 (28.0)       

 

  >=60  AZD7442 600 mg IM 

N=2 

 2 (100.0)  Risk ratio (relative risk) 

[a][b] 

2.00 (1.00, 4.00) 0.050  

      Relative Risk Reduction (%) -100.00 (-299.92, -0.02)   

      Odds Ratio [c] 5.00 (0.18, 136.32) 0.340  

      Absolute Risk Reduction (%) [c] 50.00 (15.33, 84.66)   

  Placebo IM N=8  4 (50.0)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.4a 

New Grade 2 or Higher AE Through Study Week 48 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_W48_SUBGEP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Co-morbidity Status 

  No comorbidities 

 AZD7442 600 mg IM 

N=1 

 1 (100.0)  Risk ratio (relative risk) 

[a][b] 

1.33 (0.76, 2.35) 0.319 0.498 

      Relative Risk Reduction (%) -33.33 (-134.78, 24.28)   

      Odds Ratio [c] 1.29 (0.03, 53.51) 0.895  

      Absolute Risk Reduction (%) [c] 24.99 (-17.49, 67.47)   

  Placebo IM N=4  3 (75.0)       

 

  At least one comorbidity  AZD7442 600 mg IM 

N=32 

 16 (50.0)  Risk ratio (relative risk) 

[a][b] 

1.81 (0.91, 3.59) 0.088  

      Relative Risk Reduction (%) -81.25 (-259.18, 8.54)   

      Odds Ratio [c] 2.63 (0.90, 7.65) 0.077  

      Absolute Risk Reduction (%) [c] 22.41 (-1.35, 46.18)   

  Placebo IM N=29  8 (27.6)       

 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 AZD7442 600 mg IM 

N=12 

 5 (41.7)  Risk ratio (relative risk) 

[a][b] 

1.81 (0.55, 5.98) 0.333 0.736 

      Relative Risk Reduction (%) -80.56 (-497.76, 45.46)   

      Odds Ratio [c] 2.38 (0.42, 13.39) 0.325  

      Absolute Risk Reduction (%) [c] 18.59 (-17.50, 54.68)   

  Placebo IM N=13  3 (23.1)       

 

  > 5 days  AZD7442 600 mg IM 

N=21 

 12 (57.1)  Risk ratio (relative risk) 

[a][b] 

1.43 (0.74, 2.74) 0.284  

      Relative Risk Reduction (%) -42.86 (-174.24, 25.58)   

      Odds Ratio [c] 2.00 (0.58, 6.94) 0.275  

      Absolute Risk Reduction (%) [c] 17.14 (-13.01, 47.29)   

  Placebo IM N=20  8 (40.0)       

 

Page 57 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.4a 

New Grade 2 or Higher AE Through Study Week 48 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_GR2_W48_SUBGEP_HR.sas 01SEP2022 08:14 

 

 

Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Baseline antibody status 

  Negative 

 AZD7442 600 mg IM 

N=23 

 14 (60.9)  Risk ratio (relative risk) 

[a][b] 

NE (NE, NE) NE NE 

      Relative Risk Reduction (%) NE (NE, NE)   

      Odds Ratio [c] 2.18 (0.53, 9.02) 0.283  

      Absolute Risk Reduction (%) [c] 19.20 (-15.09, 53.49)   

  Placebo IM N=12  5 (41.7)       

 

  Positive  AZD7442 600 mg IM 

N=5 

 1 (20.0)  Risk ratio (relative risk) 

[a][b] 

NE (NE, NE) NE  

      Relative Risk Reduction (%) NE (NE, NE)   

      Odds Ratio [c] 3.00 (0.09, 95.17) 0.533  

      Absolute Risk Reduction (%) [c] 20.00 (-15.07, 55.06)   

  Placebo IM N=4  0 (0.0)       

 

  Missing  AZD7442 600 mg IM 

N=5 

 2 (40.0)  Risk ratio (relative risk) 

[a][b] 

NE (NE, NE) NE  

      Relative Risk Reduction (%) NE (NE, NE)   

      Odds Ratio [c] 1.22 (0.16, 9.47) 0.848  

      Absolute Risk Reduction (%) [c] 4.71 (-43.87, 53.29)   

  Placebo IM N=17  6 (35.3)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.4a 

New Grade 2 or Higher AE Through Study Week 48 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Risk ratio comparing the proportion of subjects with at least one adverse event of >= grade 2 between the ACTIVE group and the PLACEBO group, using a Log-Binomial 

regression model with log-link. If the Log-Binomial regression model failed to converge, a Poisson regression model with robust variance and log-link is used 

instead. 

[b] The Corresponding 95% confidence interval for the risk ratio is from the model. 

[c] Odds ratio, and absolute risk reduction are estimated based on  normal approximation approach. 

[d] The p-value is to test if the risk of grade 2 or higher AEs in the ACTIVE group is significantly different from the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 
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Subjects with at 

least one adverse 

event of >= grade 2 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Treatment time from 

symptom onset 

  <= 5 days 

 AZD7442 600 mg IM 

N=11 

 4 (36.4)  Risk ratio (relative risk) 

[a][b] 

1.58 (0.45, 5.57) 0.481 0.929 

      Relative Risk Reduction (%) -57.58 (-457.40, 55.45)   

      Odds Ratio [c] 1.90 (0.32, 11.31) 0.478  

      Absolute Risk Reduction (%) [c] 13.29 (-23.22, 49.79)   

  Placebo IM N=13  3 (23.1)       

 

  > 5 days  AZD7442 600 mg IM 

N=22 

 13 (59.1)  Risk ratio (relative risk) 

[a][b] 

1.48 (0.78, 2.80) 0.232  

      Relative Risk Reduction (%) -47.73 (-180.03, 22.07)   

      Odds Ratio [c] 2.17 (0.63, 7.44) 0.219  

      Absolute Risk Reduction (%) [c] 19.09 (-10.63, 48.81)   

  Placebo IM N=20  8 (40.0)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 

Program Path: ...06-Programing\A-Primary\Programs\T_dur_d28_subgrp_HR.sas 12SEP2022 17:42 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Sex 

  Male sex at birth 

 AZD7442 600 mg IM 

N=17 

Symptom improved [a] 14 82.4 4.00 (2.00, 6.00)/ 15.69 (3.06, 37.39) 0.295 1.43 (0.61, 

3.31) 

0.408 

      6.00 (4.00, 13.00)/      

      13.00 (6.00, NE)      

   Symptom did not improve [b] 2 11.8       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 5.9       

 

  Placebo IM N=14 Symptom improved [a] 9 64.3 6.00 (3.00, 7.00)/ 25.17 (6.07, 50.72)    

      7.00 (5.00, NE)/      

      NE (7.00, NE)      

   Symptom did not improve [b] 2 14.3       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 21.4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 

Program Path: ...06-Programing\A-Primary\Programs\T_dur_d28_subgrp_HR.sas 12SEP2022 17:42 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Female sex at birth  AZD7442 600 mg IM 

N=16 

Symptom improved [a] 14 87.5 5.00 (3.00, 9.00)/ 0.00 (0.00, 0.00) 0.534 1.11 (0.53, 

2.32) 

0.782 

      11.00 (4.00, 15.00)/      

      15.00 (11.00, 20.00)      

   Symptom did not improve [b] 0 0.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 12.5       

 

  Placebo IM N=19 Symptom improved [a] 17 89.5 5.00 (1.00, 7.00)/ 7.89 (0.66, 27.70)    

      7.00 (5.00, 15.00)/      

      17.00 (7.00, NE)      

   Symptom did not improve [b] 1 5.3       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 5.3       

 

   Treatment by subgroup 

interaction 

       0.438 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Race 

  White 

 AZD7442 600 mg IM 

N=25 

Symptom improved [a] 21 84.0 4.50 (2.00, 6.00)/ 9.52 (1.68, 25.86) 0.829 0.90 (0.49, 

1.65) 

0.730 

      8.00 (5.00, 15.00)/      

      15.00 (9.00, NE)      

   Symptom did not improve [b] 2 8.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 8.0       

 

  Placebo IM N=24 Symptom improved [a] 21 87.5 5.00 (1.00, 7.00)/ 4.61 (0.32, 19.16)    

      7.00 (6.00, 13.00)/      

      15.00 (7.00, 26.00)      

   Symptom did not improve [b] 1 4.2       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 8.3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Non-white  AZD7442 600 mg IM 

N=8 

Symptom improved [a] 7 87.5 4.50 (4.00, 11.00)/ 0.00 (0.00, 0.00) 0.526 1.84 (0.57, 

5.90) 

0.305 

      9.50 (4.00, 15.00)/      

      13.50 (5.00, 15.00)      

   Symptom did not improve [b] 0 0.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 12.5       

 

  Placebo IM N=9 Symptom improved [a] 5 55.6 7.00 (3.00, 10.00)/ 44.44 (13.59, 

71.93) 

   

      10.00 (3.00, NE)/      

      NE (7.00, NE)      

   Symptom did not improve [b] 2 22.2       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 22.2       

 

   Treatment by subgroup 

interaction 

       0.096 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Ethnicity 

  Hispanic 

 AZD7442 600 mg IM 

N=10 

Symptom improved [a] 8 80.0 4.00 (2.00, 15.00)/ 12.50 (0.70, 41.81) 0.325 0.62 (0.25, 

1.53) 

0.302 

      14.00 (2.00, 20.00)/      

      18.00 (13.00, NE)      

   Symptom did not improve [b] 1 10.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 10.0       

 

  Placebo IM N=14 Symptom improved [a] 13 92.9 5.00 (1.00, 7.00)/ 0.00 (0.00, 0.00)    

      7.00 (3.00, 8.00)/      

      8.00 (7.00, 26.00)      

   Symptom did not improve [b] 0 0.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 7.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Not Hispanic  AZD7442 600 mg IM 

N=23 

Symptom improved [a] 20 87.0 5.00 (2.00, 6.00)/ 5.45 (0.39, 21.80) 0.254 1.73 (0.85, 

3.51) 

0.130 

      7.50 (5.00, 12.00)/      

      13.00 (8.00, 20.00)      

   Symptom did not improve [b] 1 4.3       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 8.7       

 

  Placebo IM N=19 Symptom improved [a] 13 68.4 6.00 (1.00, 7.00)/ 27.96 (10.20, 

49.10) 

   

      10.00 (6.00, 17.00)/      

      NE (10.00, NE)      

   Symptom did not improve [b] 3 15.8       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 15.8       

 

   Treatment by subgroup 

interaction 

       0.055 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Age Group 

  <60 

 AZD7442 600 mg IM 

N=31 

Symptom improved [a] 27 87.1 4.00 (3.00, 6.00)/ 4.19 (0.31, 17.50) 0.919 1.16 (0.65, 

2.05) 

0.618 

      8.00 (5.00, 13.00)/      

      15.00 (11.00, 20.00)      

   Symptom did not improve [b] 1 3.2       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 9.7       

 

  Placebo IM N=25 Symptom improved [a] 22 88.0 6.00 (1.00, 7.00)/ 10.67 (2.17, 27.05)    

      7.00 (6.00, 13.00)/      

      15.00 (7.00, NE)      

   Symptom did not improve [b] 2 8.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 4.0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  >=60  AZD7442 600 mg IM 

N=2 

Symptom improved [a] 1 50.0 5.00 (5.00, NE)/ 50.00 (0.60, 91.04) 0.874 0.80 (0.09, 

7.23) 

0.845 

      NE (5.00, NE)/      

      NE (5.00, NE)      

   Symptom did not improve [b] 1 50.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       

 

  Placebo IM N=8 Symptom improved [a] 4 50.0 5.00 (1.00, 18.00)/ 35.00 (4.94, 69.32)    

      18.00 (1.00, NE)/      

      NE (5.00, NE)      

   Symptom did not improve [b] 1 12.5       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 37.5       

 

   Treatment by subgroup 

interaction 

       0.696 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Co-morbidity Status 

  No comorbidities 

 AZD7442 600 mg IM 

N=1 

Symptom improved [a] 0 0.0 NE (NE, NE)/ 100.00 (100.00, 

100.00) 

0.414 0.00 (0.00, NE) 0.998 

      NE (NE, NE)/      

      NE (NE, NE)      

   Symptom did not improve [b] 1 100.

0 

      

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       

 

  Placebo IM N=4 Symptom improved [a] 2 50.0 9.50 (1.00, NE)/ 37.50 (1.10, 80.80)    

      18.00 (1.00, NE)/      

      NE (1.00, NE)      

   Symptom did not improve [b] 1 25.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 25.0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  At least one 

comorbidity 

 AZD7442 600 mg IM 

N=32 

Symptom improved [a] 28 87.5 4.00 (3.00, 6.00)/ 4.06 (0.30, 17.01) 0.755 1.23 (0.70, 

2.14) 

0.473 

      8.00 (5.00, 13.00)/      

      15.00 (9.00, 20.00)      

   Symptom did not improve [b] 1 3.1       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 9.4       

 

  Placebo IM N=29 Symptom improved [a] 24 82.8 6.00 (3.00, 7.00)/ 13.41 (3.82, 29.04)    

      7.00 (6.00, 10.00)/      

      17.00 (7.00, NE)      

   Symptom did not improve [b] 2 6.9       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 10.3       

 

   Treatment by subgroup 

interaction 

       0.986 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 AZD7442 600 mg IM 

N=12 

Symptom improved [a] 10 83.3 5.00 (3.00, 8.00)/ 11.11 (0.70, 37.78) 0.562 1.36 (0.55, 

3.35) 

0.504 

      10.00 (4.00, 15.00)/      

      15.00 (8.00, NE)      

   Symptom did not improve [b] 1 8.3       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 8.3       

 

  Placebo IM N=13 Symptom improved [a] 10 76.9 7.00 (1.00, 8.00)/ 16.78 (2.67, 41.50)    

      8.00 (5.00, 26.00)/      

      26.00 (8.00, NE)      

   Symptom did not improve [b] 1 7.7       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 15.4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  > 5 days  AZD7442 600 mg IM 

N=21 

Symptom improved [a] 18 85.7 4.00 (2.00, 7.00)/ 5.83 (0.40, 23.15) 1.000 1.12 (0.57, 

2.21) 

0.743 

      8.00 (4.00, 13.00)/      

      15.00 (8.00, 20.00)      

   Symptom did not improve [b] 1 4.8       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 9.5       

 

  Placebo IM N=20 Symptom improved [a] 16 80.0 5.00 (1.00, 7.00)/ 16.00 (3.98, 35.29)    

      7.00 (5.00, 13.00)/      

      15.00 (7.00, NE)      

   Symptom did not improve [b] 2 10.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 10.0       

 

   Treatment by subgroup 

interaction 

       0.787 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Baseline antibody status 

  Negative 

 AZD7442 600 mg IM 

N=23 

Symptom improved [a] 19 82.6 5.00 (3.00, 8.00)/ 10.93 (1.92, 28.97) 0.846 1.00 (0.46, 

2.16) 

0.998 

      12.00 (6.00, 15.00)/      

      15.00 (13.00, NE)      

   Symptom did not improve [b] 2 8.7       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 8.7       

 

  Placebo IM N=12 Symptom improved [a] 10 83.3 5.50 (3.00, 8.00)/ 16.67 (2.65, 41.30)    

      9.00 (5.00, 17.00)/      

      16.00 (8.00, NE)      

   Symptom did not improve [b] 2 16.7       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Positive  AZD7442 600 mg IM 

N=5 

Symptom improved [a] 5 100.

0 

2.00 (2.00, 7.00)/ 0.00 (0.00, 0.00) 0.397 1.77 (0.42, 

7.47) 

0.434 

      4.00 (2.00, 11.00)/      

      7.00 (2.00, 11.00)      

   Symptom did not improve [b] 0 0.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       

 

  Placebo IM N=4 Symptom improved [a] 4 100.

0 

4.50 (3.00, 7.00)/ 0.00 (0.00, 0.00)    

      6.50 (3.00, 23.00)/      

      15.00 (3.00, 23.00)      

   Symptom did not improve [b] 0 0.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Missing  AZD7442 600 mg IM 

N=5 

Symptom improved [a] 4 80.0 3.00 (3.00, 6.00)/ 0.00 (0.00, 0.00) 0.302 2.17 (0.67, 

7.02) 

0.196 

      4.50 (3.00, 16.00)/      

      11.00 (3.00, 16.00)      

   Symptom did not improve [b] 0 0.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 20.0       

 

  Placebo IM N=17 Symptom improved [a] 12 70.6 6.00 (1.00, 7.00)/ 18.21 (3.50, 42.10)    

      7.00 (5.00, 26.00)/      

      26.00 (7.00, NE)      

   Symptom did not improve [b] 1 5.9       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 4 23.5       

 

   Treatment by subgroup 

interaction 

       0.417 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Treatment time from 

symptom onset 

  <= 5 days 

 AZD7442 600 mg IM 

N=11 

Symptom improved [a] 9 81.8 5.00 (3.00, 12.00)/ 12.12 (0.74, 40.36) 0.734 1.26 (0.50, 

3.17) 

0.629 

      12.00 (4.00, 15.00)/      

      15.00 (8.00, NE)      

   Symptom did not improve [b] 1 9.1       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 9.1       

 

  Placebo IM N=13 Symptom improved [a] 10 76.9 7.00 (1.00, 8.00)/ 16.78 (2.67, 41.50)    

      8.00 (5.00, 26.00)/      

      26.00 (8.00, NE)      

   Symptom did not improve [b] 1 7.7       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 15.4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.5a 

Duration of COVID-19 symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] All SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through day 27 (it is assumed outcome 

[a] is not achieved while hospitalized). 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when all symptoms scored as moderate or severe 

at day 0 (pre-treatment) are scored as mild or absent, AND all symptoms scored as mild or absent at day 0 (pre-treatment) are scored as absent. Quartiles presented 

are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE and the 

PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without improved/resolved SARS-CoV-2 symptoms as described in [a] between the ACTIVE 

and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  > 5 days  AZD7442 600 mg IM 

N=22 

Symptom improved [a] 19 86.4 4.00 (2.00, 6.00)/ 5.56 (0.39, 22.23) 0.905 1.16 (0.59, 

2.27) 

0.663 

      8.00 (4.00, 13.00)/      

      15.00 (8.00, 20.00)      

   Symptom did not improve [b] 1 4.5       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 9.1       

 

  Placebo IM N=20 Symptom improved [a] 16 80.0 5.00 (1.00, 7.00)/ 16.00 (3.98, 35.29)    

      7.00 (5.00, 13.00)/      

      15.00 (7.00, NE)      

   Symptom did not improve [b] 2 10.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 10.0       

 

   Treatment by subgroup 

interaction 

       0.942 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_SARNPQAL_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Sex           0.875 

  Male sex at birth Baseline AZD7442 600 mg IM 

N=17 

 < LLoQ [a] 4 33.3      

    >= LLoQ [a] 8 66.7      

    Missing [b] 5       

 

  Placebo IM N=14  < LLoQ [a] 4 30.8      

    >= LLoQ [a] 9 69.2      

    Missing [b] 1       

 

 Day 3 AZD7442 600 mg IM 

N=17 

 < LLoQ [a] 5 35.7 Risk ratio (relative risk) [c] 0.63 (0.24, 1.70) 0.363  

       Relative Risk Reduction (%) 36.72 (-69.72, 76.41)   

       Odds Ratio [d] 0.46 (0.09, 2.32) 0.350  

       Absolute Risk Reduction (%) -18.83 (-57.51, 19.84)   

    >= LLoQ [a] 9 64.3      

    Missing [b] 3       

 

  Placebo IM N=14  < LLoQ [a] 6 54.5      

    >= LLoQ [a] 5 45.5      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=17 

 < LLoQ [a] 8 66.7 Risk ratio (relative risk) [c] 0.98 (0.58, 1.67) 0.951  

       Relative Risk Reduction (%) 1.66 (-67.08, 42.12)   

       Odds Ratio [d] 1.00 (0.18, 5.46) 1.000  

       Absolute Risk Reduction (%) 0.00 (-37.72, 37.72)   

    >= LLoQ [a] 4 33.3      

    Missing [b] 5       

 

  Placebo IM N=14  < LLoQ [a] 8 66.7      

    >= LLoQ [a] 4 33.3      

    Missing [b] 2       

 

 Day 14 AZD7442 600 mg IM 

N=17 

 < LLoQ [a] 10 76.9 Risk ratio (relative risk) [c] 0.83 (0.55, 1.27) 0.403  

       Relative Risk Reduction (%) 16.56 (-27.50, 45.39)   

       Odds Ratio [d] 0.30 (0.03, 3.41) 0.334  

       Absolute Risk Reduction (%) -14.74 (-42.48, 12.99)   

    >= LLoQ [a] 3 23.1      

    Missing [b] 4       

 

  Placebo IM N=14  < LLoQ [a] 11 91.7      

    >= LLoQ [a] 1 8.3      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=17 

 < LLoQ [a] 14 93.3 Risk ratio (relative risk) [c] 1.07 (0.74, 1.55) 0.713  

       Relative Risk Reduction (%) -7.17 (-55.06, 25.93)   

       Odds Ratio [d] 1.40 (0.08, 25.14) 0.819  

       Absolute Risk Reduction (%) 2.42 (-18.74, 23.59)   

    >= LLoQ [a] 1 6.7      

    Missing [b] 2       

 

  Placebo IM N=14  < LLoQ [a] 10 90.9      

    >= LLoQ [a] 1 9.1      

    Missing [b] 3       

 

  Female sex at birth Baseline AZD7442 600 mg IM 

N=16 

 < LLoQ [a] 2 13.3      

    >= LLoQ [a] 13 86.7      

    Missing [b] 1       

 

  Placebo IM N=19  < LLoQ [a] 5 31.3      

    >= LLoQ [a] 11 68.8      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=16 

 < LLoQ [a] 4 28.6 Risk ratio (relative risk) [c] 0.65 (0.28, 1.52) 0.322  

       Relative Risk Reduction (%) 34.94 (-52.35, 72.22)   

       Odds Ratio [d] 0.45 (0.10, 2.02) 0.297  

       Absolute Risk Reduction (%) -18.49 (-52.00, 15.02)   

    >= LLoQ [a] 10 71.4      

    Missing [b] 2       

 

  Placebo IM N=19  < LLoQ [a] 8 47.1      

    >= LLoQ [a] 9 52.9      

    Missing [b] 2       

 

 Day 7 AZD7442 600 mg IM 

N=16 

 < LLoQ [a] 12 85.7 Risk ratio (relative risk) [c] 1.58 (1.09, 2.27) 0.015  

       Relative Risk Reduction (%) -57.63 (-127.19, -9.37)   

       Odds Ratio [d] 3.27 (0.54, 19.75) 0.196  

       Absolute Risk Reduction (%) 21.01 (-8.18, 50.20)   

    >= LLoQ [a] 2 14.3      

    Missing [b] 2       

 

  Placebo IM N=19  < LLoQ [a] 11 64.7      

    >= LLoQ [a] 6 35.3      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_SARNPQAL_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=16 

 < LLoQ [a] 11 84.6 Risk ratio (relative risk) [c] 1.14 (0.77, 1.68) 0.511  

       Relative Risk Reduction (%) -13.97 (-68.28, 22.81)   

       Odds Ratio [d] 0.34 (0.03, 4.27) 0.406  

       Absolute Risk Reduction (%) -9.50 (-32.08, 13.08)   

    >= LLoQ [a] 2 15.4      

    Missing [b] 3       

 

  Placebo IM N=19  < LLoQ [a] 16 94.1      

    >= LLoQ [a] 1 5.9      

    Missing [b] 2       

 

 Day 28 AZD7442 600 mg IM 

N=16 

 < LLoQ [a] 14 93.3 Risk ratio (relative risk) [c] 1.22 (0.93, 1.60) 0.144  

       Relative Risk Reduction (%) -22.22 (-59.99, 6.64)   

       Odds Ratio [d] 0.31 (0.01, 8.28) 0.486  

       Absolute Risk Reduction (%) -6.67 (-19.29, 5.96)   

    >= LLoQ [a] 1 6.7      

    Missing [b] 1       

 

  Placebo IM N=19  < LLoQ [a] 15 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Race           NE 

  White Baseline AZD7442 600 mg IM 

N=25 

 < LLoQ [a] 6 30.0      

    >= LLoQ [a] 14 70.0      

    Missing [b] 5       

 

  Placebo IM N=24  < LLoQ [a] 6 30.0      

    >= LLoQ [a] 14 70.0      

    Missing [b] 4       

 

 Day 3 AZD7442 600 mg IM 

N=25 

 < LLoQ [a] 9 42.9 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.03 (0.29, 3.62) 0.962  

       Absolute Risk Reduction (%) 0.75 (-29.92, 31.42)   

    >= LLoQ [a] 12 57.1      

    Missing [b] 4       

 

  Placebo IM N=24  < LLoQ [a] 8 42.1      

    >= LLoQ [a] 11 57.9      

    Missing [b] 5       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_SARNPQAL_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=25 

 < LLoQ [a] 15 75.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.85 (0.48, 7.06) 0.370  

       Absolute Risk Reduction (%) 13.10 (-15.04, 41.23)   

    >= LLoQ [a] 5 25.0      

    Missing [b] 5       

 

  Placebo IM N=24  < LLoQ [a] 13 61.9      

    >= LLoQ [a] 8 38.1      

    Missing [b] 3       

 

 Day 14 AZD7442 600 mg IM 

N=25 

 < LLoQ [a] 17 81.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.43 (0.07, 2.61) 0.356  

       Absolute Risk Reduction (%) -9.96 (-30.61, 10.69)   

    >= LLoQ [a] 4 19.0      

    Missing [b] 4       

 

  Placebo IM N=24  < LLoQ [a] 20 90.9      

    >= LLoQ [a] 2 9.1      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=25 

 < LLoQ [a] 21 95.5 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.35 (0.01, 9.08) 0.527  

       Absolute Risk Reduction (%) -4.55 (-13.25, 4.16)   

    >= LLoQ [a] 1 4.5      

    Missing [b] 3       

 

  Placebo IM N=24  < LLoQ [a] 20 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 4       

 

  Non-white Baseline AZD7442 600 mg IM 

N=8 

 < LLoQ [a] 0 0.0      

    >= LLoQ [a] 7 100.0      

    Missing [b] 1       

 

  Placebo IM N=9  < LLoQ [a] 3 33.3      

    >= LLoQ [a] 6 66.7      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=8 

 < LLoQ [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.04 (0.00, 0.83) 0.038  

       Absolute Risk Reduction (%) -66.66 (-97.46, -35.87)   

    >= LLoQ [a] 7 100.0      

    Missing [b] 1       

 

  Placebo IM N=9  < LLoQ [a] 6 66.7      

    >= LLoQ [a] 3 33.3      

    Missing [b] 0       

 

 Day 7 AZD7442 600 mg IM 

N=8 

 < LLoQ [a] 5 83.3 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.67 (0.11, 24.26) 0.708  

       Absolute Risk Reduction (%) 8.33 (-33.97, 50.64)   

    >= LLoQ [a] 1 16.7      

    Missing [b] 2       

 

  Placebo IM N=9  < LLoQ [a] 6 75.0      

    >= LLoQ [a] 2 25.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=8 

 < LLoQ [a] 4 80.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.20 (0.01, 6.04) 0.355  

       Absolute Risk Reduction (%) -20.00 (-55.06, 15.06)   

    >= LLoQ [a] 1 20.0      

    Missing [b] 3       

 

  Placebo IM N=9  < LLoQ [a] 7 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 2       

 

 Day 28 AZD7442 600 mg IM 

N=8 

 < LLoQ [a] 7 87.5 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.40 (0.07, 28.12) 0.826  

       Absolute Risk Reduction (%) 4.17 (-33.44, 41.78)   

    >= LLoQ [a] 1 12.5      

    Missing [b] 0       

 

  Placebo IM N=9  < LLoQ [a] 5 83.3      

    >= LLoQ [a] 1 16.7      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Ethnicity           0.713 

  Hispanic Baseline AZD7442 600 mg IM 

N=10 

 < LLoQ [a] 2 25.0      

    >= LLoQ [a] 6 75.0      

    Missing [b] 2       

 

  Placebo IM N=14  < LLoQ [a] 4 33.3      

    >= LLoQ [a] 8 66.7      

    Missing [b] 2       

 

 Day 3 AZD7442 600 mg IM 

N=10 

 < LLoQ [a] 3 37.5 Risk ratio (relative risk) [c] 0.54 (0.19, 1.52) 0.244  

       Relative Risk Reduction (%) 45.87 (-51.89, 80.71)   

       Odds Ratio [d] 0.50 (0.08, 3.21) 0.465  

       Absolute Risk Reduction (%) -17.05 (-61.67, 27.58)   

    >= LLoQ [a] 5 62.5      

    Missing [b] 2       

 

  Placebo IM N=14  < LLoQ [a] 6 54.5      

    >= LLoQ [a] 5 45.5      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=10 

 < LLoQ [a] 6 100.0 Risk ratio (relative risk) [c] 1.44 (0.98, 2.11) 0.060  

       Relative Risk Reduction (%) -44.05 (-110.83, 1.58)   

       Odds Ratio [d] 6.16 (0.28, 134.98) 0.249  

       Absolute Risk Reduction (%) 30.77 (5.68, 55.86)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 4       

 

  Placebo IM N=14  < LLoQ [a] 9 69.2      

    >= LLoQ [a] 4 30.8      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=10 

 < LLoQ [a] 8 100.0 Risk ratio (relative risk) [c] 1.27 (0.90, 1.80) 0.178  

       Relative Risk Reduction (%) -26.97 (-79.70, 10.28)   

       Odds Ratio [d] 2.04 (0.07, 56.26) 0.674  

       Absolute Risk Reduction (%) 7.69 (-6.80, 22.18)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 2       

 

  Placebo IM N=14  < LLoQ [a] 12 92.3      

    >= LLoQ [a] 1 7.7      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=10 

 < LLoQ [a] 8 100.0 Risk ratio (relative risk) [c] 1.30 (0.94, 1.79) 0.116  

       Relative Risk Reduction (%) -29.56 (-78.95, 6.20)   

       Odds Ratio [d] 0.74 (0.01, 41.13) 0.883  

       Absolute Risk Reduction (%) 0.00 (-0.30, 0.30)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 2       

 

  Placebo IM N=14  < LLoQ [a] 11 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 3       

 

  Not Hispanic Baseline AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 4 21.1      

    >= LLoQ [a] 15 78.9      

    Missing [b] 4       

 

  Placebo IM N=19  < LLoQ [a] 5 29.4      

    >= LLoQ [a] 12 70.6      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 6 30.0 Risk ratio (relative risk) [c] 0.68 (0.31, 1.52) 0.347  

       Relative Risk Reduction (%) 31.89 (-51.59, 69.40)   

       Odds Ratio [d] 0.48 (0.13, 1.86) 0.289  

       Absolute Risk Reduction (%) -17.06 (-48.14, 14.03)   

    >= LLoQ [a] 14 70.0      

    Missing [b] 3       

 

  Placebo IM N=19  < LLoQ [a] 8 47.1      

    >= LLoQ [a] 9 52.9      

    Missing [b] 2       

 

 Day 7 AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 14 70.0 Risk ratio (relative risk) [c] 1.33 (0.84, 2.10) 0.232  

       Relative Risk Reduction (%) -32.51 (-110.25, 16.49)   

       Odds Ratio [d] 1.40 (0.35, 5.63) 0.636  

       Absolute Risk Reduction (%) 7.50 (-23.58, 38.58)   

    >= LLoQ [a] 6 30.0      

    Missing [b] 3       

 

  Placebo IM N=19  < LLoQ [a] 10 62.5      

    >= LLoQ [a] 6 37.5      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 13 72.2 Risk ratio (relative risk) [c] 0.88 (0.60, 1.29) 0.516  

       Relative Risk Reduction (%) 11.88 (-29.02, 39.82)   

       Odds Ratio [d] 0.17 (0.02, 1.68) 0.131  

       Absolute Risk Reduction (%) -21.53 (-45.38, 2.32)   

    >= LLoQ [a] 5 27.8      

    Missing [b] 5       

 

  Placebo IM N=19  < LLoQ [a] 15 93.8      

    >= LLoQ [a] 1 6.3      

    Missing [b] 3       

 

 Day 28 AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 20 90.9 Risk ratio (relative risk) [c] 1.08 (0.79, 1.47) 0.629  

       Relative Risk Reduction (%) -7.95 (-47.28, 20.87)   

       Odds Ratio [d] 0.71 (0.06, 8.66) 0.792  

       Absolute Risk Reduction (%) -2.42 (-19.85, 15.00)   

    >= LLoQ [a] 2 9.1      

    Missing [b] 1       

 

  Placebo IM N=19  < LLoQ [a] 14 93.3      

    >= LLoQ [a] 1 6.7      

    Missing [b] 4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Age Group           NE 

  <60 Baseline AZD7442 600 mg IM 

N=31 

 < LLoQ [a] 6 24.0      

    >= LLoQ [a] 19 76.0      

    Missing [b] 6       

 

  Placebo IM N=25  < LLoQ [a] 7 31.8      

    >= LLoQ [a] 15 68.2      

    Missing [b] 3       

 

 Day 3 AZD7442 600 mg IM 

N=31 

 < LLoQ [a] 9 34.6 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.58 (0.18, 1.82) 0.349  

       Absolute Risk Reduction (%) -13.21 (-40.62, 14.20)   

    >= LLoQ [a] 17 65.4      

    Missing [b] 5       

 

  Placebo IM N=25  < LLoQ [a] 11 47.8      

    >= LLoQ [a] 12 52.2      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=31 

 < LLoQ [a] 20 80.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 2.13 (0.58, 7.85) 0.254  

       Absolute Risk Reduction (%) 14.78 (-10.21, 39.78)   

    >= LLoQ [a] 5 20.0      

    Missing [b] 6       

 

  Placebo IM N=25  < LLoQ [a] 15 65.2      

    >= LLoQ [a] 8 34.8      

    Missing [b] 2       

 

 Day 14 AZD7442 600 mg IM 

N=31 

 < LLoQ [a] 20 80.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.18 (0.02, 1.69) 0.134  

       Absolute Risk Reduction (%) -15.65 (-33.41, 2.10)   

    >= LLoQ [a] 5 20.0      

    Missing [b] 6       

 

  Placebo IM N=25  < LLoQ [a] 22 95.7      

    >= LLoQ [a] 1 4.3      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=31 

 < LLoQ [a] 26 92.9 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.68 (0.06, 8.11) 0.764  

       Absolute Risk Reduction (%) -2.14 (-15.64, 11.36)   

    >= LLoQ [a] 2 7.1      

    Missing [b] 3       

 

  Placebo IM N=25  < LLoQ [a] 19 95.0      

    >= LLoQ [a] 1 5.0      

    Missing [b] 5       

 

  >=60 Baseline AZD7442 600 mg IM 

N=2 

 < LLoQ [a] 0 0.0      

    >= LLoQ [a] 2 100.0      

    Missing [b] 0       

 

  Placebo IM N=8  < LLoQ [a] 2 28.6      

    >= LLoQ [a] 5 71.4      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=2 

 < LLoQ [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.14 (0.00, 4.47) 0.268  

       Absolute Risk Reduction (%) -59.99 (-103.0, -17.04)   

    >= LLoQ [a] 2 100.0      

    Missing [b] 0       

 

  Placebo IM N=8  < LLoQ [a] 3 60.0      

    >= LLoQ [a] 2 40.0      

    Missing [b] 3       

 

 Day 7 AZD7442 600 mg IM 

N=2 

 < LLoQ [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.19 (0.01, 6.48) 0.352  

       Absolute Risk Reduction (%) -66.66 (-104.4, -28.89)   

    >= LLoQ [a] 1 100.0      

    Missing [b] 1       

 

  Placebo IM N=8  < LLoQ [a] 4 66.7      

    >= LLoQ [a] 2 33.3      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=2 

 < LLoQ [a] 1 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.82 (0.02, 32.27) 0.915  

       Absolute Risk Reduction (%) 16.66 (-13.23, 46.54)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=8  < LLoQ [a] 5 83.3      

    >= LLoQ [a] 1 16.7      

    Missing [b] 2       

 

 Day 28 AZD7442 600 mg IM 

N=2 

 < LLoQ [a] 2 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.38 (0.01, 25.20) 0.654  

       Absolute Risk Reduction (%) 0.00 (-1.04, 1.03)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=8  < LLoQ [a] 6 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_SARNPQAL_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Co-morbidity Status           NE 

  No comorbidities Baseline AZD7442 600 mg IM 

N=1 

 < LLoQ [a] 0 0.0      

    >= LLoQ [a] 1 100.0      

    Missing [b] 0       

 

  Placebo IM N=4  < LLoQ [a] 1 25.0      

    >= LLoQ [a] 3 75.0      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=1 

 < LLoQ [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.33 (0.01, 16.80) 0.583  

       Absolute Risk Reduction (%) -49.99 (-119.3, 19.33)   

    >= LLoQ [a] 1 100.0      

    Missing [b] 0       

 

  Placebo IM N=4  < LLoQ [a] 1 50.0      

    >= LLoQ [a] 1 50.0      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=1 

 < LLoQ [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.60 (0.01, 49.45) 0.820  

       Absolute Risk Reduction (%) -16.67 (-6946, 6913.1)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=4  < LLoQ [a] 2 66.7      

    >= LLoQ [a] 1 33.3      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=1 

 < LLoQ [a] 1 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.43 (0.01, 33.60) 0.703  

       Absolute Risk Reduction (%) -0.01 (-2.07, 2.06)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=4  < LLoQ [a] 3 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=1 

 < LLoQ [a] 1 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.43 (0.01, 33.60) 0.703  

       Absolute Risk Reduction (%) -0.01 (-2.07, 2.06)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=4  < LLoQ [a] 3 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 1       

 

  At least one 

comorbidity 

Baseline AZD7442 600 mg IM 

N=32 

 < LLoQ [a] 6 23.1      

    >= LLoQ [a] 20 76.9      

    Missing [b] 6       

 

  Placebo IM N=29  < LLoQ [a] 8 32.0      

    >= LLoQ [a] 17 68.0      

    Missing [b] 4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=32 

 < LLoQ [a] 9 33.3 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.50 (0.16, 1.52) 0.221  

       Absolute Risk Reduction (%) -16.67 (-42.85, 9.52)   

    >= LLoQ [a] 18 66.7      

    Missing [b] 5       

 

  Placebo IM N=29  < LLoQ [a] 13 50.0      

    >= LLoQ [a] 13 50.0      

    Missing [b] 3       

 

 Day 7 AZD7442 600 mg IM 

N=32 

 < LLoQ [a] 20 76.9 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.76 (0.52, 5.97) 0.361  

       Absolute Risk Reduction (%) 11.54 (-12.89, 35.97)   

    >= LLoQ [a] 6 23.1      

    Missing [b] 6       

 

  Placebo IM N=29  < LLoQ [a] 17 65.4      

    >= LLoQ [a] 9 34.6      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=32 

 < LLoQ [a] 20 80.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.33 (0.06, 1.91) 0.217  

       Absolute Risk Reduction (%) -12.31 (-31.04, 6.42)   

    >= LLoQ [a] 5 20.0      

    Missing [b] 7       

 

  Placebo IM N=29  < LLoQ [a] 24 92.3      

    >= LLoQ [a] 2 7.7      

    Missing [b] 3       

 

 Day 28 AZD7442 600 mg IM 

N=32 

 < LLoQ [a] 27 93.1 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.61 (0.05, 7.22) 0.698  

       Absolute Risk Reduction (%) -2.55 (-14.98, 9.88)   

    >= LLoQ [a] 2 6.9      

    Missing [b] 3       

 

  Placebo IM N=29  < LLoQ [a] 22 95.7      

    >= LLoQ [a] 1 4.3      

    Missing [b] 6       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_SARNPQAL_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

          0.451 

  <= 5 days Baseline AZD7442 600 mg IM 

N=12 

 < LLoQ [a] 2 18.2      

    >= LLoQ [a] 9 81.8      

    Missing [b] 1       

 

  Placebo IM N=13  < LLoQ [a] 2 18.2      

    >= LLoQ [a] 9 81.8      

    Missing [b] 2       

 

 Day 3 AZD7442 600 mg IM 

N=12 

 < LLoQ [a] 1 10.0 Risk ratio (relative risk) [c] 0.28 (0.04, 1.86) 0.187  

       Relative Risk Reduction (%) 72.20 (-85.92, 95.84)   

       Odds Ratio [d] 0.19 (0.02, 2.15) 0.182  

       Absolute Risk Reduction (%) -26.36 (-60.33, 7.60)   

    >= LLoQ [a] 9 90.0      

    Missing [b] 2       

 

  Placebo IM N=13  < LLoQ [a] 4 36.4      

    >= LLoQ [a] 7 63.6      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=12 

 < LLoQ [a] 6 66.7 Risk ratio (relative risk) [c] 1.53 (0.77, 3.02) 0.225  

       Relative Risk Reduction (%) -52.65 (-202.47, 22.96)   

       Odds Ratio [d] 2.80 (0.46, 16.93) 0.262  

       Absolute Risk Reduction (%) 25.00 (-16.55, 66.55)   

    >= LLoQ [a] 3 33.3      

    Missing [b] 3       

 

  Placebo IM N=13  < LLoQ [a] 5 41.7      

    >= LLoQ [a] 7 58.3      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=12 

 < LLoQ [a] 6 75.0 Risk ratio (relative risk) [c] 0.88 (0.53, 1.48) 0.639  

       Relative Risk Reduction (%) 11.58 (-47.93, 47.15)   

       Odds Ratio [d] 0.60 (0.07, 5.45) 0.650  

       Absolute Risk Reduction (%) -8.33 (-45.01, 28.34)   

    >= LLoQ [a] 2 25.0      

    Missing [b] 4       

 

  Placebo IM N=13  < LLoQ [a] 10 83.3      

    >= LLoQ [a] 2 16.7      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=12 

 < LLoQ [a] 9 90.0 Risk ratio (relative risk) [c] 0.96 (0.68, 1.35) 0.814  

       Relative Risk Reduction (%) 3.98 (-34.77, 31.59)   

       Odds Ratio [d] 0.30 (0.01, 8.33) 0.479  

       Absolute Risk Reduction (%) -10.00 (-28.60, 8.60)   

    >= LLoQ [a] 1 10.0      

    Missing [b] 2       

 

  Placebo IM N=13  < LLoQ [a] 10 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 3       

 

  > 5 days Baseline AZD7442 600 mg IM 

N=21 

 < LLoQ [a] 4 25.0      

    >= LLoQ [a] 12 75.0      

    Missing [b] 5       

 

  Placebo IM N=20  < LLoQ [a] 7 38.9      

    >= LLoQ [a] 11 61.1      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_SARNPQAL_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=21 

 < LLoQ [a] 8 44.4 Risk ratio (relative risk) [c] 0.86 (0.47, 1.58) 0.619  

       Relative Risk Reduction (%) 14.36 (-57.64, 53.48)   

       Odds Ratio [d] 0.56 (0.15, 2.14) 0.397  

       Absolute Risk Reduction (%) -14.38 (-47.16, 18.40)   

    >= LLoQ [a] 10 55.6      

    Missing [b] 3       

 

  Placebo IM N=20  < LLoQ [a] 10 58.8      

    >= LLoQ [a] 7 41.2      

    Missing [b] 3       

 

 Day 7 AZD7442 600 mg IM 

N=21 

 < LLoQ [a] 14 82.4 Risk ratio (relative risk) [c] 1.25 (0.89, 1.75) 0.206  

       Relative Risk Reduction (%) -24.68 (-75.44, 11.39)   

       Odds Ratio [d] 1.00 (0.17, 5.83) 1.000  

       Absolute Risk Reduction (%) 0.00 (-25.63, 25.63)   

    >= LLoQ [a] 3 17.6      

    Missing [b] 4       

 

  Placebo IM N=20  < LLoQ [a] 14 82.4      

    >= LLoQ [a] 3 17.6      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=21 

 < LLoQ [a] 15 83.3 Risk ratio (relative risk) [c] 1.05 (0.76, 1.45) 0.772  

       Relative Risk Reduction (%) -4.91 (-45.08, 24.13)   

       Odds Ratio [d] 0.13 (0.01, 2.65) 0.183  

       Absolute Risk Reduction (%) -16.67 (-33.88, 0.55)   

    >= LLoQ [a] 3 16.7      

    Missing [b] 3       

 

  Placebo IM N=20  < LLoQ [a] 17 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 3       

 

 Day 28 AZD7442 600 mg IM 

N=21 

 < LLoQ [a] 19 95.0 Risk ratio (relative risk) [c] 1.27 (0.96, 1.68) 0.095  

       Relative Risk Reduction (%) -26.85 (-67.65, 4.02)   

       Odds Ratio [d] 1.27 (0.07, 21.97) 0.871  

       Absolute Risk Reduction (%) 1.25 (-13.98, 16.48)   

    >= LLoQ [a] 1 5.0      

    Missing [b] 1       

 

  Placebo IM N=20  < LLoQ [a] 15 93.8      

    >= LLoQ [a] 1 6.3      

    Missing [b] 4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_SARNPQAL_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Baseline antibody status           NE 

  Negative Baseline AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 3 14.3      

    >= LLoQ [a] 18 85.7      

    Missing [b] 2       

 

  Placebo IM N=12  < LLoQ [a] 2 20.0      

    >= LLoQ [a] 8 80.0      

    Missing [b] 2       

 

 Day 3 AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 7 33.3 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.00 (0.19, 5.24) 1.000  

       Absolute Risk Reduction (%) 0.00 (-36.81, 36.81)   

    >= LLoQ [a] 14 66.7      

    Missing [b] 2       

 

  Placebo IM N=12  < LLoQ [a] 3 33.3      

    >= LLoQ [a] 6 66.7      

    Missing [b] 3       

 

Page 107 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 12 66.7 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.33 (0.27, 6.61) 0.725  

       Absolute Risk Reduction (%) 6.67 (-30.70, 44.03)   

    >= LLoQ [a] 6 33.3      

    Missing [b] 5       

 

  Placebo IM N=12  < LLoQ [a] 6 60.0      

    >= LLoQ [a] 4 40.0      

    Missing [b] 2       

 

 Day 14 AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 16 80.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.89 (0.14, 5.85) 0.902  

       Absolute Risk Reduction (%) -1.82 (-30.57, 26.94)   

    >= LLoQ [a] 4 20.0      

    Missing [b] 3       

 

  Placebo IM N=12  < LLoQ [a] 9 81.8      

    >= LLoQ [a] 2 18.2      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=23 

 < LLoQ [a] 20 90.9 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.91 (0.07, 11.19) 0.941  

       Absolute Risk Reduction (%) -0.76 (-20.48, 18.96)   

    >= LLoQ [a] 2 9.1      

    Missing [b] 1       

 

  Placebo IM N=12  < LLoQ [a] 11 91.7      

    >= LLoQ [a] 1 8.3      

    Missing [b] 0       

 

  Positive Baseline AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 2 50.0      

    >= LLoQ [a] 2 50.0      

    Missing [b] 1       

 

  Placebo IM N=4  < LLoQ [a] 1 25.0      

    >= LLoQ [a] 3 75.0      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 2 50.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.33 (0.02, 6.65) 0.472  

       Absolute Risk Reduction (%) -25.00 (-89.82, 39.82)   

    >= LLoQ [a] 2 50.0      

    Missing [b] 1       

 

  Placebo IM N=4  < LLoQ [a] 3 75.0      

    >= LLoQ [a] 1 25.0      

    Missing [b] 0       

 

 Day 7 AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 5 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 6.60 (0.19, 225.79) 0.295  

       Absolute Risk Reduction (%) 33.33 (-20.01, 86.68)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=4  < LLoQ [a] 2 66.7      

    >= LLoQ [a] 1 33.3      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 3 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.00 (0.02, 66.06) 1.000  

       Absolute Risk Reduction (%) 0.00 (-0.92, 0.92)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 2       

 

  Placebo IM N=4  < LLoQ [a] 3 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 1       

 

 Day 28 AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 5 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.57 (0.02, 98.96) 0.831  

       Absolute Risk Reduction (%) 0.00 (-0.76, 0.76)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=4  < LLoQ [a] 3 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

  Missing Baseline AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 1 50.0      

    >= LLoQ [a] 1 50.0      

    Missing [b] 3       

 

  Placebo IM N=17  < LLoQ [a] 6 40.0      

    >= LLoQ [a] 9 60.0      

    Missing [b] 2       

 

 Day 3 AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.13 (0.01, 2.86) 0.193  

       Absolute Risk Reduction (%) -53.33 (-78.58, -28.07)   

    >= LLoQ [a] 3 100.0      

    Missing [b] 2       

 

  Placebo IM N=17  < LLoQ [a] 8 53.3      

    >= LLoQ [a] 7 46.7      

    Missing [b] 2       

 

Page 112 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 3 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 3.35 (0.15, 76.77) 0.450  

       Absolute Risk Reduction (%) 31.25 (8.53, 53.97)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 2       

 

  Placebo IM N=17  < LLoQ [a] 11 68.8      

    >= LLoQ [a] 5 31.3      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 2 66.7 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.05 (0.00, 1.72) 0.099  

       Absolute Risk Reduction (%) -33.33 (-86.68, 20.01)   

    >= LLoQ [a] 1 33.3      

    Missing [b] 2       

 

  Placebo IM N=17  < LLoQ [a] 15 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=5 

 < LLoQ [a] 3 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.30 (0.01, 18.34) 0.569  

       Absolute Risk Reduction (%) 0.00 (-0.68, 0.67)   

    >= LLoQ [a] 0 0.0      

    Missing [b] 2       

 

  Placebo IM N=17  < LLoQ [a] 11 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 6       

 

Treatment time from 

symptom onset 

          0.633 

  <= 5 days Baseline AZD7442 600 mg IM 

N=11 

 < LLoQ [a] 2 20.0      

    >= LLoQ [a] 8 80.0      

    Missing [b] 1       

 

  Placebo IM N=13  < LLoQ [a] 2 18.2      

    >= LLoQ [a] 9 81.8      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=11 

 < LLoQ [a] 1 11.1 Risk ratio (relative risk) [c] 0.31 (0.05, 2.01) 0.218  

       Relative Risk Reduction (%) 69.30 (-100.78, 95.31)   

       Odds Ratio [d] 0.22 (0.02, 2.45) 0.217  

       Absolute Risk Reduction (%) -25.25 (-60.32, 9.81)   

    >= LLoQ [a] 8 88.9      

    Missing [b] 2       

 

  Placebo IM N=13  < LLoQ [a] 4 36.4      

    >= LLoQ [a] 7 63.6      

    Missing [b] 2       

 

 Day 7 AZD7442 600 mg IM 

N=11 

 < LLoQ [a] 6 75.0 Risk ratio (relative risk) [c] 1.70 (0.88, 3.27) 0.112  

       Relative Risk Reduction (%) -70.00 (-226.79, 11.57)   

       Odds Ratio [d] 4.20 (0.59, 30.10) 0.153  

       Absolute Risk Reduction (%) 33.33 (-7.64, 74.30)   

    >= LLoQ [a] 2 25.0      

    Missing [b] 3       

 

  Placebo IM N=13  < LLoQ [a] 5 41.7      

    >= LLoQ [a] 7 58.3      

    Missing [b] 1       

 

Page 115 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=11 

 < LLoQ [a] 6 75.0 Risk ratio (relative risk) [c] 0.88 (0.53, 1.48) 0.639  

       Relative Risk Reduction (%) 11.58 (-47.95, 47.16)   

       Odds Ratio [d] 0.60 (0.07, 5.45) 0.650  

       Absolute Risk Reduction (%) -8.33 (-45.01, 28.34)   

    >= LLoQ [a] 2 25.0      

    Missing [b] 3       

 

  Placebo IM N=13  < LLoQ [a] 10 83.3      

    >= LLoQ [a] 2 16.7      

    Missing [b] 1       

 

 Day 28 AZD7442 600 mg IM 

N=11 

 < LLoQ [a] 8 88.9 Risk ratio (relative risk) [c] 0.95 (0.67, 1.36) 0.785  

       Relative Risk Reduction (%) 4.84 (-35.93, 33.38)   

       Odds Ratio [d] 0.27 (0.01, 7.51) 0.440  

       Absolute Risk Reduction (%) -11.11 (-31.64, 9.42)   

    >= LLoQ [a] 1 11.1      

    Missing [b] 2       

 

  Placebo IM N=13  < LLoQ [a] 10 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

  > 5 days Baseline AZD7442 600 mg IM 

N=22 

 < LLoQ [a] 4 23.5      

    >= LLoQ [a] 13 76.5      

    Missing [b] 5       

 

  Placebo IM N=20  < LLoQ [a] 7 38.9      

    >= LLoQ [a] 11 61.1      

    Missing [b] 2       

 

 Day 3 AZD7442 600 mg IM 

N=22 

 < LLoQ [a] 8 42.1 Risk ratio (relative risk) [c] 0.80 (0.43, 1.49) 0.484  

       Relative Risk Reduction (%) 19.98 (-49.41, 57.14)   

       Odds Ratio [d] 0.51 (0.13, 1.92) 0.319  

       Absolute Risk Reduction (%) -16.72 (-48.97, 15.53)   

    >= LLoQ [a] 11 57.9      

    Missing [b] 3       

 

  Placebo IM N=20  < LLoQ [a] 10 58.8      

    >= LLoQ [a] 7 41.2      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=22 

 < LLoQ [a] 14 77.8 Risk ratio (relative risk) [c] 1.18 (0.82, 1.68) 0.373  

       Relative Risk Reduction (%) -17.59 (-67.88, 17.64)   

       Odds Ratio [d] 0.75 (0.14, 3.98) 0.736  

       Absolute Risk Reduction (%) -4.58 (-30.98, 21.83)   

    >= LLoQ [a] 4 22.2      

    Missing [b] 4       

 

  Placebo IM N=20  < LLoQ [a] 14 82.4      

    >= LLoQ [a] 3 17.6      

    Missing [b] 3       

 

 Day 14 AZD7442 600 mg IM 

N=22 

 < LLoQ [a] 15 83.3 Risk ratio (relative risk) [c] 1.05 (0.76, 1.45) 0.770  

       Relative Risk Reduction (%) -4.94 (-44.93, 24.01)   

       Odds Ratio [d] 0.13 (0.01, 2.65) 0.183  

       Absolute Risk Reduction (%) -16.67 (-33.88, 0.55)   

    >= LLoQ [a] 3 16.7      

    Missing [b] 4       

 

  Placebo IM N=20  < LLoQ [a] 17 100.0      

    >= LLoQ [a] 0 0.0      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.6a 

Quantification (< LLoQ versus ≥ LLoQ) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with SARS-CoV-2 RNA below or above LLoQ from NP swabs. Percentage among subjects with available records on SARS-CoV-2 RNA from NP swabs. 

[b] Missing: Subjects with missing records on SARS-CoV-2 RNA from NP swabs. 

[c] Risk ratio comparing the proportion of subjects with SARS-CoV-2 RNA below LLoQ for the ACTIVE group vs the PLACEBO group, using a Poisson regression model 

with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the baseline log 10 transformed 

SARS-CoV-2 RNA level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure with robust standard 

errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of below LLoQ SARS-CoV-2 RNA in the ACTIVE group and the risk of the same in the PLACEBO group. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: The test was performed at the 5% level of significance. A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of 

subjects in analysis; N = Number of subjects per treatment group; NP = Nasopharyngeal. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=22 

 < LLoQ [a] 20 95.2 Risk ratio (relative risk) [c] 1.28 (0.98, 1.67) 0.075  

       Relative Risk Reduction (%) -27.82 (-67.49, 2.45)   

       Odds Ratio [d] 1.33 (0.08, 23.09) 0.843  

       Absolute Risk Reduction (%) 1.49 (-13.47, 16.44)   

    >= LLoQ [a] 1 4.8      

    Missing [b] 1       

 

  Placebo IM N=20  < LLoQ [a] 15 93.8      

    >= LLoQ [a] 1 6.3      

    Missing [b] 4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Sex 

  Male sex at birth 

 AZD7442 600 mg IM 

N=17 

Returned to usual health 

[a] 

11 64.7 3.00 (2.00, 7.00)/ 33.09 (12.48, 

55.56) 

0.763 0.98 (0.41, 

2.37) 

0.963 

      13.00 (3.00, NE)/      

      NE (13.00, NE)      

   Did not return to usual 

health [b 

5 29.4       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 5.9       

 

  Placebo IM N=14 Returned to usual health 

[a] 

9 64.3 5.00 (1.00, 11.00)/ 25.54 (6.18, 51.21)    

      12.00 (5.00, NE)/      

      NE (11.00, NE)      

   Did not return to usual 

health [b 

3 21.4       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 14.3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Female sex at birth  AZD7442 600 mg IM 

N=16 

Returned to usual health 

[a] 

14 87.5 7.00 (4.00, 11.00)/ 6.67 (0.43, 26.03) 0.708 1.10 (0.52, 

2.31) 

0.807 

      13.00 (6.00, 18.00)/      

      19.00 (13.00, NE)      

   Did not return to usual 

health [b 

1 6.3       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 6.3       

 

  Placebo IM N=19 Returned to usual health 

[a] 

14 73.7 6.00 (1.00, 8.00)/ 19.03 (4.80, 40.41)    

      13.00 (6.00, 18.00)/      

      21.00 (13.00, NE)      

   Did not return to usual 

health [b 

3 15.8       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 10.5       

 

   Treatment by subgroup 

interaction 

       0.814 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Race 

  White 

 AZD7442 600 mg IM 

N=25 

Returned to usual health 

[a] 

19 76.0 3.50 (2.00, 7.00)/ 20.83 (7.59, 38.52) 0.458 1.20 (0.62, 

2.34) 

0.585 

      12.00 (4.00, 20.00)/      

      22.00 (13.00, NE)      

   Did not return to usual 

health [b 

5 20.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 4.0       

 

  Placebo IM N=24 Returned to usual health 

[a] 

16 66.7 6.00 (1.00, 12.00)/ 24.84 (9.16, 44.42)    

      15.00 (6.00, 21.00)/      

      23.00 (15.00, NE)      

   Did not return to usual 

health [b 

5 20.8       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 12.5       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Non-white  AZD7442 600 mg IM 

N=8 

Returned to usual health 

[a] 

6 75.0 7.50 (4.00, 15.00)/ 15.63 (0.79, 49.09) 0.181 0.54 (0.18, 

1.66) 

0.285 

      14.00 (4.00, 18.00)/      

      18.00 (8.00, NE)      

   Did not return to usual 

health [b 

1 12.5       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 12.5       

 

  Placebo IM N=9 Returned to usual health 

[a] 

7 77.8 4.00 (1.00, 11.00)/ 13.33 (0.71, 44.07)    

      11.00 (1.00, 13.00)/      

      13.00 (7.00, NE)      

   Did not return to usual 

health [b 

1 11.1       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 11.1       

 

   Treatment by subgroup 

interaction 

       0.306 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Ethnicity 

  Hispanic 

 AZD7442 600 mg IM 

N=10 

Returned to usual health 

[a] 

9 90.0 6.00 (3.00, 13.00)/ 10.00 (0.57, 35.81) 0.453 1.63 (0.64, 

4.16) 

0.308 

      13.00 (3.00, 20.00)/      

      20.00 (13.00, NE)      

   Did not return to usual 

health [b 

1 10.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       

 

  Placebo IM N=14 Returned to usual health 

[a] 

9 64.3 8.00 (3.00, 15.00)/ 30.77 (9.50, 55.43)    

      15.00 (7.00, NE)/      

      NE (12.00, NE)      

   Did not return to usual 

health [b 

4 28.6       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 7.1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Not Hispanic  AZD7442 600 mg IM 

N=23 

Returned to usual health 

[a] 

16 69.6 4.00 (2.00, 8.00)/ 25.00 (9.28, 44.55) 0.525 0.75 (0.37, 

1.55) 

0.440 

      11.00 (4.00, 19.00)/      

      NE (14.00, NE)      

   Did not return to usual 

health [b 

5 21.7       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 8.7       

 

  Placebo IM N=19 Returned to usual health 

[a] 

14 73.7 4.00 (1.00, 11.00)/ 13.91 (2.34, 35.50)    

      11.00 (4.00, 17.00)/      

      17.00 (11.00, NE)      

   Did not return to usual 

health [b 

2 10.5       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 15.8       

 

   Treatment by subgroup 

interaction 

       0.201 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Age Group 

  <60 

 AZD7442 600 mg IM 

N=31 

Returned to usual health 

[a] 

24 77.4 6.00 (3.00, 8.00)/ 17.78 (6.53, 33.52) 0.889 0.98 (0.54, 

1.79) 

0.951 

      13.00 (7.00, 18.00)/      

      20.00 (14.00, NE)      

   Did not return to usual 

health [b 

5 16.1       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 6.5       

 

  Placebo IM N=25 Returned to usual health 

[a] 

19 76.0 6.00 (1.00, 8.00)/ 18.30 (5.80, 36.32)    

      12.00 (6.00, 18.00)/      

      21.00 (13.00, NE)      

   Did not return to usual 

health [b 

4 16.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 8.0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  >=60  AZD7442 600 mg IM 

N=2 

Returned to usual health 

[a] 

1 50.0 2.00 (2.00, NE)/ 50.00 (0.60, 91.04) 0.758 0.95 (0.11, 

8.57) 

0.966 

      NE (2.00, NE)/      

      NE (2.00, NE)      

   Did not return to usual 

health [b 

1 50.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       

 

  Placebo IM N=8 Returned to usual health 

[a] 

4 50.0 5.00 (1.00, 15.00)/ 35.00 (4.94, 69.32)    

      15.00 (1.00, NE)/      

      NE (5.00, NE)      

   Did not return to usual 

health [b 

2 25.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 25.0       

 

   Treatment by subgroup 

interaction 

       0.870 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Co-morbidity Status 

  No comorbidities 

 AZD7442 600 mg IM 

N=1 

Returned to usual health 

[a] 

0 0.0 NE (NE, NE)/ 100.00 (100.00, 

100.00) 

0.617 0.00 (0.00, NE) 0.999 

      NE (NE, NE)/      

      NE (NE, NE)      

   Did not return to usual 

health [b 

1 100.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       

 

  Placebo IM N=4 Returned to usual health 

[a] 

1 25.0 NE (1.00, NE)/ 75.00 (12.79, 

96.05) 

   

      NE (1.00, NE)/      

      NE (1.00, NE)      

   Did not return to usual 

health [b 

2 50.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 25.0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  At least one 

comorbidity 

 AZD7442 600 mg IM 

N=32 

Returned to usual health 

[a] 

25 78.1 4.00 (2.00, 8.00)/ 17.20 (6.32, 32.57) 0.994 0.97 (0.55, 

1.72) 

0.917 

      13.00 (6.00, 18.00)/      

      20.00 (14.00, NE)      

   Did not return to usual 

health [b 

5 15.6       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 6.3       

 

  Placebo IM N=29 Returned to usual health 

[a] 

22 75.9 6.00 (3.00, 8.00)/ 16.11 (5.10, 32.63)    

      11.00 (7.00, 17.00)/      

      18.00 (13.00, NE)      

   Did not return to usual 

health [b 

4 13.8       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 10.3       

 

   Treatment by subgroup 

interaction 

       0.989 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_T2_CON_2DHEALTH_D28_SUBGRP_HR.sas 

12SEP2022 18:01 

 

 

Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 AZD7442 600 mg IM 

N=12 

Returned to usual health 

[a] 

8 66.7 3.50 (2.00, 13.00)/ 29.17 (7.24, 56.09) 0.576 1.15 (0.43, 

3.08) 

0.778 

      13.00 (2.00, NE)/      

      NE (13.00, NE)      

   Did not return to usual 

health [b 

3 25.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 8.3       

 

  Placebo IM N=13 Returned to usual health 

[a] 

8 61.5 8.00 (4.00, 12.00)/ 33.33 (10.27, 

58.84) 

   

      13.50 (5.00, NE)/      

      NE (12.00, NE)      

   Did not return to usual 

health [b 

4 30.8       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 7.7       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  > 5 days  AZD7442 600 mg IM 

N=21 

Returned to usual health 

[a] 

17 81.0 6.00 (2.00, 8.00)/ 15.00 (3.73, 33.47) 0.570 0.91 (0.45, 

1.82) 

0.781 

      12.00 (6.00, 19.00)/      

      19.50 (13.00, NE)      

   Did not return to usual 

health [b 

3 14.3       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 4.8       

 

  Placebo IM N=20 Returned to usual health 

[a] 

15 75.0 4.00 (1.00, 7.00)/ 13.06 (2.21, 33.73)    

      11.00 (3.00, 18.00)/      

      21.00 (11.00, NE)      

   Did not return to usual 

health [b 

2 10.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 15.0       

 

   Treatment by subgroup 

interaction 

       0.691 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Baseline antibody status 

  Negative 

 AZD7442 600 mg IM 

N=23 

Returned to usual health 

[a] 

17 73.9 7.00 (2.00, 14.00)/ 23.29 (8.54, 42.20) 0.202 0.66 (0.30, 

1.44) 

0.293 

      15.00 (8.00, 22.00)/      

      22.00 (18.00, NE)      

   Did not return to usual 

health [b 

5 21.7       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 4.3       

 

  Placebo IM N=12 Returned to usual health 

[a] 

10 83.3 4.50 (1.00, 8.00)/ 16.67 (2.65, 41.30)    

      9.50 (3.00, 18.00)/      

      17.50 (8.00, NE)      

   Did not return to usual 

health [b 

2 16.7       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Positive  AZD7442 600 mg IM 

N=5 

Returned to usual health 

[a] 

5 100.0 3.00 (2.00, 6.00)/ 0.00 (0.00, 0.00) 0.164 5.56 (0.64, 

48.34) 

0.120 

      4.00 (2.00, 8.00)/      

      6.00 (2.00, 8.00)      

   Did not return to usual 

health [b 

0 0.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 0 0.0       

 

  Placebo IM N=4 Returned to usual health 

[a] 

2 50.0 12.00 (3.00, 21.00)/ 0.00 (0.00, 0.00)    

      21.00 (3.00, 21.00)/      

      21.00 (3.00, 21.00)      

   Did not return to usual 

health [b 

0 0.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 50.0       

 

Page 133 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  Missing  AZD7442 600 mg IM 

N=5 

Returned to usual health 

[a] 

3 60.0 3.50 (3.00, 13.00)/ 25.00 (0.89, 66.53) 0.660 1.22 (0.34, 

4.40) 

0.761 

      8.50 (3.00, NE)/      

      NE (3.00, NE)      

   Did not return to usual 

health [b 

1 20.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 20.0       

 

  Placebo IM N=17 Returned to usual health 

[a] 

11 64.7 7.00 (1.00, 12.00)/ 27.15 (8.45, 50.26)    

      12.00 (7.00, NE)/      

      NE (12.00, NE)      

   Did not return to usual 

health [b 

4 23.5       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 2 11.8       

 

   Treatment by subgroup 

interaction 

       0.099 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

Treatment time from 

symptom onset 

  <= 5 days 

 AZD7442 600 mg IM 

N=11 

Returned to usual health 

[a] 

7 63.6 4.00 (2.00, 18.00)/ 31.82 (7.81, 59.79) 0.849 1.01 (0.37, 

2.80) 

0.983 

      18.00 (3.00, NE)/      

      NE (13.00, NE)      

   Did not return to usual 

health [b 

3 27.3       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 9.1       

 

  Placebo IM N=13 Returned to usual health 

[a] 

8 61.5 8.00 (4.00, 12.00)/ 33.33 (10.27, 

58.84) 

   

      13.50 (5.00, NE)/      

      NE (12.00, NE)      

   Did not return to usual 

health [b 

4 30.8       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 7.7       

 

Page 135 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.7a 

Time to self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Self-reported return to usual (pre-COVID-19) health as recorded in a participant’s study diary on two consecutive days at any time through day 28. 

[b] Subjects without outcome [a] through day 28 reasons other than death, hospitalization or loss-to-follow-up. 

[c] Subjects who died without achieving outcome on or before day 28 [a]. 

[d] Subjects who were hospitalized without previously achieving outcome on or before day 28 [a] and were not discharged through 

[e] Subjects lost to follow up (i.e. subjects with a monotonic sequence of missing study diary data during follow-up through and including day 28). 

[f] Time to event is defined as the time (days) from day 0 (pre-treatment) to the first of two consecutive days when self-reported return to usual (pre-COVID-19) 

health as recorded in a participant’s study diary. Quartiles presented are Kaplan-Meier product-limit-estimates and corresponding 95% confidence intervals are 

derived via log-log transformation. 

[g] Kaplan-Meier product-limit estimate of percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between the 

ACTIVE and the PLACEBO groups. 

[h] Two-sided Gehan-Wilcoxon p-value comparing the percentage of subjects without self-reported return to usual (pre-COVID-19) health as described in [a] between 

the ACTIVE and the PLACEBO groups. The test was performed at the 5% level of significance. 

Note: The hazard ratio (95% CI and p vlaue) were estimated based on Cox-Proportional Hazards model with the Efron method used to handle ties. The test was performed 

at the 5% level of significance. CI = Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; PCTL 

= percentile. 
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Kaplan-Meier time to 

event estimates(days) 

with 95% CI [f]: 

 

Comparison of treatment groups 

Subgroup  Group  n % 

25th PCTL/ 

Median/ 

75th PCTL 

Event-free 

rate - % [g] 95% CI 

p 

value 

[h] 

Hazard Ratio 

(95% CI) 

p 

value 

  > 5 days  AZD7442 600 mg IM 

N=22 

Returned to usual health 

[a] 

18 81.8 6.00 (2.00, 8.00)/ 14.29 (3.57, 32.12) 0.723 0.96 (0.48, 

1.90) 

0.897 

      11.00 (6.00, 15.00)/      

      19.00 (13.00, NE)      

   Did not return to usual 

health [b 

3 13.6       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 1 4.5       

 

  Placebo IM N=20 Returned to usual health 

[a] 

15 75.0 4.00 (1.00, 7.00)/ 13.06 (2.21, 33.73)    

      11.00 (3.00, 18.00)/      

      21.00 (11.00, NE)      

   Did not return to usual 

health [b 

2 10.0       

   Died [c] 0 0.0       

   Hospitalized [d] 0 0.0       

   Lost to follow up [e] 3 15.0       

 

   Treatment by subgroup 

interaction 

       0.916 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

Sex 

  Male sex at birth 

 AZD7442 600 mg IM N=17 17 Mean 4.2 0.81 (-0.50, 2.65) 0.258 

    SD 9.3    

    Min 0.2    

    Q1 1.1    

    Median 1.7    

    Q3 3.2    

    Max 40.0    

 

  Placebo IM N=14 14 Mean 8.0    

    SD 13.7    

    Min 0.3    

    Q1 1.5    

    Median 2.4    

    Q3 6.1    

    Max 40.0    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  Female sex at birth  AZD7442 600 mg IM N=16 16 Mean 6.5 1.57 (0.18, 2.84) 0.029 

    SD 10.0    

    Min 0.2    

    Q1 1.9    

    Median 3.3    

    Q3 4.6    

    Max 40.0    

 

  Placebo IM N=19 19 Mean 2.5    

    SD 3.0    

    Min 0.0    

    Q1 0.8    

    Median 1.5    

    Q3 2.3    

    Max 11.4    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

Race 

  White 

 AZD7442 600 mg IM N=25 25 Mean 4.7 -0.33 (-1.39, 0.66) 0.548 

    SD 8.3    

    Min 0.2    

    Q1 1.5    

    Median 2.2    

    Q3 3.8    

    Max 40.0    

 

  Placebo IM N=24 24 Mean 5.5    

    SD 10.9    

    Min 0.3    

    Q1 1.0    

    Median 1.8    

    Q3 3.5    

    Max 40.0    

 

Page 139 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  Non-white  AZD7442 600 mg IM N=8 8 Mean 7.2 0.61 (-1.95, 3.46) 0.597 

    SD 13.4    

    Min 0.2    

    Q1 1.4    

    Median 2.8    

    Q3 4.4    

    Max 40.0    

 

  Placebo IM N=9 9 Mean 3.0    

    SD 3.4    

    Min 0.0    

    Q1 1.5    

    Median 1.8    

    Q3 3.6    

    Max 11.4    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

Ethnicity 

  Hispanic 

 AZD7442 600 mg IM N=10 10 Mean 10.0 1.12 (-0.89, 3.68) 0.241 

    SD 15.9    

    Min 0.2    

    Q1 1.7    

    Median 2.9    

    Q3 5.6    

    Max 40.0    

 

  Placebo IM N=14 14 Mean 2.7    

    SD 2.7    

    Min 0.3    

    Q1 0.9    

    Median 1.8    

    Q3 2.2    

    Max 9.7    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  Not Hispanic  AZD7442 600 mg IM N=23 23 Mean 3.3 -0.13 (-1.07, 1.18) 0.830 

    SD 4.0    

    Min 0.2    

    Q1 1.4    

    Median 2.1    

    Q3 3.8    

    Max 17.9    

 

  Placebo IM N=19 19 Mean 6.4    

    SD 12.1    

    Min 0.0    

    Q1 1.1    

    Median 1.8    

    Q3 4.0    

    Max 40.0    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

Age Group 

  <60 

 AZD7442 600 mg IM N=31 31 Mean 4.4 -0.68 (-1.61, 0.24) 0.161 

    SD 7.5    

    Min 0.2    

    Q1 1.5    

    Median 2.2    

    Q3 3.8    

    Max 40.0    

 

  Placebo IM N=25 25 Mean 2.5    

    SD 2.8    

    Min 0.0    

    Q1 0.8    

    Median 1.8    

    Q3 2.8    

    Max 11.4    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  >=60  AZD7442 600 mg IM N=2 2 Mean 20.2 -0.39 (-39.61, 38.82) 0.895 

    SD 28.0    

    Min 0.4    

    Q1 0.4    

    Median 20.2    

    Q3 40.0    

    Max 40.0    

 

  Placebo IM N=8 8 Mean 12.1    

    SD 17.3    

    Min 1.2    

    Q1 1.4    

    Median 3.3    

    Q3 23.1    

    Max 40.0    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

Co-morbidity Status 

  No comorbidities 

 AZD7442 600 mg IM N=1 1 Mean 40.0 16.88 (0.00, 38.82) 0.693 

    SD .    

    Min 40.0    

    Q1 40.0    

    Median 40.0    

    Q3 40.0    

    Max 40.0    

 

  Placebo IM N=4 4 Mean 21.9    

    SD 21.1    

    Min 1.2    

    Q1 3.7    

    Median 23.1    

    Q3 40.0    

    Max 40.0    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  At least one 

comorbidity 

 AZD7442 600 mg IM N=32 32 Mean 4.2 -0.52 (-1.43, 0.36) 0.233 

    SD 7.4    

    Min 0.2    

    Q1 1.4    

    Median 2.1    

    Q3 3.8    

    Max 40.0    

 

  Placebo IM N=29 29 Mean 2.5    

    SD 2.6    

    Min 0.0    

    Q1 0.9    

    Median 1.8    

    Q3 2.8    

    Max 11.4    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 AZD7442 600 mg IM N=12 12 Mean 8.5 0.02 (-1.93, 2.75) 0.978 

    SD 14.8    

    Min 0.2    

    Q1 1.0    

    Median 2.1    

    Q3 5.3    

    Max 40.0    

 

  Placebo IM N=13 13 Mean 5.8    

    SD 10.6    

    Min 0.3    

    Q1 1.5    

    Median 1.9    

    Q3 4.4    

    Max 40.0    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  > 5 days  AZD7442 600 mg IM N=21 21 Mean 3.5 -0.65 (-1.75, 0.45) 0.240 

    SD 4.1    

    Min 0.2    

    Q1 1.5    

    Median 2.6    

    Q3 3.8    

    Max 17.9    

 

  Placebo IM N=20 20 Mean 4.2    

    SD 8.8    

    Min 0.0    

    Q1 0.8    

    Median 1.6    

    Q3 2.9    

    Max 40.0    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

Baseline antibody status 

  Negative 

 AZD7442 600 mg IM N=23 23 Mean 6.3 -0.50 (-2.04, 0.75) 0.348 

    SD 10.9    

    Min 0.2    

    Q1 1.7    

    Median 2.7    

    Q3 4.6    

    Max 40.0    

 

  Placebo IM N=12 12 Mean 5.8    

    SD 11.1    

    Min 0.3    

    Q1 1.3    

    Median 1.9    

    Q3 3.4    

    Max 40.0    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  Positive  AZD7442 600 mg IM N=5 5 Mean 1.4 0.12 (-3.50, 2.75) 1.000 

    SD 1.3    

    Min 0.2    

    Q1 0.3    

    Median 1.4    

    Q3 1.7    

    Max 3.5    

 

  Placebo IM N=4 4 Mean 1.5    

    SD 1.3    

    Min 0.0    

    Q1 0.4    

    Median 1.4    

    Q3 2.6    

    Max 3.0    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  Missing  AZD7442 600 mg IM N=5 5 Mean 4.9 -0.07 (-3.54, 2.93) 0.969 

    SD 7.4    

    Min 0.3    

    Q1 0.6    

    Median 2.6    

    Q3 3.2    

    Max 17.9    

 

  Placebo IM N=17 17 Mean 4.9    

    SD 9.4    

    Min 0.3    

    Q1 0.9    

    Median 1.8    

    Q3 4.4    

    Max 40.0    

 

Page 151 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

Treatment time from 

symptom onset 

  <= 5 days 

 AZD7442 600 mg IM N=11 11 Mean 9.2 0.21 (-1.93, 3.39) 0.728 

    SD 15.3    

    Min 0.2    

    Q1 1.5    

    Median 2.2    

    Q3 5.6    

    Max 40.0    

 

  Placebo IM N=13 13 Mean 5.8    

    SD 10.6    

    Min 0.3    

    Q1 1.5    

    Median 1.9    

    Q3 4.4    

    Max 40.0    
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Table 2.8a 

COVID-19 symptom severity ranking through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Hodges-Lehmann estimate for location shift of symptom severity ranking, comparing the treatment groups (ACTIVE - PLACEBO) and the associated 95% confidence 

interval. 

[b] p-value comparing symptom severity ranking in the ACTIVE group to the same in the PLACEBO group.  The p-value is based on the two-sided Wilcoxon Rank Sum 

test (performed at the 5% level of significance). 

Note: COVID-19 symptom severity ranking is defined as the subject-specific AUC (area under curve) joining the total symptom score associated with COVID-19 disease 

(from the daily diary), over time (through day 28, counting day 0 as the first day), calculated by the trapezoidal rule and rescaled for time by dividing by 

the total number of trapezoids. Detailed calculation rules are provided in the SAP. A negative value for the median difference favours AZD7442 600 mg IM. CI 

= Confidence interval; n = Number of subjects in analysis; N = Number of subjects per treatment group per subcategory; Q1 = First quartile; Q3 = Third quartile; 

SD = Standard deviation. 

 

Program Path: ...06-Programing\A-Primary\Programs\T_AUC_RANK_HR.sas 01SEP2022 15:28 

 

 

Comparison of treatment groups 

Hodges-Lehmann [a] 

Subgroup  Group n Statistic  Median difference 95% CI p value [b] 

  > 5 days  AZD7442 600 mg IM N=22 22 Mean 3.4 -0.54 (-1.62, 0.54) 0.339 

    SD 4.0    

    Min 0.2    

    Q1 1.4    

    Median 2.3    

    Q3 3.8    

    Max 17.9    

 

  Placebo IM N=20 20 Mean 4.2    

    SD 8.8    

    Min 0.0    

    Q1 0.8    

    Median 1.6    

    Q3 2.9    

    Max 40.0    
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Table 2.9a 

Progression of COVID-19 associated symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with symptom progression: Subjects with progression of one or more COVID-19-associated symptoms to a worse status on or before day 28 than recorded 

in the study diary on day 0. 

[b] Relative risk ratio of symptom progression for the ACTIVE group vs the PLACEBO group, estimated using a Log-Binomial regression model. If the Log-Binomial 

regression model failed to converge, a Poisson regression model with robust variance and log-link is used instead. 

[c] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[d] The p-value is to compare the risk of COVID-19-associated symptom progression in the ACTIVE group and the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A risk ratio below 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects 

in category; N = Number of subjects per treatment group. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_PROG_SYMP_D28_SUBGRP_HR.sas 

01SEP2022 08:15 

 

 

Subjects with symptom 

progression [a] 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Sex 

  Male sex at birth 

 AZD7442 600 mg IM 

N=17 

 15 (88.2)  Risk ratio (relative risk) [b] 1.03 (0.78, 1.36) 0.837 0.259 

      Relative Risk Reduction (%) -2.94 (-35.58, 21.84)   

      Odds Ratio [c] 1.25 (0.15, 10.23) 0.835  

      Absolute Risk Reduction (%) [c] 2.52 (-21.37, 26.41)   

  Placebo IM N=14  12 (85.7)       

 

  Female sex at birth  AZD7442 600 mg IM 

N=16 

 16 (100.0)  Risk ratio (relative risk) [b] 1.27 (1.00, 1.60) 0.046  

      Relative Risk Reduction (%) -26.67 (-59.77, -0.42)   

      Odds Ratio [c] 9.58 (0.48, 192.99) 0.140  

      Absolute Risk Reduction (%) [c] 21.05 (2.72, 39.38)   

  Placebo IM N=19  15 (78.9)       

 

Race 

  White 

 AZD7442 600 mg IM 

N=25 

 23 (92.0)  Risk ratio (relative risk) [b] 1.10 (0.89, 1.37) 0.363 0.465 

      Relative Risk Reduction (%) -10.40 (-36.61, 10.78)   

      Odds Ratio [c] 2.30 (0.38, 13.91) 0.364  

      Absolute Risk Reduction (%) [c] 8.67 (-9.65, 26.98)   

  Placebo IM N=24  20 (83.3)       

 

  Non-white  AZD7442 600 mg IM 

N=8 

 8 (100.0)  Risk ratio (relative risk) [b] 1.29 (0.91, 1.82) 0.158  

      Relative Risk Reduction (%) -28.57 (-82.31, 9.33)   

      Odds Ratio [c] 5.67 (0.23, 137.80) 0.287  

      Absolute Risk Reduction (%) [c] 22.22 (-4.94, 49.38)   

  Placebo IM N=9  7 (77.8)       
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Table 2.9a 

Progression of COVID-19 associated symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with symptom progression: Subjects with progression of one or more COVID-19-associated symptoms to a worse status on or before day 28 than recorded 

in the study diary on day 0. 

[b] Relative risk ratio of symptom progression for the ACTIVE group vs the PLACEBO group, estimated using a Log-Binomial regression model. If the Log-Binomial 

regression model failed to converge, a Poisson regression model with robust variance and log-link is used instead. 

[c] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[d] The p-value is to compare the risk of COVID-19-associated symptom progression in the ACTIVE group and the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A risk ratio below 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects 

in category; N = Number of subjects per treatment group. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_PROG_SYMP_D28_SUBGRP_HR.sas 

01SEP2022 08:15 

 

 

Subjects with symptom 

progression [a] 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Ethnicity 

  Hispanic 

 AZD7442 600 mg IM 

N=10 

 9 (90.0)  Risk ratio (relative risk) [b] 1.05 (0.78, 1.41) 0.748 0.469 

      Relative Risk Reduction (%) -5.00 (-41.36, 22.01)   

      Odds Ratio [c] 1.50 (0.12, 19.24) 0.755  

      Absolute Risk Reduction (%) [c] 4.29 (-21.82, 30.40)   

  Placebo IM N=14  12 (85.7)       

 

  Not Hispanic  AZD7442 600 mg IM 

N=23 

 22 (95.7)  Risk ratio (relative risk) [b] 1.21 (0.95, 1.55) 0.129  

      Relative Risk Reduction (%) -21.16 (-55.26, 5.45)   

      Odds Ratio [c] 5.87 (0.60, 57.79) 0.130  

      Absolute Risk Reduction (%) [c] 16.70 (-3.43, 36.84)   

  Placebo IM N=19  15 (78.9)       

 

Age Group 

  <60 

 AZD7442 600 mg IM 

N=31 

 29 (93.5)  Risk ratio (relative risk) [b] 1.17 (0.94, 1.45) 0.157 0.895 

      Relative Risk Reduction (%) -16.94 (-45.23, 5.85)   

      Odds Ratio [c] 3.63 (0.64, 20.57) 0.146  

      Absolute Risk Reduction (%) [c] 13.55 (-4.36, 31.45)   

  Placebo IM N=25  20 (80.0)       

 

  >=60  AZD7442 600 mg IM 

N=2 

 2 (100.0)  Risk ratio (relative risk) [b] 1.14 (0.88, 1.49) 0.318  

      Relative Risk Reduction (%) -14.29 (-48.50, 12.05)   

      Odds Ratio [c] 1.00 (0.03, 33.32) 1.000  

      Absolute Risk Reduction (%) [c] 12.50 (-10.44, 35.43)   

  Placebo IM N=8  7 (87.5)       
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Table 2.9a 

Progression of COVID-19 associated symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with symptom progression: Subjects with progression of one or more COVID-19-associated symptoms to a worse status on or before day 28 than recorded 

in the study diary on day 0. 

[b] Relative risk ratio of symptom progression for the ACTIVE group vs the PLACEBO group, estimated using a Log-Binomial regression model. If the Log-Binomial 

regression model failed to converge, a Poisson regression model with robust variance and log-link is used instead. 

[c] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[d] The p-value is to compare the risk of COVID-19-associated symptom progression in the ACTIVE group and the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A risk ratio below 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects 

in category; N = Number of subjects per treatment group. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_PROG_SYMP_D28_SUBGRP_HR.sas 

01SEP2022 08:15 

 

 

Subjects with symptom 

progression [a] 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Co-morbidity Status 

  No comorbidities 

 AZD7442 600 mg IM 

N=1 

 1 (100.0)  Risk ratio (relative risk) [b] 1.00 (1.00, 1.00) NE 0.112 

      Relative Risk Reduction (%) 0.00 (0.00, 0.00)   

      Odds Ratio [c] 0.33 (0.00, 25.41) 0.619  

      Absolute Risk Reduction (%) [c] -0.01 (-2.03, 2.01)   

  Placebo IM N=4  4 (100.0)       

 

  At least one comorbidity  AZD7442 600 mg IM 

N=32 

 30 (93.8)  Risk ratio (relative risk) [b] 1.18 (0.96, 1.45) 0.112  

      Relative Risk Reduction (%) -18.21 (-45.29, 3.83)   

      Odds Ratio [c] 3.91 (0.72, 21.21) 0.114  

      Absolute Risk Reduction (%) [c] 14.44 (-2.52, 31.40)   

  Placebo IM N=29  23 (79.3)       

 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 AZD7442 600 mg IM 

N=12 

 12 (100.0)  Risk ratio (relative risk) [b] 1.18 (0.94, 1.49) 0.158 0.804 

      Relative Risk Reduction (%) -18.18 (-49.01, 6.27)   

      Odds Ratio [c] 5.43 (0.24, 125.59) 0.291  

      Absolute Risk Reduction (%) [c] 15.38 (-4.23, 35.00)   

  Placebo IM N=13  11 (84.6)       

 

  > 5 days  AZD7442 600 mg IM 

N=21 

 19 (90.5)  Risk ratio (relative risk) [b] 1.13 (0.87, 1.47) 0.352  

      Relative Risk Reduction (%) -13.10 (-46.58, 12.74)   

      Odds Ratio [c] 2.38 (0.38, 14.70) 0.352  

      Absolute Risk Reduction (%) [c] 10.48 (-11.09, 32.04)   

  Placebo IM N=20  16 (80.0)       
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Table 2.9a 

Progression of COVID-19 associated symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with symptom progression: Subjects with progression of one or more COVID-19-associated symptoms to a worse status on or before day 28 than recorded 

in the study diary on day 0. 

[b] Relative risk ratio of symptom progression for the ACTIVE group vs the PLACEBO group, estimated using a Log-Binomial regression model. If the Log-Binomial 

regression model failed to converge, a Poisson regression model with robust variance and log-link is used instead. 

[c] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[d] The p-value is to compare the risk of COVID-19-associated symptom progression in the ACTIVE group and the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A risk ratio below 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects 

in category; N = Number of subjects per treatment group. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_PROG_SYMP_D28_SUBGRP_HR.sas 

01SEP2022 08:15 

 

 

Subjects with symptom 

progression [a] 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Baseline antibody status 

  Negative 

 AZD7442 600 mg IM 

N=23 

 22 (95.7)  Risk ratio (relative risk) [b] 1.04 (0.86, 1.26) 0.663 0.415 

      Relative Risk Reduction (%) -4.35 (-26.38, 13.84)   

      Odds Ratio [c] 2.00 (0.11, 35.09) 0.635  

      Absolute Risk Reduction (%) [c] 3.99 (-13.73, 21.71)   

  Placebo IM N=12  11 (91.7)       

 

  Positive  AZD7442 600 mg IM 

N=5 

 5 (100.0)  Risk ratio (relative risk) [b] 2.00 (0.75, 5.33) 0.166  

      Relative Risk Reduction (%) -100.00 (-432.88, 24.94)   

      Odds Ratio [c] 11.00 (0.37, 324.52) 0.165  

      Absolute Risk Reduction (%) [c] 50.00 (1.00, 99.00)   

  Placebo IM N=4  2 (50.0)       

 

  Missing  AZD7442 600 mg IM 

N=5 

 4 (80.0)  Risk ratio (relative risk) [b] 0.97 (0.59, 1.59) 0.908  

      Relative Risk Reduction (%) 2.86 (-58.63, 40.51)   

      Odds Ratio [c] 0.86 (0.07, 10.67) 0.905  

      Absolute Risk Reduction (%) [c] -2.35 (-41.82, 37.11)   

  Placebo IM N=17  14 (82.4)       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.9a 

Progression of COVID-19 associated symptoms through day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with symptom progression: Subjects with progression of one or more COVID-19-associated symptoms to a worse status on or before day 28 than recorded 

in the study diary on day 0. 

[b] Relative risk ratio of symptom progression for the ACTIVE group vs the PLACEBO group, estimated using a Log-Binomial regression model. If the Log-Binomial 

regression model failed to converge, a Poisson regression model with robust variance and log-link is used instead. 

[c] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[d] The p-value is to compare the risk of COVID-19-associated symptom progression in the ACTIVE group and the risk of the same in the PLACEBO group. 

[e] Treatment-by-subgroup interaction is tested using a Log-Binomial regression model with log-link. If the Log-Binomial regression model failed to converge, 

a Poisson regression model with robust variance and log-link is used instead. 

Note: The test was performed at the 5% level of significance. A risk ratio below 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects 

in category; N = Number of subjects per treatment group. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_PROG_SYMP_D28_SUBGRP_HR.sas 

01SEP2022 08:15 

 

 

Subjects with symptom 

progression [a] 

 

Comparison of treatment groups  

Subgroup  Group  Number  (%)  Safety Measure  95% CI 

p value 

[d] 

Interaction 

p value [e] 

Treatment time from 

symptom onset 

  <= 5 days 

 AZD7442 600 mg IM 

N=11 

 11 (100.0)  Risk ratio (relative risk) [b] 1.18 (0.94, 1.49) 0.158 0.824 

      Relative Risk Reduction (%) -18.18 (-49.01, 6.27)   

      Odds Ratio [c] 5.00 (0.22, 116.03) 0.316  

      Absolute Risk Reduction (%) [c] 15.38 (-4.23, 35.00)   

  Placebo IM N=13  11 (84.6)       

 

  > 5 days  AZD7442 600 mg IM 

N=22 

 20 (90.9)  Risk ratio (relative risk) [b] 1.14 (0.88, 1.47) 0.328  

      Relative Risk Reduction (%) -13.64 (-46.77, 12.02)   

      Odds Ratio [c] 2.50 (0.40, 15.43) 0.324  

      Absolute Risk Reduction (%) [c] 10.91 (-10.34, 32.16)   

  Placebo IM N=20  16 (80.0)       
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_OXYGEN_SATU_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Sex           0.261 

  Male sex at birth Baseline AZD7442 600 mg IM 

N=17 

 >= 96% [a] 16 94.1      

    < 96% [a] 1 5.9      

    Missing [b] 0       

 

  Placebo IM N=14  >= 96% [a] 13 92.9      

    < 96% [a] 1 7.1      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=17 

 >= 96% [a] 14 82.4 Risk ratio (relative risk) [c] 0.91 (0.73, 1.15) 0.437  

       Relative Risk Reduction (%) 8.70 (-14.85, 27.42)   

       Odds Ratio [d] 0.39 (0.04, 4.25) 0.439  

       Absolute Risk Reduction (%) -9.95 (-33.15, 13.24)   

    < 96% [a] 3 17.6      

    Missing [b] 0       

 

  Placebo IM N=14  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_OXYGEN_SATU_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=17 

 >= 96% [a] 15 93.8 Risk ratio (relative risk) [c] 1.03 (0.86, 1.24) 0.743  

       Relative Risk Reduction (%) -3.11 (-23.86, 14.16)   

       Odds Ratio [d] 1.25 (0.07, 22.13) 0.879  

       Absolute Risk Reduction (%) 1.44 (-17.28, 20.16)   

    < 96% [a] 1 6.3      

    Missing [b] 1       

 

  Placebo IM N=14  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=17 

 >= 96% [a] 15 93.8 Risk ratio (relative risk) [c] 1.04 (0.86, 1.25) 0.706  

       Relative Risk Reduction (%) -3.66 (-24.89, 13.97)   

       Odds Ratio [d] 1.25 (0.07, 22.13) 0.879  

       Absolute Risk Reduction (%) 1.44 (-17.28, 20.16)   

    < 96% [a] 1 6.3      

    Missing [b] 1       

 

  Placebo IM N=14  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 1       
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 

 

Program 

Path: ...06-Programing\B-Secondary\Programs\T_OXYGEN_SATU_D28_SUBGRP_HR.sas 

01SEP2022 09:49 

 

Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=17 

 >= 96% [a] 14 87.5 Risk ratio (relative risk) [c] 0.97 (0.79, 1.20) 0.793  

       Relative Risk Reduction (%) 2.81 (-20.27, 21.46)   

       Odds Ratio [d] 0.70 (0.06, 8.82) 0.783  

       Absolute Risk Reduction (%) -3.41 (-26.89, 20.07)   

    < 96% [a] 2 12.5      

    Missing [b] 1       

 

  Placebo IM N=14  >= 96% [a] 10 90.9      

    < 96% [a] 1 9.1      

    Missing [b] 3       

 

  Female sex at birth Baseline AZD7442 600 mg IM 

N=16 

 >= 96% [a] 13 81.3      

    < 96% [a] 3 18.8      

    Missing [b] 0       

 

  Placebo IM N=19  >= 96% [a] 19 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 
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Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=16 

 >= 96% [a] 11 78.6 Risk ratio (relative risk) [c] 0.82 (0.63, 1.06) 0.127  

       Relative Risk Reduction (%) 18.22 (-5.90, 36.85)   

       Odds Ratio [d] 0.08 (0.00, 1.78) 0.112  

       Absolute Risk Reduction (%) -21.43 (-42.92, 0.07)   

    < 96% [a] 3 21.4      

    Missing [b] 2       

 

  Placebo IM N=19  >= 96% [a] 19 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 7 AZD7442 600 mg IM 

N=16 

 >= 96% [a] 12 80.0 Risk ratio (relative risk) [c] 0.83 (0.65, 1.05) 0.115  

       Relative Risk Reduction (%) 17.26 (-4.72, 34.63)   

       Odds Ratio [d] 0.10 (0.00, 2.04) 0.133  

       Absolute Risk Reduction (%) -20.00 (-40.24, 0.24)   

    < 96% [a] 3 20.0      

    Missing [b] 1       

 

  Placebo IM N=19  >= 96% [a] 18 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=16 

 >= 96% [a] 13 92.9 Risk ratio (relative risk) [c] 0.96 (0.83, 1.11) 0.616  

       Relative Risk Reduction (%) 3.62 (-11.33, 16.56)   

       Odds Ratio [d] 0.24 (0.01, 6.44) 0.398  

       Absolute Risk Reduction (%) -7.14 (-20.63, 6.35)   

    < 96% [a] 1 7.1      

    Missing [b] 2       

 

  Placebo IM N=19  >= 96% [a] 18 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

 Day 28 AZD7442 600 mg IM 

N=16 

 >= 96% [a] 15 100.0 Risk ratio (relative risk) [c] 1.03 (0.94, 1.14) 0.499  

       Relative Risk Reduction (%) -3.35 (-13.73, 6.07)   

       Odds Ratio [d] 0.94 (0.02, 50.31) 0.975  

       Absolute Risk Reduction (%) 0.00 (-0.18, 0.18)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=19  >= 96% [a] 16 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Race           0.829 

  White Baseline AZD7442 600 mg IM 

N=25 

 >= 96% [a] 22 88.0      

    < 96% [a] 3 12.0      

    Missing [b] 0       

 

  Placebo IM N=24  >= 96% [a] 23 95.8      

    < 96% [a] 1 4.2      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=25 

 >= 96% [a] 18 78.3 Risk ratio (relative risk) [c] 0.83 (0.67, 1.03) 0.098  

       Relative Risk Reduction (%) 16.55 (-3.41, 32.66)   

       Odds Ratio [d] 0.16 (0.02, 1.53) 0.113  

       Absolute Risk Reduction (%) -17.39 (-36.20, 1.41)   

    < 96% [a] 5 21.7      

    Missing [b] 2       

 

  Placebo IM N=24  >= 96% [a] 22 95.7      

    < 96% [a] 1 4.3      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=25 

 >= 96% [a] 21 91.3 Risk ratio (relative risk) [c] 0.97 (0.84, 1.12) 0.654  

       Relative Risk Reduction (%) 3.21 (-11.65, 16.09)   

       Odds Ratio [d] 0.48 (0.04, 5.66) 0.558  

       Absolute Risk Reduction (%) -4.35 (-18.56, 9.87)   

    < 96% [a] 2 8.7      

    Missing [b] 2       

 

  Placebo IM N=24  >= 96% [a] 22 95.7      

    < 96% [a] 1 4.3      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=25 

 >= 96% [a] 21 91.3 Risk ratio (relative risk) [c] 0.97 (0.84, 1.12) 0.694  

       Relative Risk Reduction (%) 2.85 (-12.21, 15.89)   

       Odds Ratio [d] 0.48 (0.04, 5.66) 0.558  

       Absolute Risk Reduction (%) -4.35 (-18.56, 9.87)   

    < 96% [a] 2 8.7      

    Missing [b] 2       

 

  Placebo IM N=24  >= 96% [a] 22 95.7      

    < 96% [a] 1 4.3      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=25 

 >= 96% [a] 22 95.7 Risk ratio (relative risk) [c] 1.02 (0.90, 1.16) 0.749  

       Relative Risk Reduction (%) -2.08 (-15.86, 10.05)   

       Odds Ratio [d] 1.10 (0.06, 18.77) 0.948  

       Absolute Risk Reduction (%) 0.41 (-11.93, 12.76)   

    < 96% [a] 1 4.3      

    Missing [b] 2       

 

  Placebo IM N=24  >= 96% [a] 20 95.2      

    < 96% [a] 1 4.8      

    Missing [b] 3       

 

  Non-white Baseline AZD7442 600 mg IM 

N=8 

 >= 96% [a] 7 87.5      

    < 96% [a] 1 12.5      

    Missing [b] 0       

 

  Placebo IM N=9  >= 96% [a] 9 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=8 

 >= 96% [a] 7 87.5 Risk ratio (relative risk) [c] 0.94 (0.76, 1.16) 0.536  

       Relative Risk Reduction (%) 6.44 (-15.50, 24.21)   

       Odds Ratio [d] 0.26 (0.01, 7.43) 0.433  

       Absolute Risk Reduction (%) -12.50 (-35.42, 10.42)   

    < 96% [a] 1 12.5      

    Missing [b] 0       

 

  Placebo IM N=9  >= 96% [a] 9 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 7 AZD7442 600 mg IM 

N=8 

 >= 96% [a] 6 75.0 Risk ratio (relative risk) [c] 0.79 (0.54, 1.17) 0.247  

       Relative Risk Reduction (%) 20.56 (-17.34, 46.22)   

       Odds Ratio [d] 0.15 (0.01, 3.77) 0.251  

       Absolute Risk Reduction (%) -25.00 (-55.01, 5.01)   

    < 96% [a] 2 25.0      

    Missing [b] 0       

 

  Placebo IM N=9  >= 96% [a] 8 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=8 

 >= 96% [a] 7 100.0 Risk ratio (relative risk) [c] 1.07 (0.91, 1.24) 0.413  

       Relative Risk Reduction (%) -6.63 (-24.37, 8.57)   

       Odds Ratio [d] 0.88 (0.02, 50.19) 0.952  

       Absolute Risk Reduction (%) 0.00 (-0.37, 0.37)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=9  >= 96% [a] 8 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

 Day 28 AZD7442 600 mg IM 

N=8 

 >= 96% [a] 7 87.5 Risk ratio (relative risk) [c] 0.93 (0.75, 1.16) 0.508  

       Relative Risk Reduction (%) 7.11 (-15.52, 25.30)   

       Odds Ratio [d] 0.38 (0.01, 11.17) 0.578  

       Absolute Risk Reduction (%) -12.50 (-35.42, 10.42)   

    < 96% [a] 1 12.5      

    Missing [b] 0       

 

  Placebo IM N=9  >= 96% [a] 6 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 3       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Ethnicity           0.912 

  Hispanic Baseline AZD7442 600 mg IM 

N=10 

 >= 96% [a] 10 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=14  >= 96% [a] 14 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=10 

 >= 96% [a] 8 88.9 Risk ratio (relative risk) [c] 0.91 (0.74, 1.13) 0.398  

       Relative Risk Reduction (%) 8.80 (-12.92, 26.33)   

       Odds Ratio [d] 0.20 (0.01, 5.35) 0.334  

       Absolute Risk Reduction (%) -11.11 (-31.64, 9.42)   

    < 96% [a] 1 11.1      

    Missing [b] 1       

 

  Placebo IM N=14  >= 96% [a] 14 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=10 

 >= 96% [a] 8 88.9 Risk ratio (relative risk) [c] 0.88 (0.70, 1.11) 0.291  

       Relative Risk Reduction (%) 11.60 (-11.11, 29.66)   

       Odds Ratio [d] 0.20 (0.01, 5.35) 0.334  

       Absolute Risk Reduction (%) -11.11 (-31.64, 9.42)   

    < 96% [a] 1 11.1      

    Missing [b] 1       

 

  Placebo IM N=14  >= 96% [a] 14 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 14 AZD7442 600 mg IM 

N=10 

 >= 96% [a] 10 100.0 Risk ratio (relative risk) [c] 1.01 (0.93, 1.09) 0.806  

       Relative Risk Reduction (%) -1.01 (-9.45, 6.78)   

       Odds Ratio [d] 0.72 (0.01, 39.52) 0.874  

       Absolute Risk Reduction (%) 0.00 (-0.24, 0.24)   

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=14  >= 96% [a] 14 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=10 

 >= 96% [a] 8 88.9 Risk ratio (relative risk) [c] 0.91 (0.73, 1.12) 0.373  

       Relative Risk Reduction (%) 9.28 (-12.41, 26.78)   

       Odds Ratio [d] 0.23 (0.01, 6.25) 0.380  

       Absolute Risk Reduction (%) -11.11 (-31.64, 9.42)   

    < 96% [a] 1 11.1      

    Missing [b] 1       

 

  Placebo IM N=14  >= 96% [a] 12 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 2       

 

  Not Hispanic Baseline AZD7442 600 mg IM 

N=23 

 >= 96% [a] 19 82.6      

    < 96% [a] 4 17.4      

    Missing [b] 0       

 

  Placebo IM N=19  >= 96% [a] 18 94.7      

    < 96% [a] 1 5.3      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=23 

 >= 96% [a] 17 77.3 Risk ratio (relative risk) [c] 0.85 (0.68, 1.07) 0.171  

       Relative Risk Reduction (%) 14.79 (-7.14, 32.24)   

       Odds Ratio [d] 0.20 (0.02, 1.90) 0.161  

       Absolute Risk Reduction (%) -17.17 (-37.63, 3.29)   

    < 96% [a] 5 22.7      

    Missing [b] 1       

 

  Placebo IM N=19  >= 96% [a] 17 94.4      

    < 96% [a] 1 5.6      

    Missing [b] 1       

 

 Day 7 AZD7442 600 mg IM 

N=23 

 >= 96% [a] 19 86.4 Risk ratio (relative risk) [c] 0.96 (0.79, 1.16) 0.652  

       Relative Risk Reduction (%) 4.40 (-16.20, 21.34)   

       Odds Ratio [d] 0.40 (0.04, 4.19) 0.441  

       Absolute Risk Reduction (%) -7.75 (-25.94, 10.43)   

    < 96% [a] 3 13.6      

    Missing [b] 1       

 

  Placebo IM N=19  >= 96% [a] 16 94.1      

    < 96% [a] 1 5.9      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=23 

 >= 96% [a] 18 90.0 Risk ratio (relative risk) [c] 1.00 (0.83, 1.20) 0.977  

       Relative Risk Reduction (%) 0.28 (-19.88, 17.04)   

       Odds Ratio [d] 0.56 (0.05, 6.81) 0.651  

       Absolute Risk Reduction (%) -4.12 (-21.38, 13.14)   

    < 96% [a] 2 10.0      

    Missing [b] 3       

 

  Placebo IM N=19  >= 96% [a] 16 94.1      

    < 96% [a] 1 5.9      

    Missing [b] 2       

 

 Day 28 AZD7442 600 mg IM 

N=23 

 >= 96% [a] 21 95.5 Risk ratio (relative risk) [c] 1.06 (0.90, 1.23) 0.491  

       Relative Risk Reduction (%) -5.56 (-23.14, 9.51)   

       Odds Ratio [d] 1.50 (0.09, 26.01) 0.781  

       Absolute Risk Reduction (%) 2.12 (-13.21, 17.45)   

    < 96% [a] 1 4.5      

    Missing [b] 1       

 

  Placebo IM N=19  >= 96% [a] 14 93.3      

    < 96% [a] 1 6.7      

    Missing [b] 4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Age Group           0.803 

  <60 Baseline AZD7442 600 mg IM 

N=31 

 >= 96% [a] 27 87.1      

    < 96% [a] 4 12.9      

    Missing [b] 0       

 

  Placebo IM N=25  >= 96% [a] 25 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=31 

 >= 96% [a] 24 82.8 Risk ratio (relative risk) [c] 0.85 (0.73, 0.99) 0.039  

       Relative Risk Reduction (%) 14.81 (0.79, 26.84)   

       Odds Ratio [d] 0.09 (0.00, 1.66) 0.105  

       Absolute Risk Reduction (%) -17.24 (-30.99, -3.49)   

    < 96% [a] 5 17.2      

    Missing [b] 2       

 

  Placebo IM N=25  >= 96% [a] 25 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=31 

 >= 96% [a] 26 86.7 Risk ratio (relative risk) [c] 0.89 (0.77, 1.02) 0.092  

       Relative Risk Reduction (%) 11.19 (-1.97, 22.66)   

       Odds Ratio [d] 0.12 (0.01, 2.35) 0.162  

       Absolute Risk Reduction (%) -13.33 (-25.50, -1.17)   

    < 96% [a] 4 13.3      

    Missing [b] 1       

 

  Placebo IM N=25  >= 96% [a] 24 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=31 

 >= 96% [a] 27 93.1 Risk ratio (relative risk) [c] 0.96 (0.86, 1.06) 0.398  

       Relative Risk Reduction (%) 4.45 (-6.20, 14.04)   

       Odds Ratio [d] 0.22 (0.01, 4.91) 0.343  

       Absolute Risk Reduction (%) -6.90 (-16.12, 2.33)   

    < 96% [a] 2 6.9      

    Missing [b] 2       

 

  Placebo IM N=25  >= 96% [a] 24 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=31 

 >= 96% [a] 28 96.6 Risk ratio (relative risk) [c] 0.99 (0.91, 1.07) 0.816  

       Relative Risk Reduction (%) 0.95 (-7.37, 8.64)   

       Odds Ratio [d] 0.44 (0.02, 11.39) 0.622  

       Absolute Risk Reduction (%) -3.45 (-10.09, 3.19)   

    < 96% [a] 1 3.4      

    Missing [b] 2       

 

  Placebo IM N=25  >= 96% [a] 21 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 4       

 

  >=60 Baseline AZD7442 600 mg IM 

N=2 

 >= 96% [a] 2 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=8  >= 96% [a] 7 87.5      

    < 96% [a] 1 12.5      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=2 

 >= 96% [a] 1 50.0 Risk ratio (relative risk) [c] 0.65 (0.17, 2.53) 0.538  

       Relative Risk Reduction (%) 34.60 (-152.74, 83.08)   

       Odds Ratio [d] 0.17 (0.01, 5.45) 0.314  

       Absolute Risk Reduction (%) -35.71 (-109.7, 38.27)   

    < 96% [a] 1 50.0      

    Missing [b] 0       

 

  Placebo IM N=8  >= 96% [a] 6 85.7      

    < 96% [a] 1 14.3      

    Missing [b] 1       

 

 Day 7 AZD7442 600 mg IM 

N=2 

 >= 96% [a] 1 100.0 Risk ratio (relative risk) [c] 1.25 (0.96, 1.62) 0.092  

       Relative Risk Reduction (%) -25.03 (-62.16, 3.59)   

       Odds Ratio [d] 0.69 (0.02, 26.90) 0.844  

       Absolute Risk Reduction (%) 14.28 (-11.72, 40.27)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=8  >= 96% [a] 6 85.7      

    < 96% [a] 1 14.3      

    Missing [b] 1       

 

Page 177 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=2 

 >= 96% [a] 1 100.0 Risk ratio (relative risk) [c] 1.37 (1.01, 1.87) 0.046  

       Relative Risk Reduction (%) -37.12 (-86.91, -0.60)   

       Odds Ratio [d] 0.69 (0.02, 26.90) 0.844  

       Absolute Risk Reduction (%) 14.28 (-11.72, 40.27)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=8  >= 96% [a] 6 85.7      

    < 96% [a] 1 14.3      

    Missing [b] 1       

 

 Day 28 AZD7442 600 mg IM 

N=2 

 >= 96% [a] 1 50.0 Risk ratio (relative risk) [c] 0.66 (0.17, 2.57) 0.548  

       Relative Risk Reduction (%) 34.10 (-156.52, 83.07)   

       Odds Ratio [d] 0.20 (0.01, 6.66) 0.368  

       Absolute Risk Reduction (%) -33.33 (-108.8, 42.11)   

    < 96% [a] 1 50.0      

    Missing [b] 0       

 

  Placebo IM N=8  >= 96% [a] 5 83.3      

    < 96% [a] 1 16.7      

    Missing [b] 2       

 

Page 178 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Co-morbidity Status           NE 

  No comorbidities Baseline AZD7442 600 mg IM 

N=1 

 >= 96% [a] 1 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=4  >= 96% [a] 3 75.0      

    < 96% [a] 1 25.0      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=1 

 >= 96% [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.20 (0.00, 8.82) 0.405  

       Absolute Risk Reduction (%) -66.66 (-120.0, -13.28)   

    < 96% [a] 1 100.0      

    Missing [b] 0       

 

  Placebo IM N=4  >= 96% [a] 2 66.7      

    < 96% [a] 1 33.3      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=1 

 >= 96% [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.60 (0.01, 49.45) 0.820  

       Absolute Risk Reduction (%) -16.67 (-6946, 6913.1)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=4  >= 96% [a] 2 66.7      

    < 96% [a] 1 33.3      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=1 

 >= 96% [a] 1 100.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 1.80 (0.04, 79.42) 0.761  

       Absolute Risk Reduction (%) 33.32 (-20.05, 86.70)   

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=4  >= 96% [a] 2 66.7      

    < 96% [a] 1 33.3      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=1 

 >= 96% [a] 0 0.0 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.20 (0.00, 8.82) 0.405  

       Absolute Risk Reduction (%) -66.66 (-120.0, -13.28)   

    < 96% [a] 1 100.0      

    Missing [b] 0       

 

  Placebo IM N=4  >= 96% [a] 2 66.7      

    < 96% [a] 1 33.3      

    Missing [b] 1       

 

  At least one 

comorbidity 

Baseline AZD7442 600 mg IM 

N=32 

 >= 96% [a] 28 87.5      

    < 96% [a] 4 12.5      

    Missing [b] 0       

 

  Placebo IM N=29  >= 96% [a] 29 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=32 

 >= 96% [a] 25 83.3 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.08 (0.00, 1.49) 0.090  

       Absolute Risk Reduction (%) -16.67 (-30.00, -3.33)   

    < 96% [a] 5 16.7      

    Missing [b] 2       

 

  Placebo IM N=29  >= 96% [a] 29 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 7 AZD7442 600 mg IM 

N=32 

 >= 96% [a] 27 87.1 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.11 (0.01, 2.09) 0.140  

       Absolute Risk Reduction (%) -12.90 (-24.70, -1.10)   

    < 96% [a] 4 12.9      

    Missing [b] 1       

 

  Placebo IM N=29  >= 96% [a] 28 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=32 

 >= 96% [a] 27 93.1 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.19 (0.01, 4.20) 0.295  

       Absolute Risk Reduction (%) -6.90 (-16.12, 2.33)   

    < 96% [a] 2 6.9      

    Missing [b] 3       

 

  Placebo IM N=29  >= 96% [a] 28 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

 Day 28 AZD7442 600 mg IM 

N=32 

 >= 96% [a] 29 96.7 Risk ratio (relative risk) [c] NE (NE, NE) NE  

       Relative Risk Reduction (%) NE (NE, NE)   

       Odds Ratio [d] 0.40 (0.02, 10.30) 0.581  

       Absolute Risk Reduction (%) -3.33 (-9.76, 3.09)   

    < 96% [a] 1 3.3      

    Missing [b] 2       

 

  Placebo IM N=29  >= 96% [a] 24 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 5       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

          0.482 

  <= 5 days Baseline AZD7442 600 mg IM 

N=12 

 >= 96% [a] 11 91.7      

    < 96% [a] 1 8.3      

    Missing [b] 0       

 

  Placebo IM N=13  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=12 

 >= 96% [a] 9 81.8 Risk ratio (relative risk) [c] 0.84 (0.65, 1.09) 0.188  

       Relative Risk Reduction (%) 15.72 (-8.70, 34.66)   

       Odds Ratio [d] 0.38 (0.03, 4.81) 0.451  

       Absolute Risk Reduction (%) -10.49 (-37.50, 16.52)   

    < 96% [a] 2 18.2      

    Missing [b] 1       

 

  Placebo IM N=13  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=12 

 >= 96% [a] 10 90.9 Risk ratio (relative risk) [c] 0.91 (0.74, 1.12) 0.391  

       Relative Risk Reduction (%) 8.70 (-12.41, 25.84)   

       Odds Ratio [d] 0.83 (0.05, 15.09) 0.902  

       Absolute Risk Reduction (%) -1.40 (-23.72, 20.93)   

    < 96% [a] 1 9.1      

    Missing [b] 1       

 

  Placebo IM N=13  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 0       

 

 Day 14 AZD7442 600 mg IM 

N=12 

 >= 96% [a] 11 100.0 Risk ratio (relative risk) [c] 1.01 (0.89, 1.15) 0.850  

       Relative Risk Reduction (%) -1.20 (-14.51, 10.57)   

       Odds Ratio [d] 2.76 (0.10, 74.78) 0.546  

       Absolute Risk Reduction (%) 7.69 (-6.79, 22.18)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=13  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=12 

 >= 96% [a] 9 81.8 Risk ratio (relative risk) [c] 0.84 (0.65, 1.10) 0.202  

       Relative Risk Reduction (%) 15.76 (-9.62, 35.27)   

       Odds Ratio [d] 0.45 (0.03, 5.84) 0.542  

       Absolute Risk Reduction (%) -9.09 (-37.52, 19.34)   

    < 96% [a] 2 18.2      

    Missing [b] 1       

 

  Placebo IM N=13  >= 96% [a] 10 90.9      

    < 96% [a] 1 9.1      

    Missing [b] 2       

 

  > 5 days Baseline AZD7442 600 mg IM 

N=21 

 >= 96% [a] 18 85.7      

    < 96% [a] 3 14.3      

    Missing [b] 0       

 

  Placebo IM N=20  >= 96% [a] 20 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

Page 186 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=21 

 >= 96% [a] 16 80.0 Risk ratio (relative risk) [c] 0.87 (0.71, 1.08) 0.204  

       Relative Risk Reduction (%) 12.73 (-7.66, 29.26)   

       Odds Ratio [d] 0.09 (0.00, 1.88) 0.122  

       Absolute Risk Reduction (%) -20.00 (-37.53, -2.47)   

    < 96% [a] 4 20.0      

    Missing [b] 1       

 

  Placebo IM N=20  >= 96% [a] 19 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

 Day 7 AZD7442 600 mg IM 

N=21 

 >= 96% [a] 17 85.0 Risk ratio (relative risk) [c] 0.93 (0.78, 1.11) 0.418  

       Relative Risk Reduction (%) 6.95 (-10.79, 21.84)   

       Odds Ratio [d] 0.14 (0.01, 2.81) 0.196  

       Absolute Risk Reduction (%) -15.00 (-30.65, 0.65)   

    < 96% [a] 3 15.0      

    Missing [b] 1       

 

  Placebo IM N=20  >= 96% [a] 18 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=21 

 >= 96% [a] 17 89.5 Risk ratio (relative risk) [c] 0.98 (0.85, 1.14) 0.827  

       Relative Risk Reduction (%) 1.67 (-14.41, 15.49)   

       Odds Ratio [d] 0.19 (0.01, 4.22) 0.293  

       Absolute Risk Reduction (%) -10.53 (-24.33, 3.27)   

    < 96% [a] 2 10.5      

    Missing [b] 2       

 

  Placebo IM N=20  >= 96% [a] 18 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 2       

 

 Day 28 AZD7442 600 mg IM 

N=21 

 >= 96% [a] 20 100.0 Risk ratio (relative risk) [c] 1.09 (0.99, 1.20) 0.083  

       Relative Risk Reduction (%) -8.84 (-19.77, 1.09)   

       Odds Ratio [d] 1.24 (0.02, 66.04) 0.915  

       Absolute Risk Reduction (%) 0.00 (-0.16, 0.16)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=20  >= 96% [a] 16 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

Baseline antibody status           0.465 

  Negative Baseline AZD7442 600 mg IM 

N=23 

 >= 96% [a] 20 87.0      

    < 96% [a] 3 13.0      

    Missing [b] 0       

 

  Placebo IM N=12  >= 96% [a] 11 91.7      

    < 96% [a] 1 8.3      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=23 

 >= 96% [a] 18 81.8 Risk ratio (relative risk) [c] 0.89 (0.71, 1.10) 0.283  

       Relative Risk Reduction (%) 11.38 (-10.48, 28.91)   

       Odds Ratio [d] 0.41 (0.04, 4.15) 0.449  

       Absolute Risk Reduction (%) -9.85 (-32.30, 12.61)   

    < 96% [a] 4 18.2      

    Missing [b] 1       

 

  Placebo IM N=12  >= 96% [a] 11 91.7      

    < 96% [a] 1 8.3      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=23 

 >= 96% [a] 19 86.4 Risk ratio (relative risk) [c] 0.92 (0.76, 1.13) 0.431  

       Relative Risk Reduction (%) 7.67 (-12.63, 24.31)   

       Odds Ratio [d] 0.58 (0.05, 6.23) 0.650  

       Absolute Risk Reduction (%) -5.30 (-26.52, 15.91)   

    < 96% [a] 3 13.6      

    Missing [b] 1       

 

  Placebo IM N=12  >= 96% [a] 11 91.7      

    < 96% [a] 1 8.3      

    Missing [b] 0       

 

 Day 14 AZD7442 600 mg IM 

N=23 

 >= 96% [a] 21 95.5 Risk ratio (relative risk) [c] 1.02 (0.87, 1.20) 0.764  

       Relative Risk Reduction (%) -2.45 (-19.95, 12.50)   

       Odds Ratio [d] 1.91 (0.11, 33.54) 0.658  

       Absolute Risk Reduction (%) 3.79 (-14.11, 21.68)   

    < 96% [a] 1 4.5      

    Missing [b] 1       

 

  Placebo IM N=12  >= 96% [a] 11 91.7      

    < 96% [a] 1 8.3      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=23 

 >= 96% [a] 20 90.9 Risk ratio (relative risk) [c] 0.98 (0.83, 1.17) 0.864  

       Relative Risk Reduction (%) 1.53 (-17.44, 17.44)   

       Odds Ratio [d] 0.91 (0.07, 11.19) 0.941  

       Absolute Risk Reduction (%) -0.76 (-20.48, 18.96)   

    < 96% [a] 2 9.1      

    Missing [b] 1       

 

  Placebo IM N=12  >= 96% [a] 11 91.7      

    < 96% [a] 1 8.3      

    Missing [b] 0       

 

  Positive Baseline AZD7442 600 mg IM 

N=5 

 >= 96% [a] 5 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=4  >= 96% [a] 4 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=5 

 >= 96% [a] 4 80.0 Risk ratio (relative risk) [c] 0.80 (0.51, 1.25) 0.332  

       Relative Risk Reduction (%) 19.80 (-25.20, 48.63)   

       Odds Ratio [d] 0.33 (0.01, 10.57) 0.533  

       Absolute Risk Reduction (%) -20.00 (-55.06, 15.07)   

    < 96% [a] 1 20.0      

    Missing [b] 0       

 

  Placebo IM N=4  >= 96% [a] 4 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 7 AZD7442 600 mg IM 

N=5 

 >= 96% [a] 4 80.0 Risk ratio (relative risk) [c] 0.77 (0.49, 1.21) 0.254  

       Relative Risk Reduction (%) 23.32 (-21.02, 51.41)   

       Odds Ratio [d] 0.43 (0.01, 14.08) 0.634  

       Absolute Risk Reduction (%) -20.00 (-55.06, 15.07)   

    < 96% [a] 1 20.0      

    Missing [b] 0       

 

  Placebo IM N=4  >= 96% [a] 3 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=5 

 >= 96% [a] 3 75.0 Risk ratio (relative risk) [c] 0.72 (0.41, 1.29) 0.273  

       Relative Risk Reduction (%) 27.56 (-29.00, 59.33)   

       Odds Ratio [d] 0.33 (0.01, 11.34) 0.542  

       Absolute Risk Reduction (%) -25.00 (-67.44, 17.44)   

    < 96% [a] 1 25.0      

    Missing [b] 1       

 

  Placebo IM N=4  >= 96% [a] 3 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

 Day 28 AZD7442 600 mg IM 

N=5 

 >= 96% [a] 5 100.0 Risk ratio (relative risk) [c] 0.96 (0.79, 1.16) 0.668  

       Relative Risk Reduction (%) 4.15 (-16.30, 21.00)   

       Odds Ratio [d] 1.57 (0.02, 98.96) 0.831  

       Absolute Risk Reduction (%) 0.00 (-0.76, 0.76)   

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=4  >= 96% [a] 3 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

  Missing Baseline AZD7442 600 mg IM 

N=5 

 >= 96% [a] 4 80.0      

    < 96% [a] 1 20.0      

    Missing [b] 0       

 

  Placebo IM N=17  >= 96% [a] 17 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=5 

 >= 96% [a] 3 75.0 Risk ratio (relative risk) [c] 0.83 (0.50, 1.40) 0.495  

       Relative Risk Reduction (%) 16.59 (-40.42, 50.45)   

       Odds Ratio [d] 0.07 (0.00, 2.12) 0.127  

       Absolute Risk Reduction (%) -25.00 (-67.43, 17.43)   

    < 96% [a] 1 25.0      

    Missing [b] 1       

 

  Placebo IM N=17  >= 96% [a] 16 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=5 

 >= 96% [a] 4 100.0 Risk ratio (relative risk) [c] 1.16 (0.96, 1.39) 0.117  

       Relative Risk Reduction (%) -15.80 (-39.10, 3.59)   

       Odds Ratio [d] 0.27 (0.00, 15.75) 0.530  

       Absolute Risk Reduction (%) 0.00 (-0.51, 0.50)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=17  >= 96% [a] 16 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

 Day 14 AZD7442 600 mg IM 

N=5 

 >= 96% [a] 4 100.0 Risk ratio (relative risk) [c] 1.16 (0.96, 1.39) 0.117  

       Relative Risk Reduction (%) -15.80 (-39.10, 3.59)   

       Odds Ratio [d] 0.27 (0.00, 15.75) 0.530  

       Absolute Risk Reduction (%) 0.00 (-0.51, 0.50)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=17  >= 96% [a] 16 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=5 

 >= 96% [a] 4 100.0 Risk ratio (relative risk) [c] 1.12 (0.98, 1.27) 0.105  

       Relative Risk Reduction (%) -11.58 (-27.37, 2.25)   

       Odds Ratio [d] 0.36 (0.01, 20.98) 0.622  

       Absolute Risk Reduction (%) 0.00 (-0.52, 0.51)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=17  >= 96% [a] 12 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 5       

 

Treatment time from 

symptom onset 

          0.310 

  <= 5 days Baseline AZD7442 600 mg IM 

N=11 

 >= 96% [a] 10 90.9      

    < 96% [a] 1 9.1      

    Missing [b] 0       

 

  Placebo IM N=13  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 3 AZD7442 600 mg IM 

N=11 

 >= 96% [a] 8 80.0 Risk ratio (relative risk) [c] 0.82 (0.62, 1.08) 0.151  

       Relative Risk Reduction (%) 18.19 (-7.61, 37.81)   

       Odds Ratio [d] 0.33 (0.03, 4.32) 0.401  

       Absolute Risk Reduction (%) -12.31 (-41.02, 16.41)   

    < 96% [a] 2 20.0      

    Missing [b] 1       

 

  Placebo IM N=13  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 0       

 

 Day 7 AZD7442 600 mg IM 

N=11 

 >= 96% [a] 9 90.0 Risk ratio (relative risk) [c] 0.89 (0.72, 1.12) 0.326  

       Relative Risk Reduction (%) 10.51 (-11.68, 28.28)   

       Odds Ratio [d] 0.75 (0.04, 13.68) 0.846  

       Absolute Risk Reduction (%) -2.31 (-25.88, 21.26)   

    < 96% [a] 1 10.0      

    Missing [b] 1       

 

  Placebo IM N=13  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 0       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 14 AZD7442 600 mg IM 

N=11 

 >= 96% [a] 11 100.0 Risk ratio (relative risk) [c] 1.01 (0.89, 1.15) 0.863  

       Relative Risk Reduction (%) -1.11 (-14.53, 10.74)   

       Odds Ratio [d] 2.76 (0.10, 74.78) 0.546  

       Absolute Risk Reduction (%) 7.69 (-6.79, 22.18)   

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

  Placebo IM N=13  >= 96% [a] 12 92.3      

    < 96% [a] 1 7.7      

    Missing [b] 0       

 

 Day 28 AZD7442 600 mg IM 

N=11 

 >= 96% [a] 8 80.0 Risk ratio (relative risk) [c] 0.82 (0.62, 1.08) 0.162  

       Relative Risk Reduction (%) 18.25 (-8.41, 38.36)   

       Odds Ratio [d] 0.40 (0.03, 5.25) 0.485  

       Absolute Risk Reduction (%) -10.91 (-40.96, 19.14)   

    < 96% [a] 2 20.0      

    Missing [b] 1       

 

  Placebo IM N=13  >= 96% [a] 10 90.9      

    < 96% [a] 1 9.1      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

  > 5 days Baseline AZD7442 600 mg IM 

N=22 

 >= 96% [a] 19 86.4      

    < 96% [a] 3 13.6      

    Missing [b] 0       

 

  Placebo IM N=20  >= 96% [a] 20 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 0       

 

 Day 3 AZD7442 600 mg IM 

N=22 

 >= 96% [a] 17 81.0 Risk ratio (relative risk) [c] 0.89 (0.72, 1.08) 0.234  

       Relative Risk Reduction (%) 11.46 (-8.17, 27.53)   

       Odds Ratio [d] 0.10 (0.01, 1.99) 0.131  

       Absolute Risk Reduction (%) -19.05 (-35.84, -2.25)   

    < 96% [a] 4 19.0      

    Missing [b] 1       

 

  Placebo IM N=20  >= 96% [a] 19 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 1       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 7 AZD7442 600 mg IM 

N=22 

 >= 96% [a] 18 85.7 Risk ratio (relative risk) [c] 0.94 (0.80, 1.11) 0.472  

       Relative Risk Reduction (%) 5.95 (-11.15, 20.42)   

       Odds Ratio [d] 0.14 (0.01, 2.96) 0.209  

       Absolute Risk Reduction (%) -14.29 (-29.25, 0.68)   

    < 96% [a] 3 14.3      

    Missing [b] 1       

 

  Placebo IM N=20  >= 96% [a] 18 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 2       

 

 Day 14 AZD7442 600 mg IM 

N=22 

 >= 96% [a] 17 89.5 Risk ratio (relative risk) [c] 0.98 (0.85, 1.15) 0.840  

       Relative Risk Reduction (%) 1.56 (-14.58, 15.42)   

       Odds Ratio [d] 0.19 (0.01, 4.22) 0.293  

       Absolute Risk Reduction (%) -10.53 (-24.33, 3.27)   

    < 96% [a] 2 10.5      

    Missing [b] 3       

 

  Placebo IM N=20  >= 96% [a] 18 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 2       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.10a 

Oxygen saturation (i.e., pulse oximeter measure) categorized as <96% versus ≥96% through Day 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available pulse oximetry % arterial oxygen saturation level at the timepoint, excluding subjects with pre-treatment (day 0) supplemental oxygen. % 

oxygen saturation level greater than or equal to 96 or less than 96 from pulse oximetry. Percentage of subjects is calculated among subjects with available pulse 

oximetry records. 

[b] Missing: Subjects with missing records for oxygen saturation level. 

[c] Risk ratio comparing the proportion of subjects with % oxygen saturation level greater than or equal to 96 for the ACTIVE group vs the PLACEBO group, using 

a Poisson regression model with log-link, fitted using a generalized estimating equations (GEE) model with main effect time, treatment-by-time interaction, the 

baseline % oxygen saturation level as a covariate, subgroup and treatment-by-subgroup interaction, and includes an independent working correlation structure 

with robust standard errors for repeated measurements. Corresponding 95% confidence interval for the risk ratio from the GEE fit. 

[d] Odds ratio, and absolute risk reduction are estimated based on normal approximation approach. 

[e] The p-value is to compare the risk of oxygen saturation level greater than or equal to 96% in the ACTIVE group and the risk of the same in the PLACEBO group. 

The test was performed at the 5% level of significance. 

[f] Treatment-by-subgroup interaction is tested using a Poisson regression model with robust variance and log-link. 

Note: A risk ratio greater than 1 favours AZD7442 600 mg IM. CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment 

group. 
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Subjects in 

category 

 

Comparison of treatment groups  

Subgroup Timepoint Group  Category Number % Efficacy Measure  95% CI 

p value 

[e] 

Interaction 

p value [f] 

 Day 28 AZD7442 600 mg IM 

N=22 

 >= 96% [a] 21 100.0 Risk ratio (relative risk) [c] 1.09 (0.99, 1.20) 0.075  

       Relative Risk Reduction (%) -9.13 (-20.16, 0.89)   

       Odds Ratio [d] 1.30 (0.02, 69.18) 0.896  

       Absolute Risk Reduction (%) 0.00 (-0.15, 0.15)   

    < 96% [a] 0 0.0      

    Missing [b] 1       

 

  Placebo IM N=20  >= 96% [a] 16 100.0      

    < 96% [a] 0 0.0      

    Missing [b] 4       
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 
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Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Sex 

  Male sex at birth 

 Day 3 AZD7442 600 mg IM 17 -0.08 (-0.68, 0.53) 0.8018 0.52 (-0.40, 1.44) 0.2659 0.40 (-0.33, 1.12) 

 

   Placebo IM 13 -0.59 (-1.28, 0.10) 0.0915    

 

  Day 7 AZD7442 600 mg IM 16 0.06 (-0.56, 0.68) 0.8447 -0.04 (-0.97, 0.89) 0.9351 -0.03 (-0.76, 0.70) 

 

   Placebo IM 13 0.10 (-0.59, 0.79) 0.7760    

 

  Day 14 AZD7442 600 mg IM 16 -0.33 (-0.95, 0.29) 0.2953 -0.12 (-1.05, 0.81) 0.7998 -0.09 (-0.82, 0.64) 

 

   Placebo IM 13 -0.21 (-0.90, 0.48) 0.5495    

 

  Day 28 AZD7442 600 mg IM 16 -0.27 (-0.89, 0.35) 0.3943 -0.11 (-1.07, 0.86) 0.8262 -0.08 (-0.85, 0.69) 

 

   Placebo IM 11 -0.16 (-0.90, 0.58) 0.6692    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 
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Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Female sex at birth  Day 3 AZD7442 600 mg IM 14 -0.48 (-1.30, 0.34) 0.2470 -0.79 (-1.88, 0.29) 0.1492 -0.49 (-1.19, 0.21) 

 

   Placebo IM 19 0.31 (-0.39, 1.02) 0.3797    

 

  Day 7 AZD7442 600 mg IM 15 -0.45 (-1.24, 0.34) 0.2645 -0.80 (-1.87, 0.28) 0.1447 -0.50 (-1.19, 0.20) 

 

   Placebo IM 18 0.35 (-0.37, 1.07) 0.3409    

 

  Day 14 AZD7442 600 mg IM 14 0.44 (-0.38, 1.25) 0.2905 -0.08 (-1.17, 1.02) 0.8918 -0.05 (-0.75, 0.65) 

 

   Placebo IM 18 0.51 (-0.21, 1.24) 0.1631    

 

  Day 28 AZD7442 600 mg IM 15 0.45 (-0.34, 1.24) 0.2625 -0.40 (-1.51, 0.70) 0.4716 -0.25 (-0.96, 0.46) 

 

   Placebo IM 16 0.85 (0.09, 1.62) 0.0295    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 
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Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Race 

  White 

 Day 3 AZD7442 600 mg IM 23 -0.32 (-0.91, 0.27) 0.2835 -0.22 (-1.06, 0.62) 0.6007 -0.15 (-0.73, 0.43) 

 

   Placebo IM 23 -0.10 (-0.69, 0.50) 0.7489    

 

  Day 7 AZD7442 600 mg IM 23 -0.02 (-0.60, 0.56) 0.9468 -0.14 (-0.97, 0.69) 0.7396 -0.10 (-0.67, 0.48) 

 

   Placebo IM 23 0.12 (-0.48, 0.72) 0.6902    

 

  Day 14 AZD7442 600 mg IM 23 -0.21 (-0.79, 0.36) 0.4638 -0.38 (-1.21, 0.45) 0.3696 -0.26 (-0.84, 0.32) 

 

   Placebo IM 23 0.16 (-0.43, 0.76) 0.5877    

 

  Day 28 AZD7442 600 mg IM 23 0.21 (-0.37, 0.80) 0.4694 -0.11 (-0.96, 0.74) 0.7955 -0.08 (-0.67, 0.52) 

 

   Placebo IM 21 0.33 (-0.29, 0.94) 0.2938    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 
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Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Non-white  Day 3 AZD7442 600 mg IM 8 -0.02 (-1.11, 1.08) 0.9763 -0.03 (-1.54, 1.48) 0.9714 -0.02 (-0.97, 0.94) 

 

   Placebo IM 9 0.01 (-1.02, 1.04) 0.9833    

 

  Day 7 AZD7442 600 mg IM 8 -0.64 (-1.73, 0.45) 0.2437 -1.22 (-2.77, 0.33) 0.1194 -0.73 (-1.74, 0.28) 

 

   Placebo IM 8 0.58 (-0.51, 1.67) 0.2896    

 

  Day 14 AZD7442 600 mg IM 7 0.89 (-0.28, 2.06) 0.1342 0.56 (-1.04, 2.17) 0.4857 0.33 (-0.69, 1.36) 

 

   Placebo IM 8 0.32 (-0.77, 1.42) 0.5533    

 

  Day 28 AZD7442 600 mg IM 8 -0.27 (-1.36, 0.83) 0.6265 -1.10 (-2.78, 0.57) 0.1926 -0.65 (-1.74, 0.43) 

 

   Placebo IM 6 0.84 (-0.43, 2.10) 0.1897    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 
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Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Ethnicity 

  Hispanic 

 Day 3 AZD7442 600 mg IM 9 -0.25 (-1.21, 0.71) 0.5999 -0.61 (-1.84, 0.63) 0.3288 -0.40 (-1.24, 0.45) 

 

   Placebo IM 14 0.35 (-0.42, 1.13) 0.3632    

 

  Day 7 AZD7442 600 mg IM 9 -0.65 (-1.61, 0.32) 0.1844 -1.14 (-2.38, 0.09) 0.0685 -0.75 (-1.61, 0.12) 

 

   Placebo IM 14 0.50 (-0.28, 1.27) 0.2033    

 

  Day 14 AZD7442 600 mg IM 10 -0.17 (-1.09, 0.74) 0.7047 -0.17 (-1.37, 1.03) 0.7755 -0.11 (-0.92, 0.70) 

 

   Placebo IM 14 0.00 (-0.78, 0.77) 0.9949    

 

  Day 28 AZD7442 600 mg IM 9 0.40 (-0.56, 1.36) 0.4072 -0.05 (-1.33, 1.22) 0.9319 -0.04 (-0.90, 0.83) 

 

   Placebo IM 12 0.46 (-0.37, 1.29) 0.2764    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 
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Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Not Hispanic  Day 3 AZD7442 600 mg IM 22 -0.24 (-0.87, 0.38) 0.4457 0.16 (-0.78, 1.09) 0.7430 0.10 (-0.52, 0.72) 

 

   Placebo IM 18 -0.40 (-1.09, 0.30) 0.2604    

 

  Day 7 AZD7442 600 mg IM 22 0.05 (-0.58, 0.67) 0.8815 0.00 (-0.95, 0.95) 0.9952 0.00 (-0.63, 0.63) 

 

   Placebo IM 17 0.04 (-0.67, 0.75) 0.9019    

 

  Day 14 AZD7442 600 mg IM 20 0.18 (-0.46, 0.83) 0.5740 -0.20 (-1.17, 0.76) 0.6783 -0.13 (-0.78, 0.51) 

 

   Placebo IM 17 0.39 (-0.33, 1.10) 0.2855    

 

  Day 28 AZD7442 600 mg IM 22 -0.02 (-0.64, 0.61) 0.9591 -0.35 (-1.33, 0.63) 0.4791 -0.23 (-0.89, 0.43) 

 

   Placebo IM 15 0.33 (-0.42, 1.08) 0.3793    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Age Group 

  <60 

 Day 3 AZD7442 600 mg IM 29 -0.23 (-0.72, 0.26) 0.3512 -0.53 (-1.25, 0.19) 0.1517 -0.38 (-0.92, 0.16) 

 

   Placebo IM 25 0.29 (-0.23, 0.82) 0.2731    

 

  Day 7 AZD7442 600 mg IM 30 -0.16 (-0.64, 0.32) 0.5189 -0.64 (-1.37, 0.08) 0.0800 -0.47 (-1.02, 0.07) 

 

   Placebo IM 24 0.49 (-0.05, 1.02) 0.0755    

 

  Day 14 AZD7442 600 mg IM 29 0.04 (-0.45, 0.53) 0.8652 -0.44 (-1.17, 0.29) 0.2316 -0.32 (-0.87, 0.22) 

 

   Placebo IM 24 0.48 (-0.05, 1.02) 0.0771    

 

  Day 28 AZD7442 600 mg IM 29 0.16 (-0.33, 0.65) 0.5127 -0.51 (-1.26, 0.25) 0.1883 -0.37 (-0.94, 0.20) 

 

   Placebo IM 21 0.67 (0.09, 1.24) 0.0228    
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  >=60  Day 3 AZD7442 600 mg IM 2      

 

   Placebo IM 7      

 

  Day 7 AZD7442 600 mg IM 1 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 7      

 

  Day 14 AZD7442 600 mg IM 1      

 

   Placebo IM 7      

 

  Day 28 AZD7442 600 mg IM 2      

 

   Placebo IM 6      
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Co-morbidity Status 

  No comorbidities 

 Day 3 AZD7442 600 mg IM 1      

 

   Placebo IM 3      

 

  Day 7 AZD7442 600 mg IM 0 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 3      

 

  Day 14 AZD7442 600 mg IM 1      

 

   Placebo IM 3      

 

  Day 28 AZD7442 600 mg IM 1      

 

   Placebo IM 3      
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  At least one 

comorbidity 

 Day 3 AZD7442 600 mg IM 30 -0.17 (-0.65, 0.30) 0.4785 -0.46 (-1.14, 0.22) 0.1848 -0.34 (-0.85, 0.17) 

 

   Placebo IM 29 0.29 (-0.20, 0.77) 0.2428    

 

  Day 7 AZD7442 600 mg IM 31 -0.17 (-0.64, 0.30) 0.4815 -0.55 (-1.23, 0.13) 0.1128 -0.41 (-0.92, 0.11) 

 

   Placebo IM 28 0.38 (-0.11, 0.88) 0.1272    

 

  Day 14 AZD7442 600 mg IM 29 0.03 (-0.45, 0.51) 0.8940 -0.31 (-1.00, 0.38) 0.3738 -0.23 (-0.75, 0.29) 

 

   Placebo IM 28 0.34 (-0.15, 0.84) 0.1699    

 

  Day 28 AZD7442 600 mg IM 30 0.11 (-0.36, 0.59) 0.6458 -0.40 (-1.11, 0.31) 0.2719 -0.30 (-0.84, 0.24) 

 

   Placebo IM 24 0.51 (-0.02, 1.04) 0.0593    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 Day 3 AZD7442 600 mg IM 11 -0.17 (-1.12, 0.79) 0.7256 -0.10 (-1.40, 1.20) 0.8836 -0.06 (-0.86, 0.75) 

 

   Placebo IM 13 -0.07 (-0.95, 0.81) 0.8691    

 

  Day 7 AZD7442 600 mg IM 11 -0.33 (-1.29, 0.63) 0.4963 -0.80 (-2.10, 0.51) 0.2297 -0.47 (-1.29, 0.34) 

 

   Placebo IM 13 0.47 (-0.41, 1.34) 0.2945    

 

  Day 14 AZD7442 600 mg IM 11 -0.01 (-0.97, 0.95) 0.9804 -0.09 (-1.40, 1.21) 0.8878 -0.06 (-0.86, 0.75) 

 

   Placebo IM 13 0.08 (-0.80, 0.96) 0.8549    

 

  Day 28 AZD7442 600 mg IM 11 -0.47 (-1.42, 0.49) 0.3328 -0.90 (-2.26, 0.45) 0.1890 -0.54 (-1.39, 0.32) 

 

   Placebo IM 11 0.44 (-0.52, 1.39) 0.3675    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  > 5 days  Day 3 AZD7442 600 mg IM 20 -0.43 (-1.04, 0.17) 0.1546 -0.54 (-1.43, 0.34) 0.2227 -0.38 (-1.01, 0.25) 

 

   Placebo IM 19 0.11 (-0.51, 0.73) 0.7260    

 

  Day 7 AZD7442 600 mg IM 20 -0.24 (-0.85, 0.36) 0.4235 -0.50 (-1.39, 0.39) 0.2683 -0.35 (-0.99, 0.29) 

 

   Placebo IM 18 0.26 (-0.38, 0.89) 0.4247    

 

  Day 14 AZD7442 600 mg IM 19 -0.05 (-0.66, 0.57) 0.8794 -0.52 (-1.42, 0.39) 0.2595 -0.36 (-1.01, 0.29) 

 

   Placebo IM 18 0.47 (-0.17, 1.11) 0.1479    

 

  Day 28 AZD7442 600 mg IM 20 0.26 (-0.34, 0.86) 0.3924 -0.28 (-1.19, 0.64) 0.5493 -0.19 (-0.85, 0.46) 

 

   Placebo IM 16 0.54 (-0.13, 1.20) 0.1140    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Baseline antibody status 

  Negative 

 Day 3 AZD7442 600 mg IM 22 -0.27 (-0.93, 0.40) 0.4300 -0.01 (-1.13, 1.11) 0.9832 -0.01 (-0.71, 0.70) 

 

   Placebo IM 12 -0.25 (-1.16, 0.65) 0.5781    

 

  Day 7 AZD7442 600 mg IM 22 -0.36 (-1.03, 0.31) 0.2868 -0.61 (-1.73, 0.52) 0.2871 -0.37 (-1.08, 0.34) 

 

   Placebo IM 12 0.25 (-0.66, 1.15) 0.5901    

 

  Day 14 AZD7442 600 mg IM 22 0.04 (-0.63, 0.70) 0.9168 -0.21 (-1.33, 0.91) 0.7103 -0.13 (-0.83, 0.57) 

 

   Placebo IM 12 0.25 (-0.66, 1.15) 0.5901    

 

  Day 28 AZD7442 600 mg IM 22 -0.06 (-0.73, 0.60) 0.8568 -0.64 (-1.76, 0.48) 0.2604 -0.39 (-1.10, 0.32) 

 

   Placebo IM 12 0.58 (-0.32, 1.48) 0.2060    
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Positive  Day 3 AZD7442 600 mg IM 5      

 

   Placebo IM 4      

 

  Day 7 AZD7442 600 mg IM 5 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 3      

 

  Day 14 AZD7442 600 mg IM 4      

 

   Placebo IM 3      

 

  Day 28 AZD7442 600 mg IM 5      

 

   Placebo IM 3      
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Missing  Day 3 AZD7442 600 mg IM 4 -0.93 (-2.17, 0.30) 0.1356 -0.97 (-2.38, 0.43) 0.1707 -0.73 (-1.84, 0.39) 

 

   Placebo IM 16 0.04 (-0.57, 0.65) 0.8942    

 

  Day 7 AZD7442 600 mg IM 4 0.38 (-0.89, 1.65) 0.5556 0.08 (-1.36, 1.53) 0.9067 0.06 (-1.03, 1.16) 

 

   Placebo IM 16 0.29 (-0.32, 0.90) 0.3444    

 

  Day 14 AZD7442 600 mg IM 4 0.07 (-1.20, 1.34) 0.9123 0.03 (-1.42, 1.47) 0.9677 0.02 (-1.07, 1.12) 

 

   Placebo IM 16 0.04 (-0.57, 0.65) 0.8942    

 

  Day 28 AZD7442 600 mg IM 4 0.84 (-0.39, 2.08) 0.1758 0.69 (-0.75, 2.13) 0.3402 0.51 (-0.63, 1.66) 

 

   Placebo IM 12 0.16 (-0.52, 0.83) 0.6465    
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Treatment time from 

symptom onset 

  <= 5 days 

 Day 3 AZD7442 600 mg IM 10 -0.38 (-1.39, 0.62) 0.4514 -0.31 (-1.65, 1.04) 0.6486 -0.18 (-1.01, 0.64) 

 

   Placebo IM 13 -0.07 (-0.96, 0.81) 0.8680    

 

  Day 7 AZD7442 600 mg IM 10 -0.36 (-1.38, 0.65) 0.4821 -0.82 (-2.18, 0.53) 0.2288 -0.48 (-1.32, 0.35) 

 

   Placebo IM 13 0.46 (-0.42, 1.35) 0.2985    

 

  Day 14 AZD7442 600 mg IM 11 -0.05 (-1.01, 0.91) 0.9205 -0.13 (-1.44, 1.18) 0.8462 -0.08 (-0.88, 0.73) 

 

   Placebo IM 13 0.08 (-0.80, 0.96) 0.8576    

 

  Day 28 AZD7442 600 mg IM 10 -0.41 (-1.41, 0.60) 0.4244 -0.84 (-2.24, 0.56) 0.2351 -0.49 (-1.36, 0.38) 

 

   Placebo IM 11 0.43 (-0.53, 1.40) 0.3713    
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.11a 

Least square mean change (quantitative) of oxygen saturation (i.e., pulse oximeter measure) from baseline at  Day 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Subjects with available change of pulse oximetry (% arterial oxygen saturation level) at the timepoint, excluding subjects with pre-treatment (day 0) supplemental 

oxygen. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_OXY_SAT_D28_MMRM_SUBGRP_HR.sas 

01SEP2022 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  > 5 days  Day 3 AZD7442 600 mg IM 21 -0.33 (-0.92, 0.26) 0.2671 -0.45 (-1.33, 0.43) 0.3094 -0.31 (-0.94, 0.31) 

 

   Placebo IM 19 0.12 (-0.51, 0.75) 0.7047    

 

  Day 7 AZD7442 600 mg IM 21 -0.25 (-0.84, 0.34) 0.4078 -0.51 (-1.40, 0.37) 0.2536 -0.36 (-0.99, 0.28) 

 

   Placebo IM 18 0.27 (-0.37, 0.90) 0.4099    

 

  Day 14 AZD7442 600 mg IM 19 -0.07 (-0.68, 0.53) 0.8087 -0.55 (-1.45, 0.35) 0.2275 -0.39 (-1.04, 0.26) 

 

   Placebo IM 18 0.48 (-0.16, 1.12) 0.1420    

 

  Day 28 AZD7442 600 mg IM 21 0.19 (-0.40, 0.78) 0.5279 -0.36 (-1.26, 0.55) 0.4353 -0.25 (-0.90, 0.40) 

 

   Placebo IM 16 0.55 (-0.12, 1.21) 0.1082    
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Sex 

  Male sex at birth 

 Day 3 AZD7442 600 mg IM 11 -1.05 (-1.67, -0.43) 0.0011 0.09 (-0.81, 0.99) 0.8349 0.09 (-0.77, 0.94) 

 

   Placebo IM 10 -1.14 (-1.79, -0.49) 0.0008    

 

  Day 7 AZD7442 600 mg IM 10 -1.89 (-2.54, -1.25) <.0001 0.14 (-0.75, 1.03) 0.7538 0.13 (-0.73, 0.99) 

 

   Placebo IM 11 -2.04 (-2.65, -1.42) <.0001    

 

  Day 14 AZD7442 600 mg IM 10 -3.00 (-3.65, -2.36) <.0001 -0.17 (-1.07, 0.72) 0.7020 -0.16 (-1.02, 0.70) 

 

   Placebo IM 11 -2.83 (-3.45, -2.22) <.0001    

 

  Day 28 AZD7442 600 mg IM 11 -3.43 (-4.04, -2.81) <.0001 -0.44 (-1.31, 0.44) 0.3207 -0.40 (-1.25, 0.44) 

 

   Placebo IM 11 -2.99 (-3.60, -2.37) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Female sex at birth  Day 3 AZD7442 600 mg IM 13 -1.82 (-2.42, -1.21) <.0001 0.18 (-0.67, 1.02) 0.6787 0.15 (-0.60, 0.91) 

 

   Placebo IM 14 -2.00 (-2.58, -1.41) <.0001    

 

  Day 7 AZD7442 600 mg IM 14 -3.18 (-3.76, -2.60) <.0001 -0.71 (-1.53, 0.12) 0.0939 -0.61 (-1.37, 0.15) 

 

   Placebo IM 14 -2.48 (-3.06, -1.89) <.0001    

 

  Day 14 AZD7442 600 mg IM 13 -3.47 (-4.07, -2.87) <.0001 -0.25 (-1.09, 0.59) 0.5549 -0.22 (-0.98, 0.54) 

 

   Placebo IM 14 -3.22 (-3.80, -2.63) <.0001    

 

  Day 28 AZD7442 600 mg IM 14 -3.70 (-4.29, -3.11) <.0001 -0.12 (-0.99, 0.75) 0.7780 -0.11 (-0.88, 0.67) 

 

   Placebo IM 12 -3.58 (-4.21, -2.95) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Race 

  White 

 Day 3 AZD7442 600 mg IM 17 -1.82 (-2.34, -1.30) <.0001 -0.50 (-1.26, 0.27) 0.1988 -0.44 (-1.14, 0.26) 

 

   Placebo IM 15 -1.33 (-1.88, -0.77) <.0001    

 

  Day 7 AZD7442 600 mg IM 18 -2.43 (-2.93, -1.93) <.0001 -0.36 (-1.08, 0.37) 0.3314 -0.32 (-0.99, 0.35) 

 

   Placebo IM 17 -2.07 (-2.59, -1.55) <.0001    

 

  Day 14 AZD7442 600 mg IM 18 -3.20 (-3.71, -2.70) <.0001 -0.19 (-0.90, 0.53) 0.6101 -0.16 (-0.82, 0.49) 

 

   Placebo IM 18 -3.02 (-3.53, -2.51) <.0001    

 

  Day 28 AZD7442 600 mg IM 18 -3.54 (-4.05, -3.03) <.0001 -0.26 (-0.99, 0.48) 0.4907 -0.23 (-0.89, 0.44) 

 

   Placebo IM 17 -3.29 (-3.81, -2.76) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Non-white  Day 3 AZD7442 600 mg IM 7 -0.65 (-1.39, 0.10) 0.0868 1.56 (0.53, 2.58) 0.0040 1.42 (0.32, 2.53) 

 

   Placebo IM 9 -2.20 (-2.87, -1.54) <.0001    

 

  Day 7 AZD7442 600 mg IM 6 -3.29 (-4.08, -2.50) <.0001 -0.57 (-1.64, 0.50) 0.2901 -0.52 (-1.60, 0.55) 

 

   Placebo IM 8 -2.72 (-3.42, -2.03) <.0001    

 

  Day 14 AZD7442 600 mg IM 5 -3.31 (-4.17, -2.45) <.0001 -0.21 (-1.38, 0.95) 0.7104 -0.20 (-1.35, 0.95) 

 

   Placebo IM 7 -3.10 (-3.84, -2.36) <.0001    

 

  Day 28 AZD7442 600 mg IM 7 -3.63 (-4.37, -2.89) <.0001 -0.31 (-1.39, 0.77) 0.5663 -0.29 (-1.39, 0.81) 

 

   Placebo IM 6 -3.32 (-4.10, -2.54) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Ethnicity 

  Hispanic 

 Day 3 AZD7442 600 mg IM 7 -1.76 (-2.43, -1.08) <.0001 0.20 (-0.70, 1.11) 0.6528 0.21 (-0.78, 1.20) 

 

   Placebo IM 9 -1.96 (-2.56, -1.36) <.0001    

 

  Day 7 AZD7442 600 mg IM 6 -3.05 (-3.79, -2.32) <.0001 -0.49 (-1.40, 0.43) 0.2890 -0.50 (-1.51, 0.50) 

 

   Placebo IM 11 -2.57 (-3.11, -2.03) <.0001    

 

  Day 14 AZD7442 600 mg IM 7 -3.52 (-4.20, -2.84) <.0001 -0.72 (-1.59, 0.15) 0.1012 -0.75 (-1.73, 0.23) 

 

   Placebo IM 11 -2.80 (-3.34, -2.26) <.0001    

 

  Day 28 AZD7442 600 mg IM 7 -3.66 (-4.34, -2.98) <.0001 -0.51 (-1.40, 0.39) 0.2617 -0.52 (-1.50, 0.46) 

 

   Placebo IM 10 -3.16 (-3.73, -2.58) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Not Hispanic  Day 3 AZD7442 600 mg IM 17 -1.38 (-1.93, -0.82) <.0001 0.04 (-0.77, 0.86) 0.9146 0.04 (-0.66, 0.73) 

 

   Placebo IM 15 -1.42 (-2.01, -0.83) <.0001    

 

  Day 7 AZD7442 600 mg IM 18 -2.52 (-3.06, -1.99) <.0001 -0.44 (-1.25, 0.37) 0.2818 -0.37 (-1.08, 0.33) 

 

   Placebo IM 14 -2.08 (-2.69, -1.47) <.0001    

 

  Day 14 AZD7442 600 mg IM 16 -3.17 (-3.72, -2.61) <.0001 0.04 (-0.79, 0.87) 0.9265 0.03 (-0.68, 0.75) 

 

   Placebo IM 14 -3.21 (-3.81, -2.60) <.0001    

 

  Day 28 AZD7442 600 mg IM 18 -3.55 (-4.09, -3.02) <.0001 -0.20 (-1.03, 0.63) 0.6356 -0.17 (-0.88, 0.55) 

 

   Placebo IM 13 -3.35 (-3.98, -2.73) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Age Group 

  <60 

 Day 3 AZD7442 600 mg IM 22 -1.45 (-1.90, -1.00) <.0001 0.29 (-0.37, 0.94) 0.3856 0.26 (-0.35, 0.87) 

 

   Placebo IM 20 -1.74 (-2.21, -1.27) <.0001    

 

  Day 7 AZD7442 600 mg IM 23 -2.66 (-3.10, -2.23) <.0001 -0.36 (-1.00, 0.29) 0.2732 -0.33 (-0.93, 0.28) 

 

   Placebo IM 20 -2.31 (-2.78, -1.83) <.0001    

 

  Day 14 AZD7442 600 mg IM 22 -3.16 (-3.61, -2.72) <.0001 -0.12 (-0.77, 0.53) 0.7195 -0.11 (-0.71, 0.50) 

 

   Placebo IM 20 -3.04 (-3.51, -2.57) <.0001    

 

  Day 28 AZD7442 600 mg IM 23 -3.47 (-3.91, -3.03) <.0001 -0.29 (-0.97, 0.39) 0.4021 -0.26 (-0.89, 0.37) 

 

   Placebo IM 17 -3.18 (-3.69, -2.67) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  >=60  Day 3 AZD7442 600 mg IM 2      

 

   Placebo IM 4      

 

  Day 7 AZD7442 600 mg IM 1 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 5      

 

  Day 14 AZD7442 600 mg IM 1      

 

   Placebo IM 5      

 

  Day 28 AZD7442 600 mg IM 2      

 

   Placebo IM 6      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Co-morbidity Status 

  No comorbidities 

 Day 3 AZD7442 600 mg IM 1      

 

   Placebo IM 2      

 

  Day 7 AZD7442 600 mg IM 0 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 3      

 

  Day 14 AZD7442 600 mg IM 1      

 

   Placebo IM 3      

 

  Day 28 AZD7442 600 mg IM 1      

 

   Placebo IM 3      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  At least one 

comorbidity 

 Day 3 AZD7442 600 mg IM 23 -1.49 (-1.93, -1.05) <.0001 0.22 (-0.42, 0.86) 0.4990 0.20 (-0.39, 0.78) 

 

   Placebo IM 22 -1.71 (-2.16, -1.25) <.0001    

 

  Day 7 AZD7442 600 mg IM 24 -2.64 (-3.07, -2.21) <.0001 -0.31 (-0.93, 0.32) 0.3343 -0.28 (-0.86, 0.30) 

 

   Placebo IM 22 -2.33 (-2.78, -1.88) <.0001    

 

  Day 14 AZD7442 600 mg IM 22 -3.21 (-3.66, -2.76) <.0001 -0.14 (-0.78, 0.50) 0.6691 -0.13 (-0.72, 0.47) 

 

   Placebo IM 22 -3.07 (-3.52, -2.62) <.0001    

 

  Day 28 AZD7442 600 mg IM 24 -3.55 (-3.98, -3.11) <.0001 -0.24 (-0.88, 0.41) 0.4712 -0.21 (-0.81, 0.38) 

 

   Placebo IM 20 -3.31 (-3.79, -2.84) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 Day 3 AZD7442 600 mg IM 10 -1.49 (-2.24, -0.73) 0.0002 -0.02 (-1.11, 1.08) 0.9737 -0.01 (-0.91, 0.89) 

 

   Placebo IM 9 -1.47 (-2.26, -0.68) 0.0005    

 

  Day 7 AZD7442 600 mg IM 9 -2.80 (-3.59, -2.02) <.0001 -0.19 (-1.28, 0.90) 0.7252 -0.15 (-1.05, 0.75) 

 

   Placebo IM 10 -2.61 (-3.36, -1.86) <.0001    

 

  Day 14 AZD7442 600 mg IM 8 -4.10 (-4.92, -3.27) <.0001 -0.30 (-1.42, 0.82) 0.5918 -0.24 (-1.17, 0.69) 

 

   Placebo IM 10 -3.79 (-4.54, -3.04) <.0001    

 

  Day 28 AZD7442 600 mg IM 10 -4.24 (-4.99, -3.49) <.0001 0.03 (-1.06, 1.12) 0.9601 0.02 (-0.88, 0.92) 

 

   Placebo IM 9 -4.27 (-5.06, -3.48) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  > 5 days  Day 3 AZD7442 600 mg IM 14 -1.39 (-1.87, -0.91) <.0001 0.42 (-0.26, 1.11) 0.2204 0.44 (-0.30, 1.18) 

 

   Placebo IM 15 -1.82 (-2.28, -1.35) <.0001    

 

  Day 7 AZD7442 600 mg IM 15 -2.45 (-2.91, -1.99) <.0001 -0.28 (-0.94, 0.39) 0.4075 -0.29 (-1.01, 0.43) 

 

   Placebo IM 15 -2.17 (-2.63, -1.70) <.0001    

 

  Day 14 AZD7442 600 mg IM 15 -2.68 (-3.14, -2.22) <.0001 -0.02 (-0.69, 0.65) 0.9540 -0.02 (-0.74, 0.70) 

 

   Placebo IM 15 -2.66 (-3.13, -2.19) <.0001    

 

  Day 28 AZD7442 600 mg IM 15 -3.08 (-3.55, -2.62) <.0001 -0.34 (-1.01, 0.34) 0.3213 -0.36 (-1.09, 0.38) 

 

   Placebo IM 14 -2.74 (-3.22, -2.27) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Baseline antibody status 

  Negative 

 Day 3 AZD7442 600 mg IM 20 -1.96 (-2.46, -1.47) <.0001 -0.34 (-1.31, 0.62) 0.4833 -0.30 (-1.16, 0.57) 

 

   Placebo IM 7 -1.62 (-2.45, -0.79) 0.0002    

 

  Day 7 AZD7442 600 mg IM 18 -3.05 (-3.56, -2.54) <.0001 -0.41 (-1.34, 0.52) 0.3812 -0.36 (-1.20, 0.48) 

 

   Placebo IM 8 -2.64 (-3.41, -1.86) <.0001    

 

  Day 14 AZD7442 600 mg IM 19 -3.92 (-4.43, -3.42) <.0001 -0.43 (-1.32, 0.46) 0.3415 -0.37 (-1.17, 0.43) 

 

   Placebo IM 9 -3.49 (-4.23, -2.76) <.0001    

 

  Day 28 AZD7442 600 mg IM 20 -4.22 (-4.72, -3.73) <.0001 -0.47 (-1.34, 0.39) 0.2779 -0.41 (-1.17, 0.36) 

 

   Placebo IM 10 -3.75 (-4.45, -3.05) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Positive  Day 3 AZD7442 600 mg IM 3      

 

   Placebo IM 4      

 

  Day 7 AZD7442 600 mg IM 4 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 3      

 

  Day 14 AZD7442 600 mg IM 2      

 

   Placebo IM 3      

 

  Day 28 AZD7442 600 mg IM 4      

 

   Placebo IM 3      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  Missing  Day 3 AZD7442 600 mg IM 1 -0.87 (-3.06, 1.32) 0.4264 0.49 (-1.79, 2.76) 0.6677 0.41 (-1.63, 2.45) 

 

   Placebo IM 13 -1.36 (-1.97, -0.75) 0.0001    

 

  Day 7 AZD7442 600 mg IM 2 -3.08 (-4.64, -1.53) 0.0003 -1.03 (-2.68, 0.63) 0.2178 -0.87 (-2.38, 0.64) 

 

   Placebo IM 14 -2.06 (-2.64, -1.47) <.0001    

 

  Day 14 AZD7442 600 mg IM 2 -1.72 (-3.27, -0.17) 0.0307 1.01 (-0.66, 2.67) 0.2291 0.85 (-0.67, 2.37) 

 

   Placebo IM 13 -2.73 (-3.33, -2.12) <.0001    

 

  Day 28 AZD7442 600 mg IM 1 -3.39 (-5.58, -1.20) 0.0031 -0.43 (-2.73, 1.87) 0.7061 -0.35 (-2.42, 1.71) 

 

   Placebo IM 10 -2.96 (-3.65, -2.27) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

Treatment time from 

symptom onset 

  <= 5 days 

 Day 3 AZD7442 600 mg IM 9 -1.50 (-2.30, -0.69) 0.0005 -0.02 (-1.16, 1.12) 0.9728 -0.02 (-0.94, 0.91) 

 

   Placebo IM 9 -1.48 (-2.28, -0.68) 0.0005    

 

  Day 7 AZD7442 600 mg IM 8 -3.02 (-3.86, -2.18) <.0001 -0.40 (-1.53, 0.74) 0.4849 -0.31 (-1.25, 0.62) 

 

   Placebo IM 10 -2.62 (-3.38, -1.86) <.0001    

 

  Day 14 AZD7442 600 mg IM 8 -4.14 (-4.98, -3.30) <.0001 -0.34 (-1.47, 0.79) 0.5516 -0.26 (-1.20, 0.67) 

 

   Placebo IM 10 -3.81 (-4.56, -3.05) <.0001    

 

  Day 28 AZD7442 600 mg IM 9 -4.23 (-5.03, -3.42) <.0001 0.06 (-1.07, 1.19) 0.9189 0.04 (-0.88, 0.97) 

 

   Placebo IM 9 -4.28 (-5.08, -3.49) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.12a 

Least square mean change (quantitative) of SARS-CoV-2 RNA from site-collected NP swabs at days 3, 7, 14, and 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Log 10 transformed SARS-CoV-2 RNA level from NP swabs is summarized. 

[b] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_QUAN_MMRM_SUBGRP_HR.sas 

01SEP2022 21:05 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint [a] Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [b] 

  > 5 days  Day 3 AZD7442 600 mg IM 15 -1.35 (-1.82, -0.87) <.0001 0.49 (-0.20, 1.18) 0.1619 0.49 (-0.23, 1.22) 

 

   Placebo IM 15 -1.84 (-2.31, -1.36) <.0001    

 

  Day 7 AZD7442 600 mg IM 16 -2.32 (-2.78, -1.87) <.0001 -0.13 (-0.80, 0.54) 0.6931 -0.14 (-0.84, 0.57) 

 

   Placebo IM 15 -2.19 (-2.66, -1.71) <.0001    

 

  Day 14 AZD7442 600 mg IM 15 -2.67 (-3.14, -2.20) <.0001 0.01 (-0.67, 0.70) 0.9692 0.01 (-0.70, 0.73) 

 

   Placebo IM 15 -2.68 (-3.16, -2.21) <.0001    

 

  Day 28 AZD7442 600 mg IM 16 -3.12 (-3.58, -2.66) <.0001 -0.36 (-1.04, 0.33) 0.3024 -0.36 (-1.09, 0.36) 

 

   Placebo IM 14 -2.76 (-3.25, -2.27) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

Sex 

  Male sex at birth 

 Day 3 AZD7442 600 mg IM 12 -1.20 (-1.72, -0.67) <.0001 -0.53 (-1.26, 0.19) 0.1470 -0.56 (-1.36, 0.24) 

 

   Placebo IM 13 -0.66 (-1.17, -0.16) 0.0107    

 

  Day 7 AZD7442 600 mg IM 12 -1.88 (-2.40, -1.35) <.0001 -0.41 (-1.14, 0.32) 0.2649 -0.43 (-1.22, 0.37) 

 

   Placebo IM 13 -1.47 (-1.97, -0.97) <.0001    

 

  Day 14 AZD7442 600 mg IM 12 -2.44 (-2.96, -1.91) <.0001 -0.24 (-0.97, 0.48) 0.5060 -0.25 (-1.04, 0.53) 

 

   Placebo IM 13 -2.19 (-2.70, -1.69) <.0001    

 

  Day 28 AZD7442 600 mg IM 12 -2.59 (-3.11, -2.06) <.0001 -0.17 (-0.89, 0.56) 0.6503 -0.17 (-0.96, 0.61) 

 

   Placebo IM 13 -2.42 (-2.92, -1.92) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  Female sex at birth  Day 3 AZD7442 600 mg IM 15 -1.69 (-2.13, -1.25) <.0001 -0.14 (-0.75, 0.48) 0.6548 -0.15 (-0.86, 0.55) 

 

   Placebo IM 16 -1.56 (-1.98, -1.13) <.0001    

 

  Day 7 AZD7442 600 mg IM 15 -2.65 (-3.09, -2.21) <.0001 -0.60 (-1.21, 0.02) 0.0573 -0.66 (-1.39, 0.06) 

 

   Placebo IM 16 -2.05 (-2.48, -1.63) <.0001    

 

  Day 14 AZD7442 600 mg IM 15 -2.74 (-3.19, -2.30) <.0001 -0.16 (-0.78, 0.46) 0.6054 -0.18 (-0.88, 0.53) 

 

   Placebo IM 16 -2.58 (-3.01, -2.16) <.0001    

 

  Day 28 AZD7442 600 mg IM 15 -2.79 (-3.23, -2.35) <.0001 -0.17 (-0.78, 0.45) 0.5912 -0.19 (-0.89, 0.52) 

 

   Placebo IM 16 -2.62 (-3.05, -2.19) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

Race 

  White 

 Day 3 AZD7442 600 mg IM 20 -1.79 (-2.20, -1.38) <.0001 -0.88 (-1.46, -0.30) 0.0035 -0.92 (-1.57, -0.27) 

 

   Placebo IM 20 -0.91 (-1.32, -0.50) <.0001    

 

  Day 7 AZD7442 600 mg IM 20 -2.22 (-2.64, -1.81) <.0001 -0.57 (-1.15, 0.02) 0.0566 -0.59 (-1.22, 0.04) 

 

   Placebo IM 20 -1.66 (-2.07, -1.25) <.0001    

 

  Day 14 AZD7442 600 mg IM 20 -2.62 (-3.04, -2.21) <.0001 -0.17 (-0.75, 0.41) 0.5631 -0.18 (-0.80, 0.44) 

 

   Placebo IM 20 -2.45 (-2.87, -2.04) <.0001    

 

  Day 28 AZD7442 600 mg IM 20 -2.74 (-3.15, -2.32) <.0001 -0.06 (-0.64, 0.53) 0.8459 -0.06 (-0.68, 0.56) 

 

   Placebo IM 20 -2.68 (-3.09, -2.27) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  Non-white  Day 3 AZD7442 600 mg IM 7 -0.58 (-1.12, -0.05) 0.0339 1.12 (0.39, 1.85) 0.0038 1.43 (0.33, 2.54) 

 

   Placebo IM 9 -1.70 (-2.17, -1.23) <.0001    

 

  Day 7 AZD7442 600 mg IM 7 -2.56 (-3.09, -2.02) <.0001 -0.47 (-1.20, 0.25) 0.1938 -0.61 (-1.62, 0.40) 

 

   Placebo IM 9 -2.08 (-2.55, -1.61) <.0001    

 

  Day 14 AZD7442 600 mg IM 7 -2.57 (-3.11, -2.03) <.0001 -0.27 (-1.00, 0.46) 0.4577 -0.34 (-1.34, 0.65) 

 

   Placebo IM 9 -2.30 (-2.77, -1.83) <.0001    

 

  Day 28 AZD7442 600 mg IM 7 -2.60 (-3.13, -2.06) <.0001 -0.40 (-1.13, 0.32) 0.2669 -0.52 (-1.52, 0.49) 

 

   Placebo IM 9 -2.19 (-2.66, -1.72) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

Ethnicity 

  Hispanic 

 Day 3 AZD7442 600 mg IM 8 -1.64 (-2.23, -1.05) <.0001 -0.30 (-1.06, 0.47) 0.4380 -0.33 (-1.23, 0.57) 

 

   Placebo IM 12 -1.34 (-1.82, -0.86) <.0001    

 

  Day 7 AZD7442 600 mg IM 8 -2.59 (-3.18, -2.00) <.0001 -0.55 (-1.32, 0.21) 0.1511 -0.62 (-1.54, 0.29) 

 

   Placebo IM 12 -2.04 (-2.52, -1.56) <.0001    

 

  Day 14 AZD7442 600 mg IM 8 -2.72 (-3.31, -2.12) <.0001 -0.25 (-1.01, 0.52) 0.5212 -0.27 (-1.17, 0.62) 

 

   Placebo IM 12 -2.47 (-2.95, -1.99) <.0001    

 

  Day 28 AZD7442 600 mg IM 8 -2.72 (-3.31, -2.12) <.0001 -0.12 (-0.88, 0.65) 0.7544 -0.13 (-1.03, 0.76) 

 

   Placebo IM 12 -2.60 (-3.08, -2.11) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  Not Hispanic  Day 3 AZD7442 600 mg IM 19 -1.42 (-1.85, -0.99) <.0001 -0.41 (-1.04, 0.22) 0.2019 -0.41 (-1.08, 0.25) 

 

   Placebo IM 17 -1.01 (-1.47, -0.55) <.0001    

 

  Day 7 AZD7442 600 mg IM 19 -2.20 (-2.63, -1.77) <.0001 -0.60 (-1.23, 0.03) 0.0628 -0.61 (-1.28, 0.06) 

 

   Placebo IM 17 -1.60 (-2.06, -1.15) <.0001    

 

  Day 14 AZD7442 600 mg IM 19 -2.58 (-3.01, -2.14) <.0001 -0.22 (-0.86, 0.41) 0.4808 -0.23 (-0.88, 0.43) 

 

   Placebo IM 17 -2.35 (-2.81, -1.89) <.0001    

 

  Day 28 AZD7442 600 mg IM 19 -2.70 (-3.13, -2.27) <.0001 -0.23 (-0.86, 0.40) 0.4633 -0.24 (-0.89, 0.42) 

 

   Placebo IM 17 -2.47 (-2.93, -2.01) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

Age Group 

  <60 

 Day 3 AZD7442 600 mg IM 25 -1.38 (-1.70, -1.06) <.0001 0.01 (-0.47, 0.48) 0.9824 0.01 (-0.57, 0.58) 

 

   Placebo IM 22 -1.39 (-1.73, -1.04) <.0001    

 

  Day 7 AZD7442 600 mg IM 25 -2.24 (-2.57, -1.92) <.0001 -0.34 (-0.82, 0.13) 0.1517 -0.41 (-0.99, 0.17) 

 

   Placebo IM 22 -1.90 (-2.24, -1.56) <.0001    

 

  Day 14 AZD7442 600 mg IM 25 -2.50 (-2.82, -2.17) <.0001 -0.13 (-0.60, 0.35) 0.5958 -0.15 (-0.73, 0.42) 

 

   Placebo IM 22 -2.37 (-2.71, -2.03) <.0001    

 

  Day 28 AZD7442 600 mg IM 25 -2.56 (-2.88, -2.24) <.0001 -0.21 (-0.68, 0.26) 0.3863 -0.25 (-0.82, 0.33) 

 

   Placebo IM 22 -2.35 (-2.69, -2.01) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  >=60  Day 3 AZD7442 600 mg IM 2      

 

   Placebo IM 7      

 

  Day 7 AZD7442 600 mg IM 2 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 7      

 

  Day 14 AZD7442 600 mg IM 2      

 

   Placebo IM 7      

 

  Day 28 AZD7442 600 mg IM 2      

 

   Placebo IM 7      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

Co-morbidity Status 

  No comorbidities 

 Day 3 AZD7442 600 mg IM 1      

 

   Placebo IM 4      

 

  Day 7 AZD7442 600 mg IM 1 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 4      

 

  Day 14 AZD7442 600 mg IM 1      

 

   Placebo IM 4      

 

  Day 28 AZD7442 600 mg IM 1      

 

   Placebo IM 4      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  At least one 

comorbidity 

 Day 3 AZD7442 600 mg IM 26 -1.44 (-1.78, -1.11) <.0001 -0.21 (-0.69, 0.28) 0.3994 -0.23 (-0.78, 0.32) 

 

   Placebo IM 25 -1.24 (-1.58, -0.89) <.0001    

 

  Day 7 AZD7442 600 mg IM 26 -2.27 (-2.60, -1.93) <.0001 -0.42 (-0.91, 0.06) 0.0886 -0.47 (-1.03, 0.09) 

 

   Placebo IM 25 -1.84 (-2.19, -1.50) <.0001    

 

  Day 14 AZD7442 600 mg IM 26 -2.55 (-2.89, -2.21) <.0001 -0.13 (-0.62, 0.35) 0.5906 -0.15 (-0.70, 0.40) 

 

   Placebo IM 25 -2.42 (-2.76, -2.07) <.0001    

 

  Day 28 AZD7442 600 mg IM 26 -2.64 (-2.98, -2.30) <.0001 -0.18 (-0.67, 0.30) 0.4621 -0.20 (-0.75, 0.35) 

 

   Placebo IM 25 -2.46 (-2.81, -2.12) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

Calendar days from first 

symptom associated with 

COVID-19 to start of 

investigational 

agent/placebo 

Stratification 

  <= 5 days 

 Day 3 AZD7442 600 mg IM 11 -1.55 (-2.17, -0.93) <.0001 -0.48 (-1.36, 0.39) 0.2708 -0.45 (-1.29, 0.40) 

 

   Placebo IM 11 -1.07 (-1.68, -0.45) 0.0011    

 

  Day 7 AZD7442 600 mg IM 11 -2.66 (-3.28, -2.04) <.0001 -0.46 (-1.33, 0.41) 0.2953 -0.42 (-1.27, 0.42) 

 

   Placebo IM 11 -2.20 (-2.82, -1.58) <.0001    

 

  Day 14 AZD7442 600 mg IM 11 -3.26 (-3.87, -2.64) <.0001 0.11 (-0.76, 0.98) 0.8008 0.10 (-0.73, 0.94) 

 

   Placebo IM 11 -3.37 (-3.99, -2.75) <.0001    

 

  Day 28 AZD7442 600 mg IM 11 -3.35 (-3.96, -2.73) <.0001 0.21 (-0.66, 1.08) 0.6309 0.19 (-0.64, 1.03) 

 

   Placebo IM 11 -3.56 (-4.17, -2.94) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  > 5 days  Day 3 AZD7442 600 mg IM 16 -1.40 (-1.77, -1.04) <.0001 -0.18 (-0.69, 0.33) 0.4900 -0.23 (-0.90, 0.45) 

 

   Placebo IM 18 -1.23 (-1.57, -0.89) <.0001    

 

  Day 7 AZD7442 600 mg IM 16 -2.05 (-2.41, -1.68) <.0001 -0.49 (-1.00, 0.02) 0.0588 -0.63 (-1.32, 0.06) 

 

   Placebo IM 18 -1.56 (-1.90, -1.22) <.0001    

 

  Day 14 AZD7442 600 mg IM 16 -2.14 (-2.50, -1.78) <.0001 -0.30 (-0.81, 0.20) 0.2364 -0.39 (-1.07, 0.29) 

 

   Placebo IM 18 -1.84 (-2.18, -1.50) <.0001    

 

  Day 28 AZD7442 600 mg IM 16 -2.23 (-2.59, -1.87) <.0001 -0.31 (-0.82, 0.19) 0.2214 -0.41 (-1.09, 0.27) 

 

   Placebo IM 18 -1.92 (-2.26, -1.58) <.0001    

 

Page 247 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

Baseline antibody status 

  Negative 

 Day 3 AZD7442 600 mg IM 21 -1.90 (-2.31, -1.48) <.0001 -0.49 (-1.22, 0.24) 0.1844 -0.49 (-1.26, 0.27) 

 

   Placebo IM 10 -1.41 (-2.01, -0.80) <.0001    

 

  Day 7 AZD7442 600 mg IM 21 -2.80 (-3.22, -2.39) <.0001 -0.72 (-1.45, 0.01) 0.0546 -0.72 (-1.49, 0.06) 

 

   Placebo IM 10 -2.09 (-2.69, -1.49) <.0001    

 

  Day 14 AZD7442 600 mg IM 21 -3.21 (-3.62, -2.80) <.0001 -0.25 (-0.98, 0.48) 0.5038 -0.25 (-1.00, 0.51) 

 

   Placebo IM 10 -2.96 (-3.56, -2.36) <.0001    

 

  Day 28 AZD7442 600 mg IM 21 -3.31 (-3.72, -2.89) <.0001 -0.23 (-0.96, 0.50) 0.5332 -0.23 (-0.99, 0.52) 

 

   Placebo IM 10 -3.08 (-3.68, -2.47) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  Positive  Day 3 AZD7442 600 mg IM 4      

 

   Placebo IM 4      

 

  Day 7 AZD7442 600 mg IM 4 No estimate for the 

subcategory due to n<10 

    

 

   Placebo IM 4      

 

  Day 14 AZD7442 600 mg IM 4      

 

   Placebo IM 4      

 

  Day 28 AZD7442 600 mg IM 4      

 

   Placebo IM 4      
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  Missing  Day 3 AZD7442 600 mg IM 2 -1.49 (-2.91, -0.08) 0.0394 -0.58 (-2.08, 0.93) 0.4414 -0.54 (-2.02, 0.95) 

 

   Placebo IM 15 -0.92 (-1.43, -0.40) 0.0010    

 

  Day 7 AZD7442 600 mg IM 2 -2.16 (-3.57, -0.74) 0.0040 -0.50 (-2.01, 1.00) 0.5013 -0.47 (-1.95, 1.02) 

 

   Placebo IM 15 -1.65 (-2.17, -1.14) <.0001    

 

  Day 14 AZD7442 600 mg IM 2 -1.94 (-3.36, -0.53) 0.0087 0.19 (-1.32, 1.69) 0.8034 0.17 (-1.30, 1.65) 

 

   Placebo IM 15 -2.13 (-2.64, -1.61) <.0001    

 

  Day 28 AZD7442 600 mg IM 2 -2.16 (-3.57, -0.74) 0.0040 0.13 (-1.38, 1.64) 0.8601 0.12 (-1.35, 1.60) 

 

   Placebo IM 15 -2.29 (-2.81, -1.77) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

Treatment time from 

symptom onset 

  <= 5 days 

 Day 3 AZD7442 600 mg IM 10 -1.57 (-2.22, -0.91) <.0001 -0.48 (-1.39, 0.43) 0.2934 -0.43 (-1.30, 0.43) 

 

   Placebo IM 11 -1.09 (-1.71, -0.46) 0.0010    

 

  Day 7 AZD7442 600 mg IM 10 -2.81 (-3.47, -2.16) <.0001 -0.59 (-1.50, 0.32) 0.1973 -0.53 (-1.41, 0.34) 

 

   Placebo IM 11 -2.22 (-2.85, -1.60) <.0001    

 

  Day 14 AZD7442 600 mg IM 10 -3.36 (-4.02, -2.71) <.0001 0.03 (-0.88, 0.94) 0.9502 0.03 (-0.83, 0.88) 

 

   Placebo IM 11 -3.39 (-4.02, -2.77) <.0001    

 

  Day 28 AZD7442 600 mg IM 10 -3.37 (-4.03, -2.72) <.0001 0.21 (-0.70, 1.11) 0.6512 0.19 (-0.67, 1.04) 

 

   Placebo IM 11 -3.58 (-4.21, -2.96) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 2.13a 

Least square mean change of area under the curve and above the assay lower limit of quantification of quantitative SARS-CoV-2 RNA over time from site-collected 

NP swabs at days 0, 3, 7, 14, 28 - Subgroup Analysis 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
[a] Effect size is measured by the standardized mean difference (SMD). 

Note: The MMRM analysis included the change from baseline to all post-baseline values as the dependent variable, with the baseline value, treatment, visit, and 

treatment by visit interaction in the model. An autoregressive (AR(1)) correlation matrix was used to model within subject autocorrelation. CI = Confidence interval; 

n = Number of subjects in analysis. 

 

Program 

Path: ...06-Programing\A-Primary\Programs\T_SARNPQAL_AUC_MMRM_SUBGRP_HR.sas 

01SEP2022 21:08 

 

 

Within treatment groups 

 

Between treatment groups 

Subgroup  Timepoint Group n 

Within-group LS mean 

changes (95%CI) P value 

Between-group 

differences  LS mean 

changes (95%CI) P value Effect size (95% CI) [a] 

  > 5 days  Day 3 AZD7442 600 mg IM 17 -1.37 (-1.73, -1.01) <.0001 -0.13 (-0.63, 0.38) 0.6228 -0.16 (-0.82, 0.50) 

 

   Placebo IM 18 -1.24 (-1.59, -0.90) <.0001    

 

  Day 7 AZD7442 600 mg IM 17 -1.96 (-2.32, -1.61) <.0001 -0.39 (-0.89, 0.12) 0.1332 -0.49 (-1.17, 0.18) 

 

   Placebo IM 18 -1.57 (-1.92, -1.23) <.0001    

 

  Day 14 AZD7442 600 mg IM 17 -2.11 (-2.47, -1.76) <.0001 -0.26 (-0.77, 0.25) 0.3118 -0.33 (-1.00, 0.34) 

 

   Placebo IM 18 -1.85 (-2.20, -1.51) <.0001    

 

  Day 28 AZD7442 600 mg IM 17 -2.25 (-2.61, -1.89) <.0001 -0.31 (-0.82, 0.19) 0.2204 -0.40 (-1.07, 0.27) 

 

   Placebo IM 18 -1.94 (-2.28, -1.59) <.0001    
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.1a 

Incidence of any adverse event 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR.sas 25AUG2022 05:59 

Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Any Adverse Event n (%) 18 (54.5) 17 (51.5)  

RR, (95% CI) 1.06, (0.67, 1.67)  0.805 

RRR %, (95% CI) -5.88, (-66.80, 32.79)   

OR, (95% CI) 1.13, (0.43, 2.97)  0.805 

ARR %,(95% CI) 3.03, (-21.04, 27.10)   

 

Any SAE n (%) 2 (6.1) 3 (9.1)  

RR, (95% CI) 0.67, (0.12, 3.73)  0.645 

RRR %, (95% CI) 33.33, (-273.38, 88.10)   

OR, (95% CI) 0.65, (0.10, 4.14)  0.644 

ARR %,(95% CI) -3.03, (-15.78, 9.72)   

 

Any SAEs with outcome of death n (%) 0 (0.0) 0 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Any AE leading to discontinuation of 

Investigation Product 

n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Any Related AEs n (%) 4 (12.1) 3 (9.1)  

RR, (95% CI) 1.33, (0.32, 5.50)  0.691 

RRR %, (95% CI) -33.33, (-449.99, 67.68)   

OR, (95% CI) 1.38, (0.28, 6.71)  0.690 

ARR %,(95% CI) 3.03, (-11.81, 17.87)   

 

Any Related SAEs n (%) 0 (0.0) 0 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Any Grade 3 or higher AEs n (%) 8 (24.2) 7 (21.2)  

RR, (95% CI) 1.14, (0.47, 2.79)  0.769 

RRR %, (95% CI) -14.29, (-178.93, 53.17)   

OR, (95% CI) 1.19, (0.38, 3.77)  0.769 

ARR %,(95% CI) 3.03, (-17.18, 23.24)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.1a 

Incidence of any adverse event 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR.sas 25AUG2022 05:59 

Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

 

Any Grade 2 or higher AEs n (%) 17 (51.5) 12 (36.4)  

RR, (95% CI) 1.42, (0.81, 2.48)  0.223 

RRR %, (95% CI) -41.67, (-147.94, 19.06)   

OR, (95% CI) 1.86, (0.69, 4.98)  0.217 

ARR %,(95% CI) 15.15, (-8.52, 38.82)   

 

Any AESI n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Any SAEs requiring hospitalization n (%) 2 (6.1) 2 (6.1)  

RR, (95% CI) 1.00, (0.15, 6.68)  1.000 

RRR %, (95% CI) 0.00, (-568.35, 85.04)   

OR, (95% CI) 1.00, (0.13, 7.55)  1.000 

ARR %,(95% CI) 0.00, (-11.51, 11.51)   

 

Any Severe AEs n (%) 8 (24.2) 6 (18.2)  

RR, (95% CI) 1.33, (0.52, 3.42)  0.550 

RRR %, (95% CI) -33.33, (-242.06, 48.03)   

OR, (95% CI) 1.44, (0.44, 4.73)  0.548 

ARR %,(95% CI) 6.06, (-13.61, 25.73)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Cardiac disorders Angina pectoris n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Arrhythmia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Diastolic dysfunction n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Left atrial enlargement n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Left ventricular hypertrophy n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Palpitations n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Cardiac disorders Sinus tachycardia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Gastrointestinal disorders Abdominal discomfort n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Abdominal pain n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Anal incontinence n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Diarrhoea n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 Dry mouth n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Gastrointestinal disorders Eosinophilic oesophagitis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Flatulence n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Food poisoning n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Gastritis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Nausea n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

 Toothache n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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Incidence of AEs by System Organ Class and preferred term 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Gastrointestinal disorders Vomiting n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

General disorders and 

administration site conditions 

Cyst n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Discomfort n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Fatigue n (%) 4 (12.1) 2 (6.1)  

RR, (95% CI) 1.80, (0.41, 7.84)  0.434 

RRR %, (95% CI) -80.00, (-683.76, 58.66)   

OR, (95% CI) 1.92, (0.38, 9.77)  0.431 

ARR %,(95% CI) 6.06, (-7.73, 19.85)   

 

 Non-cardiac chest pain n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Oedema peripheral n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

General disorders and 

administration site conditions 

Pain n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

 Pyrexia n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

Infections and infestations Acute sinusitis n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 COVID-19 n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

 COVID-19 pneumonia n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

 Chronic sinusitis n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Infections and infestations Epididymitis n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Gastroenteritis viral n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Otitis media n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Pharyngitis streptococcal n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Pneumonia n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Sinusitis n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Infections and infestations Tooth infection n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Urinary tract infection n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Vulvovaginal mycotic infection n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Injury, poisoning and procedural 

complications 

Contusion n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

 Infusion related reaction n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Ligament sprain n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Injury, poisoning and procedural 

complications 

Skin abrasion n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Stress fracture n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Tendon rupture n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Investigations Alanine aminotransferase 

increased 

n (%) 0 (0.0) 2 (6.1)  

RR, (95% CI) 0.20, (0.01, 4.01)  0.293 

RRR %, (95% CI) 80.00, (-301.28, 99.00)   

OR, (95% CI) 0.19, (0.01, 4.07)  0.287 

ARR %,(95% CI) -6.06, (-14.20, 2.08)   

 

 Aspartate aminotransferase 

increased 

n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

 Blood albumin decreased n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Blood bilirubin decreased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood bilirubin increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood creatine phosphokinase 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood creatinine increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood glucose increased n (%) 5 (15.2) 1 (3.0)  

RR, (95% CI) 3.67, (0.64, 20.93)  0.144 

RRR %, (95% CI) -266.67, (-1992.54, 35.75)   

OR, (95% CI) 4.18, (0.64, 27.24)  0.135 

ARR %,(95% CI) 12.12, (-1.44, 25.68)   

 

 Blood lactate dehydrogenase 

increased 

n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Blood lactic acid increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood potassium decreased n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Blood potassium increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood sodium decreased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood urea increased n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 C-reactive protein increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Cardiac murmur n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Electrocardiogram ST segment 

elevation 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Electrocardiogram T wave 

abnormal 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Fibrin D dimer increased n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 Globulins increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Glycosylated haemoglobin 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Immature granulocyte count 

increased 

n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Pancreatic enzymes decreased n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Platelet count increased n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 Procalcitonin increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Red blood cell sedimentation rate 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Serum ferritin increased n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Weight decreased n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Metabolism and nutrition 

disorders 

Diabetes mellitus n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Hyperchloraemia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Hyperglycaemia n (%) 3 (9.1) 1 (3.0)  

RR, (95% CI) 2.33, (0.37, 14.88)  0.370 

RRR %, (95% CI) -133.33, (-1388.00, 63.41)   

OR, (95% CI) 2.49, (0.34, 17.93)  0.366 

ARR %,(95% CI) 6.06, (-5.36, 17.48)   

 

 Type 2 diabetes mellitus n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Musculoskeletal and connective 

tissue disorders 

Arthralgia n (%) 2 (6.1) 4 (12.1)  

RR, (95% CI) 0.56, (0.13, 2.42)  0.434 

RRR %, (95% CI) 44.44, (-141.90, 87.24)   

OR, (95% CI) 0.52, (0.10, 2.64)  0.431 

ARR %,(95% CI) -6.06, (-19.85, 7.73)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Musculoskeletal and connective 

tissue disorders 

Back pain n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Muscle spasms n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 Muscular weakness n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Musculoskeletal chest pain n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Myalgia n (%) 1 (3.0) 2 (6.1)  

RR, (95% CI) 0.60, (0.08, 4.29)  0.611 

RRR %, (95% CI) 40.00, (-329.22, 91.61)   

OR, (95% CI) 0.58, (0.07, 4.67)  0.610 

ARR %,(95% CI) -3.03, (-13.05, 6.99)   

 

 Pain in extremity n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Musculoskeletal and connective 

tissue disorders 

Spinal osteoarthritis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Nervous system disorders Amnesia n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

 Balance disorder n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Disturbance in attention n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 Dizziness n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

 Dysaesthesia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Nervous system disorders Headache n (%) 3 (9.1) 2 (6.1)  

RR, (95% CI) 1.40, (0.30, 6.61)  0.671 

RRR %, (95% CI) -40.00, (-560.81, 70.34)   

OR, (95% CI) 1.45, (0.26, 7.90)  0.670 

ARR %,(95% CI) 3.03, (-9.72, 15.78)   

 

 Mental impairment n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Paraesthesia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Parosmia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Taste disorder n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

Psychiatric disorders Anxiety n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Psychiatric disorders Generalised anxiety disorder n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Impaired reasoning n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Insomnia n (%) 3 (9.1) 1 (3.0)  

RR, (95% CI) 2.33, (0.37, 14.88)  0.370 

RRR %, (95% CI) -133.33, (-1388.00, 63.41)   

OR, (95% CI) 2.49, (0.34, 17.93)  0.366 

ARR %,(95% CI) 6.06, (-5.36, 17.48)   

 

 Irritability n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Cough n (%) 3 (9.1) 3 (9.1)  

RR, (95% CI) 1.00, (0.25, 4.07)  1.000 

RRR %, (95% CI) 0.00, (-306.85, 75.42)   

OR, (95% CI) 1.00, (0.21, 4.78)  1.000 

ARR %,(95% CI) 0.00, (-13.87, 13.87)   
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Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n (%) 4 (12.1) 1 (3.0)  

RR, (95% CI) 3.00, (0.50, 17.89)  0.228 

RRR %, (95% CI) -200.00, (-1689.09, 49.70)   

OR, (95% CI) 3.31, (0.49, 22.41)  0.221 

ARR %,(95% CI) 9.09, (-3.49, 21.67)   

 

 Nasal congestion n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

 Nasal obstruction n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Nasal septum deviation n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Obstructive sleep apnoea 

syndrome 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Oropharyngeal pain n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

Page 272 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.2a 

Incidence of AEs by System Organ Class and preferred term 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Rhinorrhoea n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Wheezing n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

Skin and subcutaneous tissue 

disorders 

Alopecia n (%) 0 (0.0) 2 (6.1)  

RR, (95% CI) 0.20, (0.01, 4.01)  0.293 

RRR %, (95% CI) 80.00, (-301.28, 99.00)   

OR, (95% CI) 0.19, (0.01, 4.07)  0.287 

ARR %,(95% CI) -6.06, (-14.20, 2.08)   

 

 Dermatitis contact n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

 Diffuse alopecia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Skin and subcutaneous tissue 

disorders 

Dry skin n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Pruritus n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Rash macular n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR.sas 08SEP2022 05:58 

System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Cardiac disorders n (%) 3 (9.1) 2 (6.1)  

RR, (95% CI) 1.40, (0.30, 6.61)  0.671 

RRR %, (95% CI) -40.00, (-560.81, 70.34)   

OR, (95% CI) 1.45, (0.26, 7.90)  0.670 

ARR %,(95% CI) 3.03, (-9.72, 15.78)   

 

Gastrointestinal disorders n (%) 5 (15.2) 4 (12.1)  

RR, (95% CI) 1.22, (0.39, 3.87)  0.733 

RRR %, (95% CI) -22.22, (-286.61, 61.36)   

OR, (95% CI) 1.27, (0.33, 4.87)  0.732 

ARR %,(95% CI) 3.03, (-13.51, 19.57)   

 

General disorders and administration site conditions n (%) 6 (18.2) 4 (12.1)  

RR, (95% CI) 1.44, (0.48, 4.36)  0.514 

RRR %, (95% CI) -44.44, (-335.65, 52.11)   

OR, (95% CI) 1.55, (0.42, 5.74)  0.512 

ARR %,(95% CI) 6.06, (-11.18, 23.30)   

 

Infections and infestations n (%) 6 (18.2) 7 (21.2)  

RR, (95% CI) 0.87, (0.34, 2.21)  0.765 

RRR %, (95% CI) 13.33, (-121.11, 66.03)   

OR, (95% CI) 0.84, (0.26, 2.71)  0.764 

ARR %,(95% CI) -3.03, (-22.21, 16.15)   

 

Injury, poisoning and procedural complications n (%) 2 (6.1) 3 (9.1)  

RR, (95% CI) 0.71, (0.15, 3.37)  0.671 

RRR %, (95% CI) 28.57, (-237.15, 84.87)   

OR, (95% CI) 0.69, (0.13, 3.78)  0.670 

ARR %,(95% CI) -3.03, (-15.78, 9.72)   

 

Investigations n (%) 9 (27.3) 5 (15.2)  

RR, (95% CI) 1.73, (0.68, 4.41)  0.253 

RRR %, (95% CI) -72.73, (-340.59, 32.28)   

OR, (95% CI) 2.01, (0.62, 6.54)  0.247 

ARR %,(95% CI) 12.12, (-7.39, 31.63)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR.sas 08SEP2022 05:58 

System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Metabolism and nutrition disorders n (%) 6 (18.2) 1 (3.0)  

RR, (95% CI) 4.33, (0.78, 23.97)  0.093 

RRR %, (95% CI) -333.33, (-2297.21, 21.67)   

OR, (95% CI) 5.12, (0.81, 32.46)  0.083 

ARR %,(95% CI) 15.15, (0.75, 29.55)   

 

Musculoskeletal and connective tissue disorders n (%) 4 (12.1) 6 (18.2)  

RR, (95% CI) 0.69, (0.23, 2.09)  0.514 

RRR %, (95% CI) 30.77, (-108.80, 77.05)   

OR, (95% CI) 0.65, (0.17, 2.39)  0.512 

ARR %,(95% CI) -6.06, (-23.30, 11.18)   

 

Nervous system disorders n (%) 6 (18.2) 4 (12.1)  

RR, (95% CI) 1.44, (0.48, 4.36)  0.514 

RRR %, (95% CI) -44.44, (-335.65, 52.11)   

OR, (95% CI) 1.55, (0.42, 5.74)  0.512 

ARR %,(95% CI) 6.06, (-11.18, 23.30)   

 

Psychiatric disorders n (%) 6 (18.2) 2 (6.1)  

RR, (95% CI) 2.60, (0.65, 10.32)  0.174 

RRR %, (95% CI) -160.00, (-932.43, 34.52)   

OR, (95% CI) 2.98, (0.63, 13.97)  0.166 

ARR %,(95% CI) 12.12, (-3.35, 27.60)   

 

Respiratory, thoracic and mediastinal disorders n (%) 9 (27.3) 6 (18.2)  

RR, (95% CI) 1.46, (0.61, 3.51)  0.396 

RRR %, (95% CI) -46.15, (-251.36, 39.20)   

OR, (95% CI) 1.64, (0.53, 5.11)  0.393 

ARR %,(95% CI) 9.09, (-11.01, 29.19)   

 

Skin and subcutaneous tissue disorders n (%) 2 (6.1) 5 (15.2)  

RR, (95% CI) 0.45, (0.11, 1.88)  0.276 

RRR %, (95% CI) 54.55, (-87.57, 88.98)   

OR, (95% CI) 0.41, (0.08, 1.99)  0.270 

ARR %,(95% CI) -9.09, (-23.79, 5.60)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Blood and lymphatic system 

disorders 

Leukocytosis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Cardiac disorders Angina pectoris n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

General disorders and 

administration site conditions 

Discomfort n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Immune system disorders Seasonal allergy n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Infections and infestations COVID-19 pneumonia n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

 Otitis media n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.3a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Injury, poisoning and procedural 

complications 

Ligament sprain n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Tendon rupture n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Investigations Blood creatine phosphokinase 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood lactic acid increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood potassium increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Red blood cell sedimentation rate 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.3a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Metabolism and nutrition 

disorders 

Hyperglycaemia n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

Musculoskeletal and connective 

tissue disorders 

Back pain n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Neoplasms benign, malignant and 

unspecified (incl cysts and 

polyps) 

Prostate cancer stage IV n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Nervous system disorders Headache n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Nasal obstruction n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Table 3.3a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Blood and lymphatic system 

disorders 

Anaemia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Leukocytosis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Cardiac disorders Angina pectoris n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Gastrointestinal disorders Anal incontinence n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Eosinophilic oesophagitis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Food poisoning n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Page 281 of 795



AstraZeneca   
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Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Gastrointestinal disorders Gastritis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Nausea n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Toothache n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

General disorders and 

administration site conditions 

Cyst n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Discomfort n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Pyrexia n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   
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AstraZeneca   
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Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Hepatobiliary disorders Biliary colic n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Immune system disorders Hypersensitivity n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Immunisation reaction n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Seasonal allergy n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Infections and infestations Acute sinusitis n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 COVID-19 n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 
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Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Infections and infestations COVID-19 pneumonia n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

 Chronic sinusitis n (%) 1 (3.0) 1 (3.0)  

RR, (95% CI) 1.00, (0.11, 9.14)  1.000 

RRR %, (95% CI) 0.00, (-814.02, 89.06)   

OR, (95% CI) 1.00, (0.10, 10.12)  1.000 

ARR %,(95% CI) 0.00, (-8.27, 8.27)   

 

 Epididymitis n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Otitis media n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Pharyngitis streptococcal n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Pneumonia n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Infections and infestations Sinusitis n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Tooth infection n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Urinary tract infection n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Injury, poisoning and procedural 

complications 

Ligament sprain n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Stress fracture n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Tendon rupture n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Alanine aminotransferase 

increased 

n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Aspartate aminotransferase 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood creatine phosphokinase 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood creatinine increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood glucose increased n (%) 3 (9.1) 1 (3.0)  

RR, (95% CI) 2.33, (0.37, 14.88)  0.370 

RRR %, (95% CI) -133.33, (-1388.00, 63.41)   

OR, (95% CI) 2.49, (0.34, 17.93)  0.366 

ARR %,(95% CI) 6.06, (-5.36, 17.48)   

 

 Blood lactic acid increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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AstraZeneca   
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Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Blood potassium decreased n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Blood potassium increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Red blood cell sedimentation rate 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Serum ferritin increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Weight decreased n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Metabolism and nutrition 

disorders 

Diabetes mellitus n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Protocol: ACTIV-2/A5401 
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Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Metabolism and nutrition 

disorders 

Hyperglycaemia n (%) 3 (9.1) 1 (3.0)  

RR, (95% CI) 2.33, (0.37, 14.88)  0.370 

RRR %, (95% CI) -133.33, (-1388.00, 63.41)   

OR, (95% CI) 2.49, (0.34, 17.93)  0.366 

ARR %,(95% CI) 6.06, (-5.36, 17.48)   

 

Musculoskeletal and connective 

tissue disorders 

Arthralgia n (%) 2 (6.1) 2 (6.1)  

RR, (95% CI) 1.00, (0.19, 5.41)  1.000 

RRR %, (95% CI) 0.00, (-440.52, 81.50)   

OR, (95% CI) 1.00, (0.16, 6.18)  1.000 

ARR %,(95% CI) 0.00, (-11.51, 11.51)   

 

 Back pain n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Muscle spasms n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 Myalgia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Neoplasms benign, malignant and 

unspecified (incl cysts and 

polyps) 

Prostate cancer stage IV n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Nervous system disorders Dysaesthesia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Headache n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 Paraesthesia n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Psychiatric disorders Generalised anxiety disorder n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Insomnia n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Irritability n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Reproductive system and breast 

disorders 

Uterine disorder n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Cough n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Dyspnoea n (%) 3 (9.1) 1 (3.0)  

RR, (95% CI) 2.33, (0.37, 14.88)  0.370 

RRR %, (95% CI) -133.33, (-1388.00, 63.41)   

OR, (95% CI) 2.49, (0.34, 17.93)  0.366 

ARR %,(95% CI) 6.06, (-5.36, 17.48)   

 

 Nasal obstruction n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Nasal septum deviation n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Table 3.4a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Respiratory, thoracic and 

mediastinal disorders 

Oropharyngeal pain n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Respiratory failure n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Rhinorrhoea n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Skin and subcutaneous tissue 

disorders 

Dermatitis contact n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Vascular disorders Hypertension n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   

 

 Thrombophlebitis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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Table 3.5a 

Incidence of related AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Gastrointestinal disorders Abdominal discomfort n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Flatulence n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Injury, poisoning and procedural 

complications 

Contusion n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Infusion related reaction n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Investigations Alanine aminotransferase 

increased 

n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 Aspartate aminotransferase 

increased 

n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Blood bilirubin increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood glucose increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Immature granulocyte count 

increased 

n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Musculoskeletal and connective 

tissue disorders 

Pain in extremity n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

Skin and subcutaneous tissue 

disorders 

Pruritus n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Vascular disorders Thrombophlebitis n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.6a 

Incidence of AEs leading to death by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

No Event for this Endpoint No Event for this Endpoint n (%) 0 (0.0) 0 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.7a 

Incidence of SAEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Infections and infestations COVID-19 pneumonia n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

Neoplasms benign, malignant and 

unspecified (incl cysts and 

polyps) 

Prostate cancer stage IV n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 

Page 295 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.7.1a 

Incidence of SAEs by System Organ Class 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR.sas 08SEP2022 05:58 

System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Infections and infestations n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

Neoplasms benign, malignant and unspecified (incl cysts and 

polyps) 

n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

Respiratory, thoracic and mediastinal disorders n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.8a 

Incidence of SAEs requiring hospitalization by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Infections and infestations COVID-19 pneumonia n (%) 2 (6.1) 1 (3.0)  

RR, (95% CI) 1.67, (0.23, 11.92)  0.611 

RRR %, (95% CI) -66.67, (-1092.29, 76.70)   

OR, (95% CI) 1.72, (0.21, 13.80)  0.610 

ARR %,(95% CI) 3.03, (-6.99, 13.05)   

 

Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.9a 

Incidence of related SAEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

No Event for this Endpoint No Event for this Endpoint n (%) 0 (0.0) 0 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.10a 

Incidence of AESIs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Injury, poisoning and procedural 

complications 

Infusion related reaction n (%) 0 (0.0) 1 (3.0)  

RR, (95% CI) 0.33, (0.01, 7.90)  0.496 

RRR %, (95% CI) 66.67, (-689.71, 98.59)   

OR, (95% CI) 0.32, (0.01, 8.23)  0.494 

ARR %,(95% CI) -3.03, (-8.88, 2.82)   

 

 

Page 299 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.11a 

Incidence of severe AEs by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR.sas 23AUG2022 07:08 

System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations Blood creatine phosphokinase 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood lactic acid increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Blood potassium increased n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   

 

 Red blood cell sedimentation rate 

increased 

n (%) 1 (3.0) 0 (0.0)  

RR, (95% CI) 3.00, (0.13, 71.07)  0.496 

RRR %, (95% CI) -200.00, (-7007.41, 87.34)   

OR, (95% CI) 3.09, (0.12, 78.70)  0.494 

ARR %,(95% CI) 3.03, (-2.82, 8.88)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.11.1a 

Incidence of severe AEs by System Organ Class 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR.sas 08SEP2022 05:58 

System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Investigations n (%) 2 (6.1) 0 (0.0)  

RR, (95% CI) 5.00, (0.25, 100.32)  0.293 

RRR %, (95% CI) -400.00, (-9931.95, 75.08)   

OR, (95% CI) 5.32, (0.25, 115.13)  0.287 

ARR %,(95% CI) 6.06, (-2.08, 14.20)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.12a 

Incidence of AEs Excluding Disease Related Events 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COVID_HR.sas 23SEP2022 03:57 

Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

AEs Excluding Disease Related Events n (%) 17 (51.5) 16 (48.5)  

RR, (95% CI) 1.06, (0.66, 1.72)  0.806 

RRR %, (95% CI) -6.25, (-72.22, 34.45)   

OR, (95% CI) 1.13, (0.43, 2.96)  0.806 

ARR %,(95% CI) 3.03, (-21.08, 27.14)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.13a 

Incidence of SAEs Excluding Disease Related Events 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COVID_HR.sas 23SEP2022 03:57 

Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

SAEs Excluding Disease Related Events n (%) 0 (0.0) 2 (6.1)  

RR, (95% CI) 0.20, (0.01, 4.01)  0.293 

RRR %, (95% CI) 80.00, (-301.28, 99.00)   

OR, (95% CI) 0.19, (0.01, 4.07)  0.287 

ARR %,(95% CI) -6.06, (-14.20, 2.08)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 3.14a 

Incidence of Severe AEs Excluding Disease Related Events 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COVID_HR.sas 23SEP2022 03:57 

Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Severe AEs Excluding Disease Related 

Events 

n (%) 8 (24.2) 5 (15.2)  

RR, (95% CI) 1.60, (0.58, 4.38)  0.361 

RRR %, (95% CI) -60.00, (-338.33, 41.60)   

OR, (95% CI) 1.79, (0.52, 6.20)  0.357 

ARR %,(95% CI) 9.09, (-9.97, 28.16)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.1a 

Incidence of any adverse event - Sex 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Male sex at birth Any Adverse Event n / N (%) 9 / 17 (52.9) 8 / 14 (57.1)  

RR, (95% CI) 0.93, (0.49, 1.75)  0.814 

RRR %, (95% CI) 7.35, (-75.30, 51.04)   

OR, (95% CI) 0.84, (0.20, 3.50)  0.815 

ARR %,(95% CI) -4.20, (-39.34, 30.94)   

Interaction p-value [a]   0.597 

 

 Any SAE n / N (%) 1 / 17 (5.9) 3 / 14 (21.4)  

RR, (95% CI) 0.27, (0.03, 2.36)  0.239 

RRR %, (95% CI) 72.55, (-135.61, 96.80)   

OR, (95% CI) 0.23, (0.02, 2.50)  0.227 

ARR %,(95% CI) -15.55, (-39.78, 8.68)   

Interaction p-value [a]   0.142 

 

 Any SAEs with outcome of death n / N (%) 0 / 17 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction p-value [a]   0.551 

 

 Any Related AEs n / N (%) 2 / 17 (11.8) 1 / 14 (7.1)  

RR, (95% CI) 1.65, (0.17, 16.33)  0.670 

RRR %, (95% CI) -64.71, (-1532.76, 83.39)   

OR, (95% CI) 1.73, (0.14, 21.39)  0.668 

ARR %,(95% CI) 4.62, (-15.79, 25.03)   

Interaction p-value [a]   0.831 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.1a 

Incidence of any adverse event - Sex 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Male sex at birth Any Related SAEs n / N (%) 0 / 17 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Grade 3 or higher AEs n / N (%) 4 / 17 (23.5) 4 / 14 (28.6)  

RR, (95% CI) 0.82, (0.25, 2.71)  0.749 

RRR %, (95% CI) 17.65, (-171.19, 74.99)   

OR, (95% CI) 0.77, (0.15, 3.86)  0.750 

ARR %,(95% CI) -5.04, (-36.13, 26.05)   

Interaction p-value [a]   0.478 

 

 Any Grade 2 or higher AEs n / N (%) 8 / 17 (47.1) 6 / 14 (42.9)  

RR, (95% CI) 1.10, (0.50, 2.41)  0.816 

RRR %, (95% CI) -9.80, (-141.32, 50.04)   

OR, (95% CI) 1.19, (0.29, 4.92)  0.815 

ARR %,(95% CI) 4.20, (-30.94, 39.34)   

Interaction p-value [a]   0.398 

 

 Any AESI n / N (%) 0 / 17 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any SAEs requiring hospitalization n / N (%) 1 / 17 (5.9) 2 / 14 (14.3)  

RR, (95% CI) 0.41, (0.04, 4.08)  0.448 

RRR %, (95% CI) 58.82, (-308.19, 95.85)   

OR, (95% CI) 0.38, (0.03, 4.63)  0.445 

ARR %,(95% CI) -8.40, (-29.88, 13.07)   

Interaction p-value [a]   0.248 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.1a 

Incidence of any adverse event - Sex 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Male sex at birth Any Severe AEs n / N (%) 4 / 17 (23.5) 4 / 14 (28.6)  

RR, (95% CI) 0.82, (0.25, 2.71)  0.749 

RRR %, (95% CI) 17.65, (-171.19, 74.99)   

OR, (95% CI) 0.77, (0.15, 3.86)  0.750 

ARR %,(95% CI) -5.04, (-36.13, 26.05)   

Interaction p-value [a]   0.293 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.1a 

Incidence of any adverse event - Sex 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Female sex at birth Any Adverse Event n / N (%) 9 / 16 (56.3) 9 / 19 (47.4)  

RR, (95% CI) 1.19, (0.63, 2.26)  0.599 

RRR %, (95% CI) -18.75, (-125.52, 37.47)   

OR, (95% CI) 1.43, (0.38, 5.44)  0.601 

ARR %,(95% CI) 8.88, (-24.21, 41.97)   

 

 Any SAE n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

 Any SAEs with outcome of death n / N (%) 0 / 16 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 16 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any Related AEs n / N (%) 2 / 16 (12.5) 2 / 19 (10.5)  

RR, (95% CI) 1.19, (0.19, 7.50)  0.855 

RRR %, (95% CI) -18.75, (-650.48, 81.21)   

OR, (95% CI) 1.21, (0.15, 9.76)  0.855 

ARR %,(95% CI) 1.97, (-19.31, 23.26)   

 

 Any Related SAEs n / N (%) 0 / 16 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.1a 

Incidence of any adverse event - Sex 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Female sex at birth Any Grade 3 or higher AEs n / N (%) 4 / 16 (25.0) 3 / 19 (15.8)  

RR, (95% CI) 1.58, (0.41, 6.05)  0.502 

RRR %, (95% CI) -58.33, (-505.35, 58.59)   

OR, (95% CI) 1.78, (0.33, 9.48)  0.500 

ARR %,(95% CI) 9.21, (-17.60, 36.02)   

 

 Any Grade 2 or higher AEs n / N (%) 9 / 16 (56.3) 6 / 19 (31.6)  

RR, (95% CI) 1.78, (0.81, 3.93)  0.152 

RRR %, (95% CI) -78.13, (-292.65, 19.19)   

OR, (95% CI) 2.79, (0.70, 11.10)  0.146 

ARR %,(95% CI) 24.67, (-7.39, 56.73)   

 

 Any AESI n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

 Any SAEs requiring hospitalization n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

 Any Severe AEs n / N (%) 4 / 16 (25.0) 2 / 19 (10.5)  

RR, (95% CI) 2.38, (0.50, 11.32)  0.278 

RRR %, (95% CI) -137.50, (-1032.11, 50.18)   

OR, (95% CI) 2.83, (0.44, 18.04)  0.270 

ARR %,(95% CI) 14.47, (-10.84, 39.78)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.2a 

Incidence of any adverse event - Race 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

White Any Adverse Event n / N (%) 14 / 25 (56.0) 11 / 24 (45.8)  

RR, (95% CI) 1.22, (0.70, 2.13)  0.481 

RRR %, (95% CI) -22.18, (-113.19, 29.98)   

OR, (95% CI) 1.50, (0.49, 4.64)  0.477 

ARR %,(95% CI) 10.17, (-17.69, 38.02)   

Interaction p-value [a]   0.337 

 

 Any SAE n / N (%) 1 / 25 (4.0) 2 / 24 (8.3)  

RR, (95% CI) 0.48, (0.05, 4.95)  0.538 

RRR %, (95% CI) 52.00, (-395.42, 95.35)   

OR, (95% CI) 0.46, (0.04, 5.41)  0.536 

ARR %,(95% CI) -4.33, (-17.80, 9.13)   

Interaction p-value [a]   0.639 

 

 Any SAEs with outcome of death n / N (%) 0 / 25 (0.0) 0 / 24 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction p-value [a]   0.618 

 

 Any Related AEs n / N (%) 3 / 25 (12.0) 1 / 24 (4.2)  

RR, (95% CI) 2.88, (0.32, 25.80)  0.344 

RRR %, (95% CI) -188.00, (-2480.47, 67.86)   

OR, (95% CI) 3.14, (0.30, 32.48)  0.338 

ARR %,(95% CI) 7.83, (-7.21, 22.87)   

Interaction p-value [a]   0.293 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.2a 

Incidence of any adverse event - Race 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

White Any Related SAEs n / N (%) 0 / 25 (0.0) 0 / 24 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Grade 3 or higher AEs n / N (%) 6 / 25 (24.0) 4 / 24 (16.7)  

RR, (95% CI) 1.44, (0.46, 4.48)  0.529 

RRR %, (95% CI) -44.00, (-347.75, 53.69)   

OR, (95% CI) 1.58, (0.38, 6.48)  0.526 

ARR %,(95% CI) 7.33, (-15.08, 29.75)   

Interaction p-value [a]   0.505 

 

 Any Grade 2 or higher AEs n / N (%) 13 / 25 (52.0) 7 / 24 (29.2)  

RR, (95% CI) 1.78, (0.86, 3.69)  0.120 

RRR %, (95% CI) -78.29, (-269.36, 13.94)   

OR, (95% CI) 2.63, (0.81, 8.55)  0.108 

ARR %,(95% CI) 22.83, (-3.89, 49.56)   

Interaction p-value [a]   0.296 

 

 Any AESI n / N (%) 0 / 25 (0.0) 0 / 24 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any SAEs requiring hospitalization n / N (%) 1 / 25 (4.0) 2 / 24 (8.3)  

RR, (95% CI) 0.48, (0.05, 4.95)  0.538 

RRR %, (95% CI) 52.00, (-395.42, 95.35)   

OR, (95% CI) 0.46, (0.04, 5.41)  0.536 

ARR %,(95% CI) -4.33, (-17.80, 9.13)   

Interaction p-value [a]   0.298 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.2a 

Incidence of any adverse event - Race 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

White Any Severe AEs n / N (%) 6 / 25 (24.0) 3 / 24 (12.5)  

RR, (95% CI) 1.92, (0.54, 6.82)  0.313 

RRR %, (95% CI) -92.00, (-582.10, 45.96)   

OR, (95% CI) 2.21, (0.48, 10.09)  0.306 

ARR %,(95% CI) 11.50, (-9.84, 32.84)   

Interaction p-value [a]   0.363 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.2a 

Incidence of any adverse event - Race 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Non-white Any Adverse Event n / N (%) 4 / 8 (50.0) 6 / 9 (66.7)  

RR, (95% CI) 0.75, (0.33, 1.72)  0.498 

RRR %, (95% CI) 25.00, (-72.49, 67.39)   

OR, (95% CI) 0.50, (0.07, 3.55)  0.488 

ARR %,(95% CI) -16.67, (-63.02, 29.69)   

 

 Any SAE n / N (%) 1 / 8 (12.5) 1 / 9 (11.1)  

RR, (95% CI) 1.13, (0.08, 15.19)  0.929 

RRR %, (95% CI) -12.50, (-1419.31, 91.67)   

OR, (95% CI) 1.14, (0.06, 21.87)  0.929 

ARR %,(95% CI) 1.39, (-29.38, 32.16)   

 

 Any SAEs with outcome of death n / N (%) 0 / 8 (0.0) 0 / 9 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 8 (0.0) 0 / 9 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any Related AEs n / N (%) 1 / 8 (12.5) 2 / 9 (22.2)  

RR, (95% CI) 0.56, (0.06, 5.09)  0.609 

RRR %, (95% CI) 43.75, (-409.41, 93.79)   

OR, (95% CI) 0.50, (0.04, 6.86)  0.604 

ARR %,(95% CI) -9.72, (-45.26, 25.82)   

 

 Any Related SAEs n / N (%) 0 / 8 (0.0) 0 / 9 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.2a 

Incidence of any adverse event - Race 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Special Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Non-white Any Grade 3 or higher AEs n / N (%) 2 / 8 (25.0) 3 / 9 (33.3)  

RR, (95% CI) 0.75, (0.16, 3.41)  0.710 

RRR %, (95% CI) 25.00, (-241.09, 83.51)   

OR, (95% CI) 0.67, (0.08, 5.54)  0.707 

ARR %,(95% CI) -8.33, (-51.33, 34.66)   

 

 Any Grade 2 or higher AEs n / N (%) 4 / 8 (50.0) 5 / 9 (55.6)  

RR, (95% CI) 0.90, (0.36, 2.23)  0.820 

RRR %, (95% CI) 10.00, (-122.80, 63.64)   

OR, (95% CI) 0.80, (0.12, 5.40)  0.819 

ARR %,(95% CI) -5.56, (-53.04, 41.92)   

 

 Any AESI n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

 Any SAEs requiring hospitalization n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

 Any Severe AEs n / N (%) 2 / 8 (25.0) 3 / 9 (33.3)  

RR, (95% CI) 0.75, (0.16, 3.41)  0.710 

RRR %, (95% CI) 25.00, (-241.09, 83.51)   

OR, (95% CI) 0.67, (0.08, 5.54)  0.707 

ARR %,(95% CI) -8.33, (-51.33, 34.66)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.3a 

Incidence of any adverse event - Ethnicity 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Hispanic Any Adverse Event n / N (%) 4 / 10 (40.0) 4 / 14 (28.6)  

RR, (95% CI) 1.40, (0.46, 4.31)  0.557 

RRR %, (95% CI) -40.00, (-330.57, 54.48)   

OR, (95% CI) 1.67, (0.30, 9.27)  0.560 

ARR %,(95% CI) 11.43, (-27.07, 49.92)   

Interaction p-value [a]   0.439 

 

 Any SAE n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction p-value [a]   0.020 

 

 Any SAEs with outcome of death n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Related AEs n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.3a 

Incidence of any adverse event - Ethnicity 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Hispanic Any Related SAEs n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Grade 3 or higher AEs n / N (%) 3 / 10 (30.0) 0 / 14 (0.0)  

RR, (95% CI) 9.55, (0.55, 166.55)  0.122 

RRR %, (95% CI) -854.55, (-16554.9, 45.29)   

OR, (95% CI) 13.53, (0.61, 297.88)  0.099 

ARR %,(95% CI) 30.00, (1.60, 58.40)   

Interaction p-value [a]   0.024 

 

 Any Grade 2 or higher AEs n / N (%) 4 / 10 (40.0) 1 / 14 (7.1)  

RR, (95% CI) 5.60, (0.73, 42.87)  0.097 

RRR %, (95% CI) -460.00, (-4187.43, 26.86)   

OR, (95% CI) 8.67, (0.79, 95.09)  0.077 

ARR %,(95% CI) 32.86, (-0.37, 66.08)   

Interaction p-value [a]   0.090 

 

 Any AESI n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any SAEs requiring hospitalization n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction p-value [a]   0.041 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.3a 

Incidence of any adverse event - Ethnicity 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Hispanic Any Severe AEs n / N (%) 3 / 10 (30.0) 0 / 14 (0.0)  

RR, (95% CI) 9.55, (0.55, 166.55)  0.122 

RRR %, (95% CI) -854.55, (-16554.9, 45.29)   

OR, (95% CI) 13.53, (0.61, 297.88)  0.099 

ARR %,(95% CI) 30.00, (1.60, 58.40)   

Interaction p-value [a]   0.040 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.3a 

Incidence of any adverse event - Ethnicity 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Not Hispanic Any Adverse Event n / N (%) 14 / 23 (60.9) 13 / 19 (68.4)  

RR, (95% CI) 0.89, (0.57, 1.39)  0.609 

RRR %, (95% CI) 11.04, (-39.24, 43.16)   

OR, (95% CI) 0.72, (0.20, 2.58)  0.612 

ARR %,(95% CI) -7.55, (-36.44, 21.34)   

 

 Any SAE n / N (%) 0 / 23 (0.0) 3 / 19 (15.8)  

RR, (95% CI) 0.12, (0.01, 2.17)  0.151 

RRR %, (95% CI) 88.10, (-117.04, 99.35)   

OR, (95% CI) 0.10, (0.00, 2.07)  0.137 

ARR %,(95% CI) -15.79, (-32.19, 0.61)   

 

 Any SAEs with outcome of death n / N (%) 0 / 23 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

 Any Related AEs n / N (%) 4 / 23 (17.4) 3 / 19 (15.8)  

RR, (95% CI) 1.10, (0.28, 4.33)  0.890 

RRR %, (95% CI) -10.14, (-332.63, 71.96)   

OR, (95% CI) 1.12, (0.22, 5.78)  0.890 

ARR %,(95% CI) 1.60, (-20.95, 24.16)   

 

 Any Related SAEs n / N (%) 0 / 23 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.3a 

Incidence of any adverse event - Ethnicity 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Not Hispanic Any Grade 3 or higher AEs n / N (%) 5 / 23 (21.7) 7 / 19 (36.8)  

RR, (95% CI) 0.59, (0.22, 1.56)  0.288 

RRR %, (95% CI) 40.99, (-56.21, 77.71)   

OR, (95% CI) 0.48, (0.12, 1.86)  0.285 

ARR %,(95% CI) -15.10, (-42.57, 12.37)   

 

 Any Grade 2 or higher AEs n / N (%) 13 / 23 (56.5) 11 / 19 (57.9)  

RR, (95% CI) 0.98, (0.58, 1.65)  0.929 

RRR %, (95% CI) 2.37, (-65.02, 42.24)   

OR, (95% CI) 0.95, (0.28, 3.23)  0.929 

ARR %,(95% CI) -1.37, (-31.43, 28.68)   

 

 Any AESI n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

 Any SAEs requiring hospitalization n / N (%) 0 / 23 (0.0) 2 / 19 (10.5)  

RR, (95% CI) 0.17, (0.01, 3.27)  0.238 

RRR %, (95% CI) 83.33, (-227.41, 99.15)   

OR, (95% CI) 0.15, (0.01, 3.30)  0.228 

ARR %,(95% CI) -10.53, (-24.33, 3.27)   

 

 Any Severe AEs n / N (%) 5 / 23 (21.7) 6 / 19 (31.6)  

RR, (95% CI) 0.69, (0.25, 1.91)  0.473 

RRR %, (95% CI) 31.16, (-90.81, 75.16)   

OR, (95% CI) 0.60, (0.15, 2.40)  0.472 

ARR %,(95% CI) -9.84, (-36.69, 17.01)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.4a 

Incidence of any adverse event - Age Group 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<60 Any Adverse Event n / N (%) 16 / 31 (51.6) 13 / 25 (52.0)  

RR, (95% CI) 0.99, (0.60, 1.65)  0.977 

RRR %, (95% CI) 0.74, (-64.95, 40.28)   

OR, (95% CI) 0.98, (0.34, 2.83)  0.977 

ARR %,(95% CI) -0.39, (-26.71, 25.94)   

Interaction p-value [a]   0.336 

 

 Any SAE n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction p-value [a]   0.858 

 

 Any SAEs with outcome of death n / N (%) 0 / 31 (0.0) 0 / 25 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 31 (0.0) 0 / 25 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Related AEs n / N (%) 4 / 31 (12.9) 2 / 25 (8.0)  

RR, (95% CI) 1.61, (0.32, 8.10)  0.561 

RRR %, (95% CI) -61.29, (-709.77, 67.87)   

OR, (95% CI) 1.70, (0.29, 10.17)  0.559 

ARR %,(95% CI) 4.90, (-10.98, 20.79)   

Interaction p-value [a]   0.790 
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AstraZeneca   

Protocol: ACTIV-2/A5401 
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Table 4.4a 

Incidence of any adverse event - Age Group 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<60 Any Related SAEs n / N (%) 0 / 31 (0.0) 0 / 25 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Grade 3 or higher AEs n / N (%) 7 / 31 (22.6) 4 / 25 (16.0)  

RR, (95% CI) 1.41, (0.47, 4.28)  0.543 

RRR %, (95% CI) -41.13, (-328.13, 53.48)   

OR, (95% CI) 1.53, (0.39, 5.97)  0.539 

ARR %,(95% CI) 6.58, (-13.99, 27.15)   

Interaction p-value [a]   0.961 

 

 Any Grade 2 or higher AEs n / N (%) 15 / 31 (48.4) 8 / 25 (32.0)  

RR, (95% CI) 1.51, (0.77, 2.98)  0.231 

RRR %, (95% CI) -51.21, (-197.66, 23.19)   

OR, (95% CI) 1.99, (0.67, 5.96)  0.218 

ARR %,(95% CI) 16.39, (-8.99, 41.76)   

Interaction p-value [a]   0.598 

 

 Any AESI n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction p-value [a]   0.301 

 

 Any SAEs requiring hospitalization n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction p-value [a]   0.938 
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Table 4.4a 

Incidence of any adverse event - Age Group 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<60 Any Severe AEs n / N (%) 7 / 31 (22.6) 3 / 25 (12.0)  

RR, (95% CI) 1.88, (0.54, 6.54)  0.320 

RRR %, (95% CI) -88.17, (-553.95, 45.85)   

OR, (95% CI) 2.14, (0.49, 9.31)  0.311 

ARR %,(95% CI) 10.58, (-8.88, 30.05)   

Interaction p-value [a]   0.887 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.4a 

Incidence of any adverse event - Age Group 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

>=60 Any Adverse Event n / N (%) 2 / 2 (100.0) 4 / 8 (50.0)  

RR, (95% CI) 1.67, (0.73, 3.81)  0.226 

RRR %, (95% CI) -66.67, (-280.84, 27.06)   

OR, (95% CI) 5.00, (0.18, 136.32)  0.340 

ARR %,(95% CI) 50.00, (15.33, 84.66)   

 

 Any SAE n / N (%) 1 / 2 (50.0) 3 / 8 (37.5)  

RR, (95% CI) 1.33, (0.26, 6.94)  0.732 

RRR %, (95% CI) -33.33, (-593.96, 74.38)   

OR, (95% CI) 1.67, (0.07, 37.73)  0.748 

ARR %,(95% CI) 12.50, (-64.49, 89.49)   

 

 Any SAEs with outcome of death n / N (%) 0 / 2 (0.0) 0 / 8 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

 Any Related AEs n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

 Any Related SAEs n / N (%) 0 / 2 (0.0) 0 / 8 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.4a 

Incidence of any adverse event - Age Group 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

>=60 Any Grade 3 or higher AEs n / N (%) 1 / 2 (50.0) 3 / 8 (37.5)  

RR, (95% CI) 1.33, (0.26, 6.94)  0.732 

RRR %, (95% CI) -33.33, (-593.96, 74.38)   

OR, (95% CI) 1.67, (0.07, 37.73)  0.748 

ARR %,(95% CI) 12.50, (-64.49, 89.49)   

 

 Any Grade 2 or higher AEs n / N (%) 2 / 2 (100.0) 4 / 8 (50.0)  

RR, (95% CI) 1.67, (0.73, 3.81)  0.226 

RRR %, (95% CI) -66.67, (-280.84, 27.06)   

OR, (95% CI) 5.00, (0.18, 136.32)  0.340 

ARR %,(95% CI) 50.00, (15.33, 84.66)   

 

 Any AESI n / N (%) 0 / 2 (0.0) 0 / 8 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any SAEs requiring hospitalization n / N (%) 1 / 2 (50.0) 2 / 8 (25.0)  

RR, (95% CI) 2.00, (0.32, 12.51)  0.459 

RRR %, (95% CI) -100.00, (-1151.00, 68.03)   

OR, (95% CI) 3.00, (0.12, 73.64)  0.501 

ARR %,(95% CI) 25.00, (-50.51, 100.00)   

 

 Any Severe AEs n / N (%) 1 / 2 (50.0) 3 / 8 (37.5)  

RR, (95% CI) 1.33, (0.26, 6.94)  0.732 

RRR %, (95% CI) -33.33, (-593.96, 74.38)   

OR, (95% CI) 1.67, (0.07, 37.73)  0.748 

ARR %,(95% CI) 12.50, (-64.49, 89.49)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.5a 

Incidence of any adverse event - Co-morbidity Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

No comorbidities Any Adverse Event n / N (%) 1 / 1 (100.0) 3 / 4 (75.0)  

RR, (95% CI) 1.07, (0.40, 2.87)  0.891 

RRR %, (95% CI) -7.14, (-186.80, 59.97)   

OR, (95% CI) 1.29, (0.03, 53.51)  0.895 

ARR %,(95% CI) 24.99, (-17.49, 67.47)   

Interaction p-value [a]   0.977 

 

 Any SAE n / N (%) 1 / 1 (100.0) 2 / 4 (50.0)  

RR, (95% CI) 1.50, (0.46, 4.91)  0.503 

RRR %, (95% CI) -50.00, (-391.50, 54.22)   

OR, (95% CI) 3.00, (0.08, 115.34)  0.555 

ARR %,(95% CI) 49.99, (0.95, 99.03)   

Interaction p-value [a]   0.606 

 

 Any SAEs with outcome of death n / N (%) 0 / 1 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction p-value [a]   0.956 

 

 Any Related AEs n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction p-value [a]   0.664 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.5a 

Incidence of any adverse event - Co-morbidity Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

No comorbidities Any Related SAEs n / N (%) 0 / 1 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Grade 3 or higher AEs n / N (%) 1 / 1 (100.0) 2 / 4 (50.0)  

RR, (95% CI) 1.50, (0.46, 4.91)  0.503 

RRR %, (95% CI) -50.00, (-391.50, 54.22)   

OR, (95% CI) 3.00, (0.08, 115.34)  0.555 

ARR %,(95% CI) 49.99, (0.95, 99.03)   

Interaction p-value [a]   0.681 

 

 Any Grade 2 or higher AEs n / N (%) 1 / 1 (100.0) 3 / 4 (75.0)  

RR, (95% CI) 1.07, (0.40, 2.87)  0.891 

RRR %, (95% CI) -7.14, (-186.80, 59.97)   

OR, (95% CI) 1.29, (0.03, 53.51)  0.895 

ARR %,(95% CI) 24.99, (-17.49, 67.47)   

Interaction p-value [a]   0.781 

 

 Any AESI n / N (%) 0 / 1 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any SAEs requiring hospitalization n / N (%) 1 / 1 (100.0) 2 / 4 (50.0)  

RR, (95% CI) 1.50, (0.46, 4.91)  0.503 

RRR %, (95% CI) -50.00, (-391.50, 54.22)   

OR, (95% CI) 3.00, (0.08, 115.34)  0.555 

ARR %,(95% CI) 49.99, (0.95, 99.03)   

Interaction p-value [a]   0.979 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.5a 

Incidence of any adverse event - Co-morbidity Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

No comorbidities Any Severe AEs n / N (%) 1 / 1 (100.0) 2 / 4 (50.0)  

RR, (95% CI) 1.50, (0.46, 4.91)  0.503 

RRR %, (95% CI) -50.00, (-391.50, 54.22)   

OR, (95% CI) 3.00, (0.08, 115.34)  0.555 

ARR %,(95% CI) 49.99, (0.95, 99.03)   

Interaction p-value [a]   0.785 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.5a 

Incidence of any adverse event - Co-morbidity Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

At least one comorbidity Any Adverse Event n / N (%) 17 / 32 (53.1) 14 / 29 (48.3)  

RR, (95% CI) 1.10, (0.67, 1.81)  0.706 

RRR %, (95% CI) -10.04, (-81.04, 33.11)   

OR, (95% CI) 1.21, (0.44, 3.32)  0.705 

ARR %,(95% CI) 4.85, (-20.24, 29.94)   

 

 Any SAE n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.06, 13.84)  0.944 

RRR %, (95% CI) 9.38, (-1283.83, 94.07)   

OR, (95% CI) 0.90, (0.05, 15.13)  0.944 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

 Any SAEs with outcome of death n / N (%) 0 / 32 (0.0) 0 / 29 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 32 (0.0) 0 / 29 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any Related AEs n / N (%) 4 / 32 (12.5) 2 / 29 (6.9)  

RR, (95% CI) 1.81, (0.36, 9.17)  0.472 

RRR %, (95% CI) -81.25, (-817.06, 64.18)   

OR, (95% CI) 1.93, (0.33, 11.41)  0.469 

ARR %,(95% CI) 5.60, (-9.11, 20.31)   

 

 Any Related SAEs n / N (%) 0 / 32 (0.0) 0 / 29 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.5a 

Incidence of any adverse event - Co-morbidity Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

At least one comorbidity Any Grade 3 or higher AEs n / N (%) 7 / 32 (21.9) 5 / 29 (17.2)  

RR, (95% CI) 1.27, (0.45, 3.56)  0.651 

RRR %, (95% CI) -26.88, (-256.02, 54.79)   

OR, (95% CI) 1.34, (0.37, 4.82)  0.650 

ARR %,(95% CI) 4.63, (-15.22, 24.49)   

 

 Any Grade 2 or higher AEs n / N (%) 16 / 32 (50.0) 9 / 29 (31.0)  

RR, (95% CI) 1.61, (0.85, 3.07)  0.146 

RRR %, (95% CI) -61.11, (-206.69, 15.37)   

OR, (95% CI) 2.22, (0.78, 6.34)  0.135 

ARR %,(95% CI) 18.97, (-5.19, 43.12)   

 

 Any AESI n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

 Any SAEs requiring hospitalization n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

 Any Severe AEs n / N (%) 7 / 32 (21.9) 4 / 29 (13.8)  

RR, (95% CI) 1.59, (0.52, 4.87)  0.420 

RRR %, (95% CI) -58.59, (-386.55, 48.31)   

OR, (95% CI) 1.75, (0.45, 6.74)  0.416 

ARR %,(95% CI) 8.08, (-10.96, 27.13)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.6a 

Incidence of any adverse event - Calendar days from first symptom associated with COVID-19 to start of investigational agent/placebo Stratification 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<= 5 days Any Adverse Event n / N (%) 6 / 12 (50.0) 5 / 13 (38.5)  

RR, (95% CI) 1.30, (0.53, 3.17)  0.564 

RRR %, (95% CI) -30.00, (-216.71, 46.64)   

OR, (95% CI) 1.60, (0.33, 7.85)  0.562 

ARR %,(95% CI) 11.54, (-27.19, 50.26)   

Interaction p-value [a]   0.568 

 

 Any SAE n / N (%) 2 / 12 (16.7) 2 / 13 (15.4)  

RR, (95% CI) 1.08, (0.18, 6.53)  0.930 

RRR %, (95% CI) -8.33, (-552.80, 82.02)   

OR, (95% CI) 1.10, (0.13, 9.34)  0.930 

ARR %,(95% CI) 1.28, (-27.52, 30.08)   

Interaction p-value [a]   0.507 

 

 Any SAEs with outcome of death n / N (%) 0 / 12 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 12 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Related AEs n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction p-value [a]   0.312 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.6a 

Incidence of any adverse event - Calendar days from first symptom associated with COVID-19 to start of investigational agent/placebo Stratification 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<= 5 days Any Related SAEs n / N (%) 0 / 12 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Grade 3 or higher AEs n / N (%) 4 / 12 (33.3) 2 / 13 (15.4)  

RR, (95% CI) 2.17, (0.48, 9.76)  0.314 

RRR %, (95% CI) -116.67, (-876.05, 51.90)   

OR, (95% CI) 2.75, (0.40, 18.88)  0.303 

ARR %,(95% CI) 17.95, (-15.16, 51.06)   

Interaction p-value [a]   0.268 

 

 Any Grade 2 or higher AEs n / N (%) 5 / 12 (41.7) 3 / 13 (23.1)  

RR, (95% CI) 1.81, (0.55, 5.98)  0.333 

RRR %, (95% CI) -80.56, (-497.76, 45.46)   

OR, (95% CI) 2.38, (0.42, 13.39)  0.325 

ARR %,(95% CI) 18.59, (-17.50, 54.68)   

Interaction p-value [a]   0.726 

 

 Any AESI n / N (%) 0 / 12 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any SAEs requiring hospitalization n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 2.17, (0.22, 20.94)  0.504 

RRR %, (95% CI) -116.67, (-1994.28, 77.58)   

OR, (95% CI) 2.40, (0.19, 30.52)  0.500 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction p-value [a]   0.306 
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Data Cut-Off Date: 07JUL2022 

Table 4.6a 

Incidence of any adverse event - Calendar days from first symptom associated with COVID-19 to start of investigational agent/placebo Stratification 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<= 5 days Any Severe AEs n / N (%) 4 / 12 (33.3) 2 / 13 (15.4)  

RR, (95% CI) 2.17, (0.48, 9.76)  0.314 

RRR %, (95% CI) -116.67, (-876.05, 51.90)   

OR, (95% CI) 2.75, (0.40, 18.88)  0.303 

ARR %,(95% CI) 17.95, (-15.16, 51.06)   

Interaction p-value [a]   0.392 
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.6a 

Incidence of any adverse event - Calendar days from first symptom associated with COVID-19 to start of investigational agent/placebo Stratification 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

> 5 days Any Adverse Event n / N (%) 12 / 21 (57.1) 12 / 20 (60.0)  

RR, (95% CI) 0.95, (0.57, 1.59)  0.853 

RRR %, (95% CI) 4.76, (-59.40, 43.10)   

OR, (95% CI) 0.89, (0.26, 3.08)  0.853 

ARR %,(95% CI) -2.86, (-33.01, 27.29)   

 

 Any SAE n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

 Any SAEs with outcome of death n / N (%) 0 / 21 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

 Any Related AEs n / N (%) 4 / 21 (19.0) 2 / 20 (10.0)  

RR, (95% CI) 1.90, (0.39, 9.28)  0.425 

RRR %, (95% CI) -90.48, (-827.59, 60.89)   

OR, (95% CI) 2.12, (0.34, 13.10)  0.420 

ARR %,(95% CI) 9.05, (-12.28, 30.38)   

 

 Any Related SAEs n / N (%) 0 / 21 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.6a 

Incidence of any adverse event - Calendar days from first symptom associated with COVID-19 to start of investigational agent/placebo Stratification 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

> 5 days Any Grade 3 or higher AEs n / N (%) 4 / 21 (19.0) 5 / 20 (25.0)  

RR, (95% CI) 0.76, (0.24, 2.44)  0.647 

RRR %, (95% CI) 23.81, (-143.89, 76.20)   

OR, (95% CI) 0.71, (0.16, 3.12)  0.646 

ARR %,(95% CI) -5.95, (-31.29, 19.39)   

 

 Any Grade 2 or higher AEs n / N (%) 12 / 21 (57.1) 9 / 20 (45.0)  

RR, (95% CI) 1.27, (0.69, 2.34)  0.443 

RRR %, (95% CI) -26.98, (-133.68, 30.99)   

OR, (95% CI) 1.63, (0.47, 5.60)  0.438 

ARR %,(95% CI) 12.14, (-18.24, 42.53)   

 

 Any AESI n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

 Any SAEs requiring hospitalization n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

 Any Severe AEs n / N (%) 4 / 21 (19.0) 4 / 20 (20.0)  

RR, (95% CI) 0.95, (0.27, 3.30)  0.939 

RRR %, (95% CI) 4.76, (-230.19, 72.53)   

OR, (95% CI) 0.94, (0.20, 4.41)  0.939 

ARR %,(95% CI) -0.95, (-25.23, 23.32)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.7a 

Incidence of any adverse event - Baseline Antibody Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Negative Any Adverse Event n / N (%) 15 / 23 (65.2) 9 / 12 (75.0)  

RR, (95% CI) 0.87, (0.56, 1.35)  0.536 

RRR %, (95% CI) 13.04, (-35.35, 44.14)   

OR, (95% CI) 0.63, (0.13, 2.98)  0.556 

ARR %,(95% CI) -9.78, (-41.07, 21.51)   

Interaction p-value [a]   0.701 

 

 Any SAE n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 1.04, (0.10, 10.37)  0.971 

RRR %, (95% CI) -4.35, (-937.40, 89.50)   

OR, (95% CI) 1.05, (0.09, 12.88)  0.971 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction p-value [a]   0.956 

 

 Any SAEs with outcome of death n / N (%) 0 / 23 (0.0) 0 / 12 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 23 (0.0) 0 / 12 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Related AEs n / N (%) 3 / 23 (13.0) 2 / 12 (16.7)  

RR, (95% CI) 0.78, (0.15, 4.06)  0.771 

RRR %, (95% CI) 21.74, (-306.46, 84.93)   

OR, (95% CI) 0.75, (0.11, 5.24)  0.772 

ARR %,(95% CI) -3.62, (-28.80, 21.56)   

Interaction p-value [a]   0.621 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.7a 

Incidence of any adverse event - Baseline Antibody Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Negative Any Related SAEs n / N (%) 0 / 23 (0.0) 0 / 12 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Grade 3 or higher AEs n / N (%) 7 / 23 (30.4) 4 / 12 (33.3)  

RR, (95% CI) 0.91, (0.33, 2.51)  0.860 

RRR %, (95% CI) 8.70, (-150.92, 66.78)   

OR, (95% CI) 0.88, (0.20, 3.89)  0.861 

ARR %,(95% CI) -2.90, (-35.53, 29.74)   

Interaction p-value [a]   0.980 

 

 Any Grade 2 or higher AEs n / N (%) 14 / 23 (60.9) 6 / 12 (50.0)  

RR, (95% CI) 1.22, (0.63, 2.34)  0.555 

RRR %, (95% CI) -21.74, (-134.09, 36.69)   

OR, (95% CI) 1.56, (0.38, 6.36)  0.538 

ARR %,(95% CI) 10.87, (-23.74, 45.48)   

Interaction p-value [a]   0.907 

 

 Any AESI n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction p-value [a]   0.465 

 

 Any SAEs requiring hospitalization n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 1.04, (0.10, 10.37)  0.971 

RRR %, (95% CI) -4.35, (-937.40, 89.50)   

OR, (95% CI) 1.05, (0.09, 12.88)  0.971 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction p-value [a]   0.995 
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AstraZeneca   
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Table 4.7a 

Incidence of any adverse event - Baseline Antibody Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Negative Any Severe AEs n / N (%) 7 / 23 (30.4) 3 / 12 (25.0)  

RR, (95% CI) 1.22, (0.38, 3.88)  0.739 

RRR %, (95% CI) -21.74, (-287.76, 61.78)   

OR, (95% CI) 1.31, (0.27, 6.37)  0.736 

ARR %,(95% CI) 5.43, (-25.45, 36.32)   

Interaction p-value [a]   0.977 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.7a 

Incidence of any adverse event - Baseline Antibody Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Positive Any Adverse Event n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

 Any SAE n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any SAEs with outcome of death n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any Related AEs n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any Related SAEs n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   
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Table 4.7a 

Incidence of any adverse event - Baseline Antibody Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Positive Any Grade 3 or higher AEs n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any Grade 2 or higher AEs n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

 Any AESI n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any SAEs requiring hospitalization n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any Severe AEs n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 
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Table 4.7a 

Incidence of any adverse event - Baseline Antibody Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Missing Any Adverse Event n / N (%) 2 / 5 (40.0) 8 / 17 (47.1)  

RR, (95% CI) 0.85, (0.26, 2.78)  0.788 

RRR %, (95% CI) 15.00, (-178.29, 74.04)   

OR, (95% CI) 0.75, (0.10, 5.69)  0.781 

ARR %,(95% CI) -7.06, (-56.12, 42.00)   

 

 Any SAE n / N (%) 0 / 5 (0.0) 2 / 17 (11.8)  

RR, (95% CI) 0.60, (0.03, 10.82)  0.729 

RRR %, (95% CI) 40.00, (-982.17, 96.67)   

OR, (95% CI) 0.56, (0.02, 13.67)  0.725 

ARR %,(95% CI) -11.76, (-27.08, 3.56)   

 

 Any SAEs with outcome of death n / N (%) 0 / 5 (0.0) 0 / 17 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

 Any Related AEs n / N (%) 1 / 5 (20.0) 1 / 17 (5.9)  

RR, (95% CI) 3.40, (0.26, 45.15)  0.354 

RRR %, (95% CI) -240.00, (-4415.13, 74.40)   

OR, (95% CI) 4.00, (0.20, 78.79)  0.362 

ARR %,(95% CI) 14.12, (-22.68, 50.92)   

 

 Any Related SAEs n / N (%) 0 / 5 (0.0) 0 / 17 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.7a 

Incidence of any adverse event - Baseline Antibody Status 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Missing Any Grade 3 or higher AEs n / N (%) 1 / 5 (20.0) 3 / 17 (17.6)  

RR, (95% CI) 1.13, (0.15, 8.64)  0.904 

RRR %, (95% CI) -13.33, (-764.37, 85.14)   

OR, (95% CI) 1.17, (0.09, 14.52)  0.905 

ARR %,(95% CI) 2.35, (-37.11, 41.82)   

 

 Any Grade 2 or higher AEs n / N (%) 2 / 5 (40.0) 6 / 17 (35.3)  

RR, (95% CI) 1.13, (0.32, 3.96)  0.845 

RRR %, (95% CI) -13.33, (-296.24, 67.58)   

OR, (95% CI) 1.22, (0.16, 9.47)  0.848 

ARR %,(95% CI) 4.71, (-43.87, 53.29)   

 

 Any AESI n / N (%) 0 / 5 (0.0) 0 / 17 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any SAEs requiring hospitalization n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

 Any Severe AEs n / N (%) 1 / 5 (20.0) 3 / 17 (17.6)  

RR, (95% CI) 1.13, (0.15, 8.64)  0.904 

RRR %, (95% CI) -13.33, (-764.37, 85.14)   

OR, (95% CI) 1.17, (0.09, 14.52)  0.905 

ARR %,(95% CI) 2.35, (-37.11, 41.82)   
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Table 4.8a 

Incidence of any adverse event - Treatment Time from Symptom Onset 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<= 5 days Any Adverse Event n / N (%) 5 / 11 (45.5) 5 / 13 (38.5)  

RR, (95% CI) 1.18, (0.46, 3.04)  0.729 

RRR %, (95% CI) -18.18, (-203.87, 54.04)   

OR, (95% CI) 1.33, (0.26, 6.81)  0.729 

ARR %,(95% CI) 6.99, (-32.57, 46.56)   

Interaction p-value [a]   0.755 

 

 Any SAE n / N (%) 2 / 11 (18.2) 2 / 13 (15.4)  

RR, (95% CI) 1.18, (0.20, 7.06)  0.855 

RRR %, (95% CI) -18.18, (-606.39, 80.23)   

OR, (95% CI) 1.22, (0.14, 10.48)  0.855 

ARR %,(95% CI) 2.80, (-27.27, 32.87)   

Interaction p-value [a]   0.457 

 

 Any SAEs with outcome of death n / N (%) 0 / 11 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 11 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Related AEs n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction p-value [a]   0.354 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.8a 

Incidence of any adverse event - Treatment Time from Symptom Onset 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<= 5 days Any Related SAEs n / N (%) 0 / 11 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any Grade 3 or higher AEs n / N (%) 4 / 11 (36.4) 2 / 13 (15.4)  

RR, (95% CI) 2.36, (0.53, 10.55)  0.260 

RRR %, (95% CI) -136.36, (-954.50, 47.02)   

OR, (95% CI) 3.14, (0.45, 21.96)  0.248 

ARR %,(95% CI) 20.98, (-13.56, 55.52)   

Interaction p-value [a]   0.208 

 

 Any Grade 2 or higher AEs n / N (%) 4 / 11 (36.4) 3 / 13 (23.1)  

RR, (95% CI) 1.58, (0.45, 5.57)  0.481 

RRR %, (95% CI) -57.58, (-457.40, 55.45)   

OR, (95% CI) 1.90, (0.32, 11.31)  0.478 

ARR %,(95% CI) 13.29, (-23.22, 49.79)   

Interaction p-value [a]   0.945 

 

 Any AESI n / N (%) 0 / 11 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Any SAEs requiring hospitalization n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 2.36, (0.25, 22.70)  0.456 

RRR %, (95% CI) -136.36, (-2170.04, 75.39)   

OR, (95% CI) 2.67, (0.21, 34.20)  0.451 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction p-value [a]   0.270 
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.8a 

Incidence of any adverse event - Treatment Time from Symptom Onset 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

<= 5 days Any Severe AEs n / N (%) 4 / 11 (36.4) 2 / 13 (15.4)  

RR, (95% CI) 2.36, (0.53, 10.55)  0.260 

RRR %, (95% CI) -136.36, (-954.50, 47.02)   

OR, (95% CI) 3.14, (0.45, 21.96)  0.248 

ARR %,(95% CI) 20.98, (-13.56, 55.52)   

Interaction p-value [a]   0.314 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.8a 

Incidence of any adverse event - Treatment Time from Symptom Onset 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

> 5 days Any Adverse Event n / N (%) 13 / 22 (59.1) 12 / 20 (60.0)  

RR, (95% CI) 0.98, (0.60, 1.62)  0.952 

RRR %, (95% CI) 1.52, (-62.20, 40.20)   

OR, (95% CI) 0.96, (0.28, 3.31)  0.952 

ARR %,(95% CI) -0.91, (-30.63, 28.81)   

 

 Any SAE n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

 Any SAEs with outcome of death n / N (%) 0 / 22 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Any AE leading to discontinuation of 

Investigation Product 

n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

 Any Related AEs n / N (%) 4 / 22 (18.2) 2 / 20 (10.0)  

RR, (95% CI) 1.82, (0.37, 8.88)  0.460 

RRR %, (95% CI) -81.82, (-787.76, 62.76)   

OR, (95% CI) 2.00, (0.32, 12.33)  0.455 

ARR %,(95% CI) 8.18, (-12.62, 28.98)   

 

 Any Related SAEs n / N (%) 0 / 22 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.8a 

Incidence of any adverse event - Treatment Time from Symptom Onset 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_ANY_HR_SUBGRP.sas 18SEP2022 22:26 

Subgroup Endpoints Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

> 5 days Any Grade 3 or higher AEs n / N (%) 4 / 22 (18.2) 5 / 20 (25.0)  

RR, (95% CI) 0.73, (0.23, 2.34)  0.593 

RRR %, (95% CI) 27.27, (-133.63, 77.36)   

OR, (95% CI) 0.67, (0.15, 2.94)  0.592 

ARR %,(95% CI) -6.82, (-31.72, 18.08)   

 

 Any Grade 2 or higher AEs n / N (%) 13 / 22 (59.1) 9 / 20 (45.0)  

RR, (95% CI) 1.31, (0.72, 2.38)  0.371 

RRR %, (95% CI) -31.31, (-138.40, 27.67)   

OR, (95% CI) 1.77, (0.52, 6.00)  0.363 

ARR %,(95% CI) 14.09, (-15.87, 44.05)   

 

 Any AESI n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

 Any SAEs requiring hospitalization n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

 Any Severe AEs n / N (%) 4 / 22 (18.2) 4 / 20 (20.0)  

RR, (95% CI) 0.91, (0.26, 3.16)  0.881 

RRR %, (95% CI) 9.09, (-216.23, 73.87)   

OR, (95% CI) 0.89, (0.19, 4.15)  0.881 

ARR %,(95% CI) -1.82, (-25.63, 22.00)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Cardiac disorders Arrhythmia n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Diastolic dysfunction n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Left ventricular 

hypertrophy 

n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Palpitations n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.876 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

General disorders and 

administration site 

conditions 

Fatigue n / N (%) 3 / 17 (17.6) 0 / 14 (0.0)  

RR, (95% CI) 5.83, (0.33, 104.22)  0.231 

RRR %, (95% CI) -483.33, (-10321.6, 67.35)   

OR, (95% CI) 7.00, (0.33, 148.00)  0.211 

ARR %,(95% CI) 17.65, (-0.48, 35.77)   

Interaction 

p-value [a] 

  0.191 

 

   Oedema peripheral n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Pain n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.876 

 

   Pyrexia n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.876 

 

  Infections and infestations COVID-19 n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.698 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.447 

 

   Epididymitis n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Sinusitis n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Tooth infection n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.392 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Skin abrasion n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Stress fracture n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 17 (0.0) 2 / 14 (14.3)  

RR, (95% CI) 0.17, (0.01, 3.21)  0.235 

RRR %, (95% CI) 83.33, (-221.00, 99.13)   

OR, (95% CI) 0.14, (0.01, 3.24)  0.222 

ARR %,(95% CI) -14.29, (-32.62, 4.04)   

Interaction 

p-value [a] 

  0.383 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.876 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Investigations Blood albumin decreased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.879 

 

   Blood bilirubin decreased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Blood bilirubin increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Blood creatinine increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Blood glucose increased n / N (%) 3 / 17 (17.6) 0 / 14 (0.0)  

RR, (95% CI) 5.83, (0.33, 104.22)  0.231 

RRR %, (95% CI) -483.33, (-10321.6, 67.35)   

OR, (95% CI) 7.00, (0.33, 148.00)  0.211 

ARR %,(95% CI) 17.65, (-0.48, 35.77)   

Interaction 

p-value [a] 

  0.520 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Investigations Blood lactate dehydrogenase 

increased 

n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.879 

 

   Blood potassium increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Blood urea increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.879 

 

   C-reactive protein 

increased 

n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Cardiac murmur n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Investigations Electrocardiogram ST 

segment elevation 

n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Fibrin D dimer increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.879 

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Procalcitonin increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Serum ferritin increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.879 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 17 (11.8) 3 / 14 (21.4)  

RR, (95% CI) 0.60, (0.14, 2.59)  0.489 

RRR %, (95% CI) 40.48, (-159.21, 86.33)   

OR, (95% CI) 0.53, (0.09, 3.18)  0.488 

ARR %,(95% CI) -9.66, (-36.06, 16.73)   

Interaction 

p-value [a] 

  0.854 

 

   Back pain n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Muscle spasms n / N (%) 2 / 17 (11.8) 0 / 14 (0.0)  

RR, (95% CI) 4.17, (0.22, 80.25)  0.344 

RRR %, (95% CI) -316.67, (-7925.06, 78.37)   

OR, (95% CI) 4.68, (0.21, 105.89)  0.332 

ARR %,(95% CI) 11.76, (-3.55, 27.08)   

Interaction 

p-value [a] 

  0.582 

 

   Muscular weakness n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Myalgia n / N (%) 0 / 17 (0.0) 2 / 14 (14.3)  

RR, (95% CI) 0.17, (0.01, 3.21)  0.235 

RRR %, (95% CI) 83.33, (-221.00, 99.13)   

OR, (95% CI) 0.14, (0.01, 3.24)  0.222 

ARR %,(95% CI) -14.29, (-32.62, 4.04)   

Interaction 

p-value [a] 

  0.118 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Nervous system disorders Amnesia n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.698 

 

   Balance disorder n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Disturbance in attention n / N (%) 2 / 17 (11.8) 0 / 14 (0.0)  

RR, (95% CI) 4.17, (0.22, 80.25)  0.344 

RRR %, (95% CI) -316.67, (-7925.06, 78.37)   

OR, (95% CI) 4.68, (0.21, 105.89)  0.332 

ARR %,(95% CI) 11.76, (-3.55, 27.08)   

Interaction 

p-value [a] 

  0.582 

 

   Dizziness n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.876 

 

   Dysaesthesia n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Nervous system disorders Headache n / N (%) 2 / 17 (11.8) 2 / 14 (14.3)  

RR, (95% CI) 0.83, (0.17, 4.18)  0.825 

RRR %, (95% CI) 16.67, (-318.40, 83.40)   

OR, (95% CI) 0.81, (0.12, 5.42)  0.825 

ARR %,(95% CI) -2.52, (-26.41, 21.37)   

Interaction 

p-value [a] 

  0.408 

 

   Mental impairment n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Parosmia n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Taste disorder n / N (%) 2 / 17 (11.8) 0 / 14 (0.0)  

RR, (95% CI) 4.17, (0.22, 80.25)  0.344 

RRR %, (95% CI) -316.67, (-7925.06, 78.37)   

OR, (95% CI) 4.68, (0.21, 105.89)  0.332 

ARR %,(95% CI) 11.76, (-3.55, 27.08)   

Interaction 

p-value [a] 

  0.582 

 

  Psychiatric disorders Impaired reasoning n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Psychiatric disorders Insomnia n / N (%) 2 / 17 (11.8) 1 / 14 (7.1)  

RR, (95% CI) 1.39, (0.21, 9.33)  0.735 

RRR %, (95% CI) -38.89, (-833.01, 79.32)   

OR, (95% CI) 1.45, (0.17, 12.48)  0.734 

ARR %,(95% CI) 4.62, (-15.79, 25.03)   

Interaction 

p-value [a] 

  0.628 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Cough n / N (%) 1 / 17 (5.9) 2 / 14 (14.3)  

RR, (95% CI) 0.50, (0.07, 3.36)  0.476 

RRR %, (95% CI) 50.00, (-235.88, 92.56)   

OR, (95% CI) 0.45, (0.05, 3.92)  0.473 

ARR %,(95% CI) -8.40, (-29.88, 13.07)   

Interaction 

p-value [a] 

  0.273 

 

   Dyspnoea n / N (%) 2 / 17 (11.8) 1 / 14 (7.1)  

RR, (95% CI) 1.39, (0.21, 9.33)  0.735 

RRR %, (95% CI) -38.89, (-833.01, 79.32)   

OR, (95% CI) 1.45, (0.17, 12.48)  0.734 

ARR %,(95% CI) 4.62, (-15.79, 25.03)   

Interaction 

p-value [a] 

  0.413 

 

   Nasal congestion n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.226 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Respiratory, thoracic and 

mediastinal disorders 

Obstructive sleep apnoea 

syndrome 

n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Oropharyngeal pain n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.119 

 

   Wheezing n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.392 

 

 Female sex at 

birth 

Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Abdominal pain n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Gastrointestinal disorders Anal incontinence n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Diarrhoea n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Dry mouth n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Flatulence n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Gastritis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Gastrointestinal disorders Nausea n / N (%) 1 / 16 (6.3) 1 / 19 (5.3)  

RR, (95% CI) 1.18, (0.13, 10.29)  0.883 

RRR %, (95% CI) -17.65, (-929.20, 86.55)   

OR, (95% CI) 1.19, (0.11, 12.66)  0.883 

ARR %,(95% CI) 0.99, (-14.55, 16.53)   

 

   Vomiting n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Fatigue n / N (%) 1 / 16 (6.3) 2 / 19 (10.5)  

RR, (95% CI) 0.71, (0.10, 4.81)  0.722 

RRR %, (95% CI) 29.41, (-380.62, 89.63)   

OR, (95% CI) 0.68, (0.08, 5.74)  0.721 

ARR %,(95% CI) -4.28, (-22.47, 13.92)   

 

   Non-cardiac chest pain n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Page 360 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Infections and infestations COVID-19 n / N (%) 1 / 16 (6.3) 1 / 19 (5.3)  

RR, (95% CI) 1.18, (0.13, 10.29)  0.883 

RRR %, (95% CI) -17.65, (-929.20, 86.55)   

OR, (95% CI) 1.19, (0.11, 12.66)  0.883 

ARR %,(95% CI) 0.99, (-14.55, 16.53)   

 

   COVID-19 pneumonia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Chronic sinusitis n / N (%) 1 / 16 (6.3) 1 / 19 (5.3)  

RR, (95% CI) 1.18, (0.13, 10.29)  0.883 

RRR %, (95% CI) -17.65, (-929.20, 86.55)   

OR, (95% CI) 1.19, (0.11, 12.66)  0.883 

ARR %,(95% CI) 0.99, (-14.55, 16.53)   

 

   Gastroenteritis viral n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Otitis media n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Pharyngitis streptococcal n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Infections and infestations Pneumonia n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Urinary tract infection n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Vulvovaginal mycotic 

infection 

n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Investigations Blood albumin decreased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood glucose increased n / N (%) 2 / 16 (12.5) 1 / 19 (5.3)  

RR, (95% CI) 1.96, (0.29, 13.35)  0.491 

RRR %, (95% CI) -96.08, (-1235.05, 71.20)   

OR, (95% CI) 2.13, (0.25, 18.03)  0.489 

ARR %,(95% CI) 7.24, (-11.83, 26.30)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Investigations Blood lactate dehydrogenase 

increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood lactic acid increased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood potassium decreased n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Blood sodium decreased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood urea increased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Electrocardiogram T wave 

abnormal 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Investigations Fibrin D dimer increased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Globulins increased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Glycosylated haemoglobin 

increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Pancreatic enzymes 

decreased 

n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Platelet count increased n / N (%) 2 / 16 (12.5) 0 / 19 (0.0)  

RR, (95% CI) 5.88, (0.30, 114.28)  0.242 

RRR %, (95% CI) -488.24, (-11328.4, 69.72)   

OR, (95% CI) 6.72, (0.30, 150.99)  0.230 

ARR %,(95% CI) 12.50, (-3.71, 28.71)   

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Investigations Serum ferritin increased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Weight decreased n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Hyperglycaemia n / N (%) 1 / 16 (6.3) 1 / 19 (5.3)  

RR, (95% CI) 1.18, (0.13, 10.29)  0.883 

RRR %, (95% CI) -17.65, (-929.20, 86.55)   

OR, (95% CI) 1.19, (0.11, 12.66)  0.883 

ARR %,(95% CI) 0.99, (-14.55, 16.53)   

 

   Type 2 diabetes mellitus n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Page 365 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Musculoskeletal and 

connective tissue disorders 

Musculoskeletal chest pain n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Myalgia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Pain in extremity n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Spinal osteoarthritis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Nervous system disorders Amnesia n / N (%) 1 / 16 (6.3) 1 / 19 (5.3)  

RR, (95% CI) 1.18, (0.13, 10.29)  0.883 

RRR %, (95% CI) -17.65, (-929.20, 86.55)   

OR, (95% CI) 1.19, (0.11, 12.66)  0.883 

ARR %,(95% CI) 0.99, (-14.55, 16.53)   

 

   Headache n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Nervous system disorders Paraesthesia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Psychiatric disorders Anxiety n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Generalised anxiety 

disorder 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Insomnia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Irritability n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 2 / 16 (12.5) 1 / 19 (5.3)  

RR, (95% CI) 1.96, (0.29, 13.35)  0.491 

RRR %, (95% CI) -96.08, (-1235.05, 71.20)   

OR, (95% CI) 2.13, (0.25, 18.03)  0.489 

ARR %,(95% CI) 7.24, (-11.83, 26.30)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 2 / 16 (12.5) 0 / 19 (0.0)  

RR, (95% CI) 5.88, (0.30, 114.28)  0.242 

RRR %, (95% CI) -488.24, (-11328.4, 69.72)   

OR, (95% CI) 6.72, (0.30, 150.99)  0.230 

ARR %,(95% CI) 12.50, (-3.71, 28.71)   

 

   Nasal congestion n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Nasal obstruction n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Nasal septum deviation n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Oropharyngeal pain n / N (%) 2 / 16 (12.5) 0 / 19 (0.0)  

RR, (95% CI) 5.88, (0.30, 114.28)  0.242 

RRR %, (95% CI) -488.24, (-11328.4, 69.72)   

OR, (95% CI) 6.72, (0.30, 150.99)  0.230 

ARR %,(95% CI) 12.50, (-3.71, 28.71)   

 

   Respiratory failure n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Respiratory, thoracic and 

mediastinal disorders 

Rhinorrhoea n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Wheezing n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Dermatitis contact n / N (%) 1 / 16 (6.3) 1 / 19 (5.3)  

RR, (95% CI) 1.18, (0.13, 10.29)  0.883 

RRR %, (95% CI) -17.65, (-929.20, 86.55)   

OR, (95% CI) 1.19, (0.11, 12.66)  0.883 

ARR %,(95% CI) 0.99, (-14.55, 16.53)   

 

   Diffuse alopecia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Pruritus n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Gastrointestinal disorders Abdominal pain n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Anal incontinence n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Diarrhoea n / N (%) 2 / 25 (8.0) 0 / 24 (0.0)  

RR, (95% CI) 4.81, (0.24, 95.25)  0.303 

RRR %, (95% CI) -380.77, (-9425.29, 75.73)   

OR, (95% CI) 5.21, (0.24, 114.41)  0.295 

ARR %,(95% CI) 8.00, (-2.64, 18.63)   

Interaction 

p-value [a] 

  0.537 

 

   Dry mouth n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Eosinophilic oesophagitis n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Gastrointestinal disorders Food poisoning n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Nausea n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.949 

 

   Toothache n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Vomiting n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Fatigue n / N (%) 3 / 25 (12.0) 1 / 24 (4.2)  

RR, (95% CI) 2.24, (0.36, 14.02)  0.387 

RRR %, (95% CI) -124.36, (-1301.77, 64.09)   

OR, (95% CI) 2.44, (0.33, 17.97)  0.382 

ARR %,(95% CI) 7.83, (-7.21, 22.87)   

Interaction 

p-value [a] 

  0.595 

 

   Non-cardiac chest pain n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Pain n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.335 

 

   Pyrexia n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.949 

 

Page 372 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Infections and infestations COVID-19 n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.499 

 

   COVID-19 pneumonia n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.499 

 

   Chronic sinusitis n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.335 

 

   Gastroenteritis viral n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Otitis media n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Infections and infestations Pharyngitis streptococcal n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Sinusitis n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Tooth infection n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Urinary tract infection n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 25 (0.0) 2 / 24 (8.3)  

RR, (95% CI) 0.19, (0.01, 3.81)  0.279 

RRR %, (95% CI) 80.77, (-281.01, 99.03)   

OR, (95% CI) 0.18, (0.01, 3.87)  0.271 

ARR %,(95% CI) -8.33, (-19.39, 2.72)   

Interaction 

p-value [a] 

  0.454 
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(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Investigations Aspartate aminotransferase 

increased 

n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.264 

 

   Blood albumin decreased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

   Blood bilirubin decreased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Blood bilirubin increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Blood creatinine increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Investigations Blood glucose increased n / N (%) 5 / 25 (20.0) 1 / 24 (4.2)  

RR, (95% CI) 3.53, (0.63, 19.69)  0.151 

RRR %, (95% CI) -252.56, (-1868.68, 36.86)   

OR, (95% CI) 4.20, (0.63, 28.10)  0.139 

ARR %,(95% CI) 15.83, (-1.77, 33.43)   

Interaction 

p-value [a] 

  0.545 

 

   Blood lactate dehydrogenase 

increased 

n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

   Blood potassium increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Blood urea increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

   C-reactive protein 

increased 

n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Investigations Cardiac murmur n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Electrocardiogram ST 

segment elevation 

n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Fibrin D dimer increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Pancreatic enzymes 

decreased 

n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Investigations Platelet count increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

   Procalcitonin increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Serum ferritin increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 25 (8.0) 3 / 24 (12.5)  

RR, (95% CI) 0.69, (0.15, 3.16)  0.630 

RRR %, (95% CI) 31.32, (-216.34, 85.09)   

OR, (95% CI) 0.65, (0.12, 3.67)  0.629 

ARR %,(95% CI) -4.50, (-21.48, 12.48)   

Interaction 

p-value [a] 

  0.723 

 

   Back pain n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Musculoskeletal and 

connective tissue disorders 

Muscle spasms n / N (%) 2 / 25 (8.0) 0 / 24 (0.0)  

RR, (95% CI) 4.81, (0.24, 95.25)  0.303 

RRR %, (95% CI) -380.77, (-9425.29, 75.73)   

OR, (95% CI) 5.21, (0.24, 114.41)  0.295 

ARR %,(95% CI) 8.00, (-2.64, 18.63)   

Interaction 

p-value [a] 

  0.537 

 

   Myalgia n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.606 

 

   Pain in extremity n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Nervous system disorders Amnesia n / N (%) 2 / 25 (8.0) 0 / 24 (0.0)  

RR, (95% CI) 4.81, (0.24, 95.25)  0.303 

RRR %, (95% CI) -380.77, (-9425.29, 75.73)   

OR, (95% CI) 5.21, (0.24, 114.41)  0.295 

ARR %,(95% CI) 8.00, (-2.64, 18.63)   

Interaction 

p-value [a] 

  0.205 

 

   Balance disorder n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Nervous system disorders Disturbance in attention n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

   Dizziness n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.335 

 

   Dysaesthesia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Headache n / N (%) 2 / 25 (8.0) 1 / 24 (4.2)  

RR, (95% CI) 1.60, (0.23, 11.25)  0.635 

RRR %, (95% CI) -60.26, (-1024.56, 77.16)   

OR, (95% CI) 1.67, (0.20, 13.66)  0.634 

ARR %,(95% CI) 3.83, (-9.47, 17.14)   

Interaction 

p-value [a] 

  0.775 

 

   Mental impairment n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Nervous system disorders Paraesthesia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Parosmia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Taste disorder n / N (%) 2 / 25 (8.0) 0 / 24 (0.0)  

RR, (95% CI) 4.81, (0.24, 95.25)  0.303 

RRR %, (95% CI) -380.77, (-9425.29, 75.73)   

OR, (95% CI) 5.21, (0.24, 114.41)  0.295 

ARR %,(95% CI) 8.00, (-2.64, 18.63)   

Interaction 

p-value [a] 

  0.537 

 

  Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Impaired reasoning n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Psychiatric disorders Insomnia n / N (%) 2 / 25 (8.0) 1 / 24 (4.2)  

RR, (95% CI) 1.60, (0.23, 11.25)  0.635 

RRR %, (95% CI) -60.26, (-1024.56, 77.16)   

OR, (95% CI) 1.67, (0.20, 13.66)  0.634 

ARR %,(95% CI) 3.83, (-9.47, 17.14)   

Interaction 

p-value [a] 

  0.680 

 

   Irritability n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Cough n / N (%) 2 / 25 (8.0) 2 / 24 (8.3)  

RR, (95% CI) 0.96, (0.18, 5.08)  0.963 

RRR %, (95% CI) 3.85, (-408.17, 81.81)   

OR, (95% CI) 0.96, (0.15, 6.06)  0.963 

ARR %,(95% CI) -0.33, (-15.68, 15.01)   

Interaction 

p-value [a] 

  0.923 

 

   Dyspnoea n / N (%) 3 / 25 (12.0) 1 / 24 (4.2)  

RR, (95% CI) 2.24, (0.36, 14.02)  0.387 

RRR %, (95% CI) -124.36, (-1301.77, 64.09)   

OR, (95% CI) 2.44, (0.33, 17.97)  0.382 

ARR %,(95% CI) 7.83, (-7.21, 22.87)   

Interaction 

p-value [a] 

  0.823 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Respiratory, thoracic and 

mediastinal disorders 

Nasal congestion n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.335 

 

   Nasal obstruction n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Nasal septum deviation n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Obstructive sleep apnoea 

syndrome 

n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Oropharyngeal pain n / N (%) 2 / 25 (8.0) 1 / 24 (4.2)  

RR, (95% CI) 1.60, (0.23, 11.25)  0.635 

RRR %, (95% CI) -60.26, (-1024.56, 77.16)   

OR, (95% CI) 1.67, (0.20, 13.66)  0.634 

ARR %,(95% CI) 3.83, (-9.47, 17.14)   

Interaction 

p-value [a] 

  0.863 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Respiratory, thoracic and 

mediastinal disorders 

Rhinorrhoea n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Wheezing n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.949 

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.949 

 

   Diffuse alopecia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Dry skin n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Skin and subcutaneous tissue 

disorders 

Rash macular n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

 Non-white Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Leukocytosis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Arrhythmia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Cardiac disorders Left atrial enlargement n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Palpitations n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Sinus tachycardia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Flatulence n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Gastritis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white General disorders and 

administration site 

conditions 

Fatigue n / N (%) 1 / 8 (12.5) 1 / 9 (11.1)  

RR, (95% CI) 1.11, (0.14, 8.86)  0.921 

RRR %, (95% CI) -11.11, (-786.09, 86.07)   

OR, (95% CI) 1.13, (0.10, 13.36)  0.921 

ARR %,(95% CI) 1.39, (-29.38, 32.16)   

 

   Oedema peripheral n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Pain n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   COVID-19 n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   COVID-19 pneumonia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Page 387 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Infections and infestations Chronic sinusitis n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Epididymitis n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Pneumonia n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Vulvovaginal mycotic 

infection 

n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Infusion related reaction n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Investigations Aspartate aminotransferase 

increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood albumin decreased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood lactate dehydrogenase 

increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood lactic acid increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Investigations Blood potassium decreased n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Blood sodium decreased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood urea increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Electrocardiogram T wave 

abnormal 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Fibrin D dimer increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Globulins increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Investigations Glycosylated haemoglobin 

increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Platelet count increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Serum ferritin increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Weight decreased n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 8 (25.0) 1 / 9 (11.1)  

RR, (95% CI) 1.85, (0.30, 11.35)  0.505 

RRR %, (95% CI) -85.19, (-1034.84, 69.78)   

OR, (95% CI) 2.18, (0.23, 21.04)  0.501 

ARR %,(95% CI) 13.89, (-22.47, 50.25)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Muscular weakness n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Musculoskeletal chest pain n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Myalgia n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Spinal osteoarthritis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Nervous system disorders Amnesia n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Disturbance in attention n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Dizziness n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Headache n / N (%) 1 / 8 (12.5) 1 / 9 (11.1)  

RR, (95% CI) 1.11, (0.14, 8.86)  0.921 

RRR %, (95% CI) -11.11, (-786.09, 86.07)   

OR, (95% CI) 1.13, (0.10, 13.36)  0.921 

ARR %,(95% CI) 1.39, (-29.38, 32.16)   

 

  Psychiatric disorders Anxiety n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Insomnia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 1 / 8 (12.5) 1 / 9 (11.1)  

RR, (95% CI) 1.11, (0.14, 8.86)  0.921 

RRR %, (95% CI) -11.11, (-786.09, 86.07)   

OR, (95% CI) 1.13, (0.10, 13.36)  0.921 

ARR %,(95% CI) 1.39, (-29.38, 32.16)   

 

   Dyspnoea n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Nasal congestion n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Respiratory failure n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 8 (0.0) 2 / 9 (22.2)  

RR, (95% CI) 0.22, (0.01, 4.04)  0.309 

RRR %, (95% CI) 77.78, (-303.77, 98.78)   

OR, (95% CI) 0.18, (0.01, 4.29)  0.287 

ARR %,(95% CI) -22.22, (-49.38, 4.94)   

 

   Pruritus n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Vascular disorders Hypertension n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Thrombophlebitis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Ethnicity Hispanic Cardiac disorders Diastolic dysfunction n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Left atrial enlargement n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Left ventricular 

hypertrophy 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Cardiac disorders Palpitations n / N (%) 0 / 10 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.45, (0.02, 10.14)  0.619 

RRR %, (95% CI) 54.55, (-913.65, 97.96)   

OR, (95% CI) 0.43, (0.02, 11.63)  0.615 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.433 

 

   Sinus tachycardia n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 10 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.45, (0.02, 10.14)  0.619 

RRR %, (95% CI) 54.55, (-913.65, 97.96)   

OR, (95% CI) 0.43, (0.02, 11.63)  0.615 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.835 

 

   Blood albumin decreased n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.333 

 

   Blood bilirubin decreased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood creatinine increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood glucose increased n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.452 

 

   Blood lactate dehydrogenase 

increased 

n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.333 

 

   Blood lactic acid increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

Page 397 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Investigations Blood potassium increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood sodium decreased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood urea increased n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.333 

 

   C-reactive protein 

increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Electrocardiogram ST 

segment elevation 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Investigations Electrocardiogram T wave 

abnormal 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Fibrin D dimer increased n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.333 

 

   Globulins increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Glycosylated haemoglobin 

increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Platelet count increased n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.333 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Investigations Procalcitonin increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Serum ferritin increased n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.333 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 10 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.45, (0.02, 10.14)  0.619 

RRR %, (95% CI) 54.55, (-913.65, 97.96)   

OR, (95% CI) 0.43, (0.02, 11.63)  0.615 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.897 

 

   Myalgia n / N (%) 0 / 10 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.45, (0.02, 10.14)  0.619 

RRR %, (95% CI) 54.55, (-913.65, 97.96)   

OR, (95% CI) 0.43, (0.02, 11.63)  0.615 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.751 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Musculoskeletal and 

connective tissue disorders 

Spinal osteoarthritis n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

  Nervous system disorders Amnesia n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.391 

 

   Headache n / N (%) 1 / 10 (10.0) 1 / 14 (7.1)  

RR, (95% CI) 1.36, (0.16, 11.42)  0.775 

RRR %, (95% CI) -36.36, (-1042.03, 83.72)   

OR, (95% CI) 1.42, (0.13, 15.83)  0.775 

ARR %,(95% CI) 2.86, (-20.12, 25.83)   

Interaction 

p-value [a] 

  0.930 

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 2 / 10 (20.0) 1 / 14 (7.1)  

RR, (95% CI) 2.27, (0.35, 14.73)  0.389 

RRR %, (95% CI) -127.27, (-1372.77, 64.93)   

OR, (95% CI) 2.65, (0.29, 23.86)  0.386 

ARR %,(95% CI) 12.86, (-15.37, 41.08)   

Interaction 

p-value [a] 

  0.225 

 

   Dyspnoea n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.340 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Obstructive sleep apnoea 

syndrome 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Oropharyngeal pain n / N (%) 2 / 10 (20.0) 1 / 14 (7.1)  

RR, (95% CI) 2.27, (0.35, 14.73)  0.389 

RRR %, (95% CI) -127.27, (-1372.77, 64.93)   

OR, (95% CI) 2.65, (0.29, 23.86)  0.386 

ARR %,(95% CI) 12.86, (-15.37, 41.08)   

Interaction 

p-value [a] 

  0.608 

 

   Respiratory failure n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Rhinorrhoea n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Anal incontinence n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Diarrhoea n / N (%) 2 / 23 (8.7) 0 / 19 (0.0)  

RR, (95% CI) 4.17, (0.21, 81.85)  0.348 

RRR %, (95% CI) -316.67, (-8085.33, 78.79)   

OR, (95% CI) 4.53, (0.20, 100.42)  0.339 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

 

   Dry mouth n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Flatulence n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Gastrointestinal disorders Food poisoning n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Nausea n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Toothache n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Vomiting n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Discomfort n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic General disorders and 

administration site 

conditions 

Fatigue n / N (%) 3 / 23 (13.0) 2 / 19 (10.5)  

RR, (95% CI) 1.17, (0.26, 5.28)  0.841 

RRR %, (95% CI) -16.67, (-428.45, 74.24)   

OR, (95% CI) 1.20, (0.21, 6.84)  0.841 

ARR %,(95% CI) 2.52, (-16.97, 22.01)   

 

   Oedema peripheral n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Pain n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Pyrexia n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   COVID-19 n / N (%) 2 / 23 (8.7) 1 / 19 (5.3)  

RR, (95% CI) 1.39, (0.20, 9.62)  0.739 

RRR %, (95% CI) -38.89, (-861.97, 79.95)   

OR, (95% CI) 1.43, (0.17, 11.92)  0.739 

ARR %,(95% CI) 3.43, (-11.85, 18.71)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Infections and infestations COVID-19 pneumonia n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Chronic sinusitis n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Epididymitis n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Gastroenteritis viral n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Otitis media n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Pharyngitis streptococcal n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Infections and infestations Pneumonia n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Sinusitis n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Tooth infection n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Urinary tract infection n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Vulvovaginal mycotic 

infection 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

Page 407 of 795
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Ligament sprain n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Skin abrasion n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Stress fracture n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Tendon rupture n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Investigations Aspartate aminotransferase 

increased 

n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Blood bilirubin increased n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Blood glucose increased n / N (%) 3 / 23 (13.0) 1 / 19 (5.3)  

RR, (95% CI) 1.94, (0.32, 11.98)  0.474 

RRR %, (95% CI) -94.44, (-1098.11, 68.44)   

OR, (95% CI) 2.11, (0.28, 15.77)  0.469 

ARR %,(95% CI) 7.78, (-9.26, 24.82)   

 

   Blood potassium decreased n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Cardiac murmur n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Investigations Pancreatic enzymes 

decreased 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Weight decreased n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 3 / 23 (13.0) 1 / 19 (5.3)  

RR, (95% CI) 1.94, (0.32, 11.98)  0.474 

RRR %, (95% CI) -94.44, (-1098.11, 68.44)   

OR, (95% CI) 2.11, (0.28, 15.77)  0.469 

ARR %,(95% CI) 7.78, (-9.26, 24.82)   

 

   Type 2 diabetes mellitus n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 23 (8.7) 3 / 19 (15.8)  

RR, (95% CI) 0.60, (0.13, 2.70)  0.501 

RRR %, (95% CI) 40.48, (-169.62, 86.86)   

OR, (95% CI) 0.55, (0.10, 3.14)  0.500 

ARR %,(95% CI) -7.09, (-27.13, 12.94)   

 

   Back pain n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Musculoskeletal and 

connective tissue disorders 

Muscle spasms n / N (%) 2 / 23 (8.7) 0 / 19 (0.0)  

RR, (95% CI) 4.17, (0.21, 81.85)  0.348 

RRR %, (95% CI) -316.67, (-8085.33, 78.79)   

OR, (95% CI) 4.53, (0.20, 100.42)  0.339 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

 

   Muscular weakness n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Musculoskeletal chest pain n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Myalgia n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Pain in extremity n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Nervous system disorders Amnesia n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Nervous system disorders Balance disorder n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Disturbance in attention n / N (%) 2 / 23 (8.7) 0 / 19 (0.0)  

RR, (95% CI) 4.17, (0.21, 81.85)  0.348 

RRR %, (95% CI) -316.67, (-8085.33, 78.79)   

OR, (95% CI) 4.53, (0.20, 100.42)  0.339 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

 

   Dizziness n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Dysaesthesia n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Headache n / N (%) 2 / 23 (8.7) 1 / 19 (5.3)  

RR, (95% CI) 1.39, (0.20, 9.62)  0.739 

RRR %, (95% CI) -38.89, (-861.97, 79.95)   

OR, (95% CI) 1.43, (0.17, 11.92)  0.739 

ARR %,(95% CI) 3.43, (-11.85, 18.71)   

 

   Mental impairment n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Nervous system disorders Paraesthesia n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Parosmia n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Taste disorder n / N (%) 2 / 23 (8.7) 0 / 19 (0.0)  

RR, (95% CI) 4.17, (0.21, 81.85)  0.348 

RRR %, (95% CI) -316.67, (-8085.33, 78.79)   

OR, (95% CI) 4.53, (0.20, 100.42)  0.339 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

 

  Psychiatric disorders Anxiety n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Generalised anxiety 

disorder 

n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Impaired reasoning n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Psychiatric disorders Insomnia n / N (%) 3 / 23 (13.0) 1 / 19 (5.3)  

RR, (95% CI) 1.94, (0.32, 11.98)  0.474 

RRR %, (95% CI) -94.44, (-1098.11, 68.44)   

OR, (95% CI) 2.11, (0.28, 15.77)  0.469 

ARR %,(95% CI) 7.78, (-9.26, 24.82)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Cough n / N (%) 1 / 23 (4.3) 2 / 19 (10.5)  

RR, (95% CI) 0.50, (0.07, 3.46)  0.483 

RRR %, (95% CI) 50.00, (-246.31, 92.78)   

OR, (95% CI) 0.47, (0.06, 3.88)  0.481 

ARR %,(95% CI) -6.18, (-22.30, 9.94)   

 

   Dyspnoea n / N (%) 2 / 23 (8.7) 1 / 19 (5.3)  

RR, (95% CI) 1.39, (0.20, 9.62)  0.739 

RRR %, (95% CI) -38.89, (-861.97, 79.95)   

OR, (95% CI) 1.43, (0.17, 11.92)  0.739 

ARR %,(95% CI) 3.43, (-11.85, 18.71)   

 

   Nasal congestion n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Nasal septum deviation n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Respiratory, thoracic and 

mediastinal disorders 

Wheezing n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 23 (0.0) 2 / 19 (10.5)  

RR, (95% CI) 0.17, (0.01, 3.27)  0.238 

RRR %, (95% CI) 83.33, (-227.41, 99.15)   

OR, (95% CI) 0.15, (0.01, 3.30)  0.228 

ARR %,(95% CI) -10.53, (-24.33, 3.27)   

 

   Dermatitis contact n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Diffuse alopecia n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Dry skin n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Pruritus n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Skin and subcutaneous tissue 

disorders 

Rash macular n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Age Group <60 Cardiac disorders Angina pectoris n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Arrhythmia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Left atrial enlargement n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Palpitations n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Cardiac disorders Sinus tachycardia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Abdominal pain n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Anal incontinence n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Diarrhoea n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Gastrointestinal disorders Dry mouth n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Eosinophilic oesophagitis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Flatulence n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Gastritis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Nausea n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Gastrointestinal disorders Toothache n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Vomiting n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Discomfort n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Fatigue n / N (%) 4 / 31 (12.9) 2 / 25 (8.0)  

RR, (95% CI) 1.46, (0.34, 6.28)  0.609 

RRR %, (95% CI) -46.25, (-527.77, 65.93)   

OR, (95% CI) 1.54, (0.30, 7.94)  0.607 

ARR %,(95% CI) 4.90, (-10.98, 20.79)   

Interaction 

p-value [a] 

  0.725 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 General disorders and 

administration site 

conditions 

Non-cardiac chest pain n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Oedema peripheral n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Pain n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 

 

   Pyrexia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.703 

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Infections and infestations COVID-19 n / N (%) 2 / 31 (6.5) 1 / 25 (4.0)  

RR, (95% CI) 1.35, (0.19, 9.58)  0.761 

RRR %, (95% CI) -35.42, (-858.47, 80.87)   

OR, (95% CI) 1.38, (0.17, 11.24)  0.761 

ARR %,(95% CI) 2.45, (-9.12, 14.02)   

Interaction 

p-value [a] 

  0.701 

 

   COVID-19 pneumonia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.752 

 

   Chronic sinusitis n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 

 

   Epididymitis n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Gastroenteritis viral n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Infections and infestations Otitis media n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Pharyngitis streptococcal n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Pneumonia n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Sinusitis n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Tooth infection n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Infections and infestations Urinary tract infection n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Vulvovaginal mycotic 

infection 

n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 

 

   Infusion related reaction n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Ligament sprain n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Injury, poisoning and 

procedural complications 

Skin abrasion n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Stress fracture n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Tendon rupture n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.573 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.703 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Investigations Blood albumin decreased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.428 

 

   Blood bilirubin increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Blood glucose increased n / N (%) 4 / 31 (12.9) 1 / 25 (4.0)  

RR, (95% CI) 2.44, (0.41, 14.37)  0.325 

RRR %, (95% CI) -143.75, (-1336.66, 58.64)   

OR, (95% CI) 2.67, (0.39, 18.35)  0.317 

ARR %,(95% CI) 8.90, (-5.18, 22.98)   

Interaction 

p-value [a] 

  0.361 

 

   Blood lactate dehydrogenase 

increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.428 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Investigations Blood lactic acid increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Blood potassium decreased n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Blood sodium decreased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Blood urea increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.428 

 

   Cardiac murmur n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Investigations Electrocardiogram T wave 

abnormal 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Fibrin D dimer increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.428 

 

   Globulins increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Glycosylated haemoglobin 

increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Pancreatic enzymes 

decreased 

n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Investigations Platelet count increased n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Serum ferritin increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.428 

 

   Weight decreased n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 3 / 31 (9.7) 1 / 25 (4.0)  

RR, (95% CI) 1.90, (0.30, 11.95)  0.496 

RRR %, (95% CI) -89.58, (-1095.39, 69.93)   

OR, (95% CI) 2.01, (0.27, 14.64)  0.492 

ARR %,(95% CI) 5.68, (-7.26, 18.61)   

Interaction 

p-value [a] 

  0.821 

 

   Type 2 diabetes mellitus n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 31 (6.5) 2 / 25 (8.0)  

RR, (95% CI) 0.81, (0.15, 4.34)  0.808 

RRR %, (95% CI) 18.75, (-333.74, 84.78)   

OR, (95% CI) 0.80, (0.13, 4.99)  0.808 

ARR %,(95% CI) -1.55, (-15.26, 12.16)   

Interaction 

p-value [a] 

  0.827 

 

   Back pain n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Muscle spasms n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Musculoskeletal and 

connective tissue disorders 

Musculoskeletal chest pain n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Myalgia n / N (%) 1 / 31 (3.2) 2 / 25 (8.0)  

RR, (95% CI) 0.49, (0.07, 3.45)  0.472 

RRR %, (95% CI) 51.25, (-245.05, 93.11)   

OR, (95% CI) 0.46, (0.06, 3.75)  0.470 

ARR %,(95% CI) -4.77, (-17.09, 7.55)   

Interaction 

p-value [a] 

  0.369 

 

   Pain in extremity n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Spinal osteoarthritis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Nervous system disorders Amnesia n / N (%) 2 / 31 (6.5) 1 / 25 (4.0)  

RR, (95% CI) 1.35, (0.19, 9.58)  0.761 

RRR %, (95% CI) -35.42, (-858.47, 80.87)   

OR, (95% CI) 1.38, (0.17, 11.24)  0.761 

ARR %,(95% CI) 2.45, (-9.12, 14.02)   

Interaction 

p-value [a] 

  0.701 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Nervous system disorders Balance disorder n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Disturbance in attention n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 

 

   Dizziness n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.703 

 

   Dysaesthesia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Headache n / N (%) 3 / 31 (9.7) 2 / 25 (8.0)  

RR, (95% CI) 1.14, (0.24, 5.30)  0.870 

RRR %, (95% CI) -13.75, (-429.69, 75.57)   

OR, (95% CI) 1.15, (0.21, 6.40)  0.869 

ARR %,(95% CI) 1.68, (-13.20, 16.56)   

Interaction 

p-value [a] 

  0.630 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Nervous system disorders Mental impairment n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Paraesthesia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Parosmia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Taste disorder n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 

 

  Psychiatric disorders Anxiety n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Impaired reasoning n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Insomnia n / N (%) 3 / 31 (9.7) 1 / 25 (4.0)  

RR, (95% CI) 1.90, (0.30, 11.95)  0.496 

RRR %, (95% CI) -89.58, (-1095.39, 69.93)   

OR, (95% CI) 2.01, (0.27, 14.64)  0.492 

ARR %,(95% CI) 5.68, (-7.26, 18.61)   

Interaction 

p-value [a] 

  0.821 

 

   Irritability n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 3 / 31 (9.7) 3 / 25 (12.0)  

RR, (95% CI) 0.81, (0.20, 3.26)  0.769 

RRR %, (95% CI) 18.75, (-225.65, 79.73)   

OR, (95% CI) 0.79, (0.16, 3.84)  0.770 

ARR %,(95% CI) -2.32, (-18.77, 14.13)   

Interaction 

p-value [a] 

  0.501 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 4 / 31 (12.9) 0 / 25 (0.0)  

RR, (95% CI) 7.31, (0.41, 129.69)  0.175 

RRR %, (95% CI) -631.25, (-12868.8, 58.77)   

OR, (95% CI) 8.35, (0.43, 162.83)  0.162 

ARR %,(95% CI) 12.90, (1.10, 24.70)   

Interaction 

p-value [a] 

  0.338 

 

   Nasal congestion n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 

 

   Nasal obstruction n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Nasal septum deviation n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Oropharyngeal pain n / N (%) 2 / 31 (6.5) 1 / 25 (4.0)  

RR, (95% CI) 1.35, (0.19, 9.58)  0.761 

RRR %, (95% CI) -35.42, (-858.47, 80.87)   

OR, (95% CI) 1.38, (0.17, 11.24)  0.761 

ARR %,(95% CI) 2.45, (-9.12, 14.02)   

Interaction 

p-value [a] 

  0.701 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Rhinorrhoea n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Wheezing n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.573 

 

   Dermatitis contact n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Skin and subcutaneous tissue 

disorders 

Diffuse alopecia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Dry skin n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Pruritus n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

 >=60 Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Cardiac disorders Diastolic dysfunction n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Cardiac disorders Left ventricular 

hypertrophy 

n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Gastrointestinal disorders Food poisoning n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  General disorders and 

administration site 

conditions 

Pyrexia n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Investigations Blood albumin decreased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Blood bilirubin decreased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Blood creatinine increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Blood glucose increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Blood lactate dehydrogenase 

increased 

n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Blood potassium increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Investigations Blood urea increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   C-reactive protein 

increased 

n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Electrocardiogram ST 

segment elevation 

n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Fibrin D dimer increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

   Procalcitonin increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Investigations Serum ferritin increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Metabolism and nutrition 

disorders 

Hyperchloraemia n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 2 (0.0) 2 / 8 (25.0)  

RR, (95% CI) 0.60, (0.04, 9.30)  0.715 

RRR %, (95% CI) 40.00, (-830.00, 96.13)   

OR, (95% CI) 0.52, (0.02, 15.10)  0.704 

ARR %,(95% CI) -25.00, (-55.02, 5.03)   

 

   Muscular weakness n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Nervous system disorders Dizziness n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Renal and urinary disorders Acute kidney injury n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

   Dyspnoea n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

   Obstructive sleep apnoea 

syndrome 

n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Skin and subcutaneous tissue 

disorders 

Rash macular n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Vascular disorders Hypertension n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

Co-morbidity Status No 

comorbidities 

Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.399 

 

  Cardiac disorders Diastolic dysfunction n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

   Left ventricular 

hypertrophy 

n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

General disorders and 

administration site 

conditions 

Pyrexia n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.606 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.715 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.695 

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.606 

 

   Blood albumin decreased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.399 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Investigations Blood bilirubin decreased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

   Blood creatinine increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

   Blood glucose increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.346 

 

   Blood lactate dehydrogenase 

increased 

n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.399 

 

   Blood potassium increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

Page 444 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Investigations Blood urea increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.399 

 

   C-reactive protein 

increased 

n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

   Electrocardiogram ST 

segment elevation 

n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

   Fibrin D dimer increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.399 

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Investigations Procalcitonin increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

   Serum ferritin increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.399 

 

  Metabolism and nutrition 

disorders 

Hyperchloraemia n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.914 

 

  Renal and urinary disorders Acute kidney injury n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 
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Protocol: ACTIV-2/A5401 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

   Dyspnoea n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.280 

 

   Obstructive sleep apnoea 

syndrome 

n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

  Skin and subcutaneous tissue 

disorders 

Rash macular n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Vascular disorders Hypertension n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.515 

 

 At least one 

comorbidity 

Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Abdominal pain n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Anal incontinence n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Diarrhoea n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Gastrointestinal disorders Dry mouth n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Flatulence n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Food poisoning n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Gastritis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Nausea n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Gastrointestinal disorders Toothache n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Vomiting n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Discomfort n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Fatigue n / N (%) 4 / 32 (12.5) 2 / 29 (6.9)  

RR, (95% CI) 1.64, (0.38, 7.08)  0.510 

RRR %, (95% CI) -63.64, (-608.04, 62.18)   

OR, (95% CI) 1.74, (0.34, 8.89)  0.507 

ARR %,(95% CI) 5.60, (-9.11, 20.31)   

 

   Non-cardiac chest pain n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

General disorders and 

administration site 

conditions 

Oedema peripheral n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Pain n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

   Pyrexia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   COVID-19 n / N (%) 2 / 32 (6.3) 1 / 29 (3.4)  

RR, (95% CI) 1.52, (0.21, 10.79)  0.678 

RRR %, (95% CI) -51.52, (-978.81, 78.72)   

OR, (95% CI) 1.56, (0.19, 12.56)  0.677 

ARR %,(95% CI) 2.80, (-7.90, 13.50)   

 

   COVID-19 pneumonia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Infections and infestations Chronic sinusitis n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

   Epididymitis n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Gastroenteritis viral n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Otitis media n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Pharyngitis streptococcal n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Pneumonia n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Infections and infestations Sinusitis n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Tooth infection n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Urinary tract infection n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Vulvovaginal mycotic 

infection 

n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

   Infusion related reaction n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Skin abrasion n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Stress fracture n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Tendon rupture n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Investigations Blood albumin decreased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood bilirubin increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood glucose increased n / N (%) 4 / 32 (12.5) 1 / 29 (3.4)  

RR, (95% CI) 2.73, (0.46, 16.18)  0.269 

RRR %, (95% CI) -172.73, (-1518.04, 54.03)   

OR, (95% CI) 3.00, (0.44, 20.45)  0.262 

ARR %,(95% CI) 9.05, (-4.19, 22.30)   

 

   Blood lactate dehydrogenase 

increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood lactic acid increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Investigations Blood potassium decreased n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Blood sodium decreased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood urea increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Cardiac murmur n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Electrocardiogram T wave 

abnormal 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Fibrin D dimer increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

Page 456 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Investigations Globulins increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Glycosylated haemoglobin 

increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Pancreatic enzymes 

decreased 

n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Platelet count increased n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Serum ferritin increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Investigations Weight decreased n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 32 (6.3) 3 / 29 (10.3)  

RR, (95% CI) 0.65, (0.14, 3.05)  0.584 

RRR %, (95% CI) 35.06, (-204.68, 86.16)   

OR, (95% CI) 0.62, (0.11, 3.41)  0.583 

ARR %,(95% CI) -4.09, (-17.99, 9.80)   

 

   Back pain n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Muscle spasms n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   

 

   Muscular weakness n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Musculoskeletal chest pain n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Musculoskeletal and 

connective tissue disorders 

Myalgia n / N (%) 1 / 32 (3.1) 2 / 29 (6.9)  

RR, (95% CI) 0.55, (0.08, 3.88)  0.545 

RRR %, (95% CI) 45.45, (-288.37, 92.34)   

OR, (95% CI) 0.52, (0.06, 4.23)  0.544 

ARR %,(95% CI) -3.77, (-14.79, 7.25)   

 

   Pain in extremity n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Spinal osteoarthritis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Nervous system disorders Amnesia n / N (%) 2 / 32 (6.3) 1 / 29 (3.4)  

RR, (95% CI) 1.52, (0.21, 10.79)  0.678 

RRR %, (95% CI) -51.52, (-978.81, 78.72)   

OR, (95% CI) 1.56, (0.19, 12.56)  0.677 

ARR %,(95% CI) 2.80, (-7.90, 13.50)   

 

   Balance disorder n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Disturbance in attention n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Nervous system disorders Dizziness n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

   Dysaesthesia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Headache n / N (%) 3 / 32 (9.4) 2 / 29 (6.9)  

RR, (95% CI) 1.27, (0.27, 5.97)  0.760 

RRR %, (95% CI) -27.27, (-497.16, 72.87)   

OR, (95% CI) 1.31, (0.24, 7.17)  0.759 

ARR %,(95% CI) 2.48, (-11.20, 16.16)   

 

   Mental impairment n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Paraesthesia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Parosmia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

Page 460 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Nervous system disorders Taste disorder n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   

 

  Psychiatric disorders Anxiety n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Generalised anxiety 

disorder 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Impaired reasoning n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Insomnia n / N (%) 3 / 32 (9.4) 1 / 29 (3.4)  

RR, (95% CI) 2.12, (0.33, 13.46)  0.425 

RRR %, (95% CI) -112.12, (-1245.98, 66.57)   

OR, (95% CI) 2.25, (0.31, 16.34)  0.421 

ARR %,(95% CI) 5.93, (-6.16, 18.01)   

 

   Irritability n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 3 / 32 (9.4) 3 / 29 (10.3)  

RR, (95% CI) 0.91, (0.22, 3.67)  0.894 

RRR %, (95% CI) 9.09, (-267.43, 77.51)   

OR, (95% CI) 0.90, (0.19, 4.33)  0.894 

ARR %,(95% CI) -0.97, (-15.96, 14.03)   

 

   Dyspnoea n / N (%) 4 / 32 (12.5) 0 / 29 (0.0)  

RR, (95% CI) 8.18, (0.46, 145.70)  0.153 

RRR %, (95% CI) -718.18, (-14469.5, 54.05)   

OR, (95% CI) 9.32, (0.48, 180.99)  0.140 

ARR %,(95% CI) 12.50, (1.04, 23.96)   

 

   Nasal congestion n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

   Nasal obstruction n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Nasal septum deviation n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Oropharyngeal pain n / N (%) 2 / 32 (6.3) 1 / 29 (3.4)  

RR, (95% CI) 1.52, (0.21, 10.79)  0.678 

RRR %, (95% CI) -51.52, (-978.81, 78.72)   

OR, (95% CI) 1.56, (0.19, 12.56)  0.677 

ARR %,(95% CI) 2.80, (-7.90, 13.50)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Rhinorrhoea n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Wheezing n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 32 (0.0) 2 / 29 (6.9)  

RR, (95% CI) 0.18, (0.01, 3.64)  0.265 

RRR %, (95% CI) 81.82, (-263.67, 99.09)   

OR, (95% CI) 0.17, (0.01, 3.68)  0.258 

ARR %,(95% CI) -6.90, (-16.12, 2.33)   

 

   Dermatitis contact n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

   Diffuse alopecia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Skin and subcutaneous tissue 

disorders 

Dry skin n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Pruritus n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Cardiac disorders Arrhythmia n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Diastolic dysfunction n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Left atrial enlargement n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Cardiac disorders Left ventricular 

hypertrophy 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Palpitations n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.274 

 

   Sinus tachycardia n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  Gastrointestinal disorders Diarrhoea n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.946 

 

   Food poisoning n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Gastrointestinal disorders Gastritis n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Fatigue n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.282 

 

   Oedema peripheral n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Pain n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.274 
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(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days General disorders and 

administration site 

conditions 

Pyrexia n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.332 

 

  Infections and infestations COVID-19 n / N (%) 1 / 12 (8.3) 1 / 13 (7.7)  

RR, (95% CI) 1.08, (0.13, 9.09)  0.946 

RRR %, (95% CI) -7.69, (-809.44, 87.25)   

OR, (95% CI) 1.09, (0.10, 11.99)  0.946 

ARR %,(95% CI) 0.64, (-20.68, 21.96)   

Interaction 

p-value [a] 

  0.619 

 

   COVID-19 pneumonia n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.749 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 12 (0.0) 2 / 13 (15.4)  

RR, (95% CI) 0.22, (0.01, 4.08)  0.306 

RRR %, (95% CI) 78.46, (-307.84, 98.86)   

OR, (95% CI) 0.18, (0.01, 4.25)  0.291 

ARR %,(95% CI) -15.38, (-35.00, 4.23)   

Interaction 

p-value [a] 

  0.507 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 12 (8.3) 1 / 13 (7.7)  

RR, (95% CI) 1.08, (0.13, 9.09)  0.946 

RRR %, (95% CI) -7.69, (-809.44, 87.25)   

OR, (95% CI) 1.09, (0.10, 11.99)  0.946 

ARR %,(95% CI) 0.64, (-20.68, 21.96)   

Interaction 

p-value [a] 

  0.956 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Blood albumin decreased n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.436 

 

   Blood bilirubin decreased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood creatinine increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood glucose increased n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.609 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Blood lactate dehydrogenase 

increased 

n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.436 

 

   Blood lactic acid increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood potassium increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood sodium decreased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood urea increased n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.436 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations C-reactive protein 

increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Cardiac murmur n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Electrocardiogram ST 

segment elevation 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Electrocardiogram T wave 

abnormal 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Fibrin D dimer increased n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.436 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Globulins increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Glycosylated haemoglobin 

increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

   Platelet count increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.946 

 

   Procalcitonin increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Serum ferritin increased n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.436 

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Hyperchloraemia n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Hyperglycaemia n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.706 
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(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 1 / 12 (8.3) 2 / 13 (15.4)  

RR, (95% CI) 0.65, (0.10, 4.23)  0.649 

RRR %, (95% CI) 35.38, (-322.70, 90.12)   

OR, (95% CI) 0.60, (0.07, 5.32)  0.647 

ARR %,(95% CI) -7.05, (-32.14, 18.03)   

Interaction 

p-value [a] 

  0.954 

 

   Back pain n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Muscle spasms n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.946 

 

   Muscular weakness n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

   Spinal osteoarthritis n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Nervous system disorders Disturbance in attention n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.436 

 

   Dizziness n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.332 

 

   Headache n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.486 

 

   Taste disorder n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.946 

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.350 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 1 / 12 (8.3) 1 / 13 (7.7)  

RR, (95% CI) 1.08, (0.13, 9.09)  0.946 

RRR %, (95% CI) -7.69, (-809.44, 87.25)   

OR, (95% CI) 1.09, (0.10, 11.99)  0.946 

ARR %,(95% CI) 0.64, (-20.68, 21.96)   

Interaction 

p-value [a] 

  0.296 

 

   Obstructive sleep apnoea 

syndrome 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Respiratory failure n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Wheezing n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.274 

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.967 
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(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.332 

 

   Rash macular n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

 > 5 days Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Abdominal pain n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Anal incontinence n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Gastrointestinal disorders Diarrhoea n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Dry mouth n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Flatulence n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Nausea n / N (%) 1 / 21 (4.8) 1 / 20 (5.0)  

RR, (95% CI) 0.95, (0.11, 8.47)  0.967 

RRR %, (95% CI) 4.55, (-746.75, 89.24)   

OR, (95% CI) 0.95, (0.09, 9.94)  0.967 

ARR %,(95% CI) -0.24, (-13.44, 12.96)   

 

   Toothache n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

Page 477 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Gastrointestinal disorders Vomiting n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Fatigue n / N (%) 2 / 21 (9.5) 2 / 20 (10.0)  

RR, (95% CI) 0.95, (0.18, 4.96)  0.956 

RRR %, (95% CI) 4.55, (-396.00, 81.63)   

OR, (95% CI) 0.95, (0.15, 6.12)  0.956 

ARR %,(95% CI) -0.48, (-18.66, 17.70)   

 

   Non-cardiac chest pain n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Pain n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Pyrexia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Infections and infestations Acute sinusitis n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   COVID-19 n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Chronic sinusitis n / N (%) 1 / 21 (4.8) 1 / 20 (5.0)  

RR, (95% CI) 0.95, (0.11, 8.47)  0.967 

RRR %, (95% CI) 4.55, (-746.75, 89.24)   

OR, (95% CI) 0.95, (0.09, 9.94)  0.967 

ARR %,(95% CI) -0.24, (-13.44, 12.96)   

 

   Epididymitis n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Gastroenteritis viral n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Otitis media n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Infections and infestations Pharyngitis streptococcal n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Pneumonia n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Sinusitis n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Tooth infection n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Urinary tract infection n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Vulvovaginal mycotic 

infection 

n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 21 (4.8) 1 / 20 (5.0)  

RR, (95% CI) 0.95, (0.11, 8.47)  0.967 

RRR %, (95% CI) 4.55, (-746.75, 89.24)   

OR, (95% CI) 0.95, (0.09, 9.94)  0.967 

ARR %,(95% CI) -0.24, (-13.44, 12.96)   

 

   Infusion related reaction n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Ligament sprain n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Stress fracture n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Tendon rupture n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Investigations Blood bilirubin increased n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

Page 481 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Investigations Blood glucose increased n / N (%) 3 / 21 (14.3) 1 / 20 (5.0)  

RR, (95% CI) 2.23, (0.36, 13.70)  0.388 

RRR %, (95% CI) -122.73, (-1270.34, 63.80)   

OR, (95% CI) 2.46, (0.33, 18.46)  0.382 

ARR %,(95% CI) 9.29, (-8.47, 27.04)   

 

   Blood potassium decreased n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Pancreatic enzymes 

decreased 

n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Platelet count increased n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Weight decreased n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 1 / 21 (4.8) 2 / 20 (10.0)  

RR, (95% CI) 0.57, (0.08, 3.96)  0.572 

RRR %, (95% CI) 42.73, (-296.13, 91.72)   

OR, (95% CI) 0.54, (0.07, 4.51)  0.571 

ARR %,(95% CI) -5.24, (-21.23, 10.76)   

 

Page 482 of 795



AstraZeneca   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Musculoskeletal and 

connective tissue disorders 

Muscle spasms n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Musculoskeletal chest pain n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Myalgia n / N (%) 1 / 21 (4.8) 2 / 20 (10.0)  

RR, (95% CI) 0.57, (0.08, 3.96)  0.572 

RRR %, (95% CI) 42.73, (-296.13, 91.72)   

OR, (95% CI) 0.54, (0.07, 4.51)  0.571 

ARR %,(95% CI) -5.24, (-21.23, 10.76)   

 

   Pain in extremity n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Nervous system disorders Amnesia n / N (%) 2 / 21 (9.5) 1 / 20 (5.0)  

RR, (95% CI) 1.59, (0.23, 11.00)  0.638 

RRR %, (95% CI) -59.09, (-1000.36, 77.00)   

OR, (95% CI) 1.67, (0.20, 13.88)  0.637 

ARR %,(95% CI) 4.52, (-11.25, 20.30)   

 

   Balance disorder n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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AstraZeneca   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Nervous system disorders Dizziness n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Dysaesthesia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Headache n / N (%) 2 / 21 (9.5) 2 / 20 (10.0)  

RR, (95% CI) 0.95, (0.18, 4.96)  0.956 

RRR %, (95% CI) 4.55, (-396.00, 81.63)   

OR, (95% CI) 0.95, (0.15, 6.12)  0.956 

ARR %,(95% CI) -0.48, (-18.66, 17.70)   

 

   Mental impairment n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Paraesthesia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Parosmia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Nervous system disorders Taste disorder n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Psychiatric disorders Anxiety n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Generalised anxiety 

disorder 

n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Impaired reasoning n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Insomnia n / N (%) 1 / 21 (4.8) 1 / 20 (5.0)  

RR, (95% CI) 0.95, (0.11, 8.47)  0.967 

RRR %, (95% CI) 4.55, (-746.75, 89.24)   

OR, (95% CI) 0.95, (0.09, 9.94)  0.967 

ARR %,(95% CI) -0.24, (-13.44, 12.96)   

 

   Irritability n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Cough n / N (%) 2 / 21 (9.5) 3 / 20 (15.0)  

RR, (95% CI) 0.68, (0.15, 3.08)  0.619 

RRR %, (95% CI) 31.82, (-208.28, 84.92)   

OR, (95% CI) 0.64, (0.11, 3.68)  0.618 

ARR %,(95% CI) -5.48, (-25.54, 14.59)   

 

   Dyspnoea n / N (%) 3 / 21 (14.3) 0 / 20 (0.0)  

RR, (95% CI) 6.68, (0.37, 121.71)  0.200 

RRR %, (95% CI) -568.18, (-12070.7, 63.32)   

OR, (95% CI) 7.76, (0.38, 160.40)  0.185 

ARR %,(95% CI) 14.29, (-0.68, 29.25)   

 

   Nasal congestion n / N (%) 1 / 21 (4.8) 1 / 20 (5.0)  

RR, (95% CI) 0.95, (0.11, 8.47)  0.967 

RRR %, (95% CI) 4.55, (-746.75, 89.24)   

OR, (95% CI) 0.95, (0.09, 9.94)  0.967 

ARR %,(95% CI) -0.24, (-13.44, 12.96)   

 

   Nasal obstruction n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Nasal septum deviation n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Respiratory, thoracic and 

mediastinal disorders 

Oropharyngeal pain n / N (%) 2 / 21 (9.5) 1 / 20 (5.0)  

RR, (95% CI) 1.59, (0.23, 11.00)  0.638 

RRR %, (95% CI) -59.09, (-1000.36, 77.00)   

OR, (95% CI) 1.67, (0.20, 13.88)  0.637 

ARR %,(95% CI) 4.52, (-11.25, 20.30)   

 

   Rhinorrhoea n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Wheezing n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Dermatitis contact n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Diffuse alopecia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Skin and subcutaneous tissue 

disorders 

Dry skin n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Pruritus n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

Baseline Antibody 

Status 

Negative Cardiac disorders Arrhythmia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Diastolic dysfunction n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Left atrial enlargement n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Cardiac disorders Left ventricular 

hypertrophy 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Palpitations n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.959 

 

   Sinus tachycardia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Gastrointestinal disorders Abdominal pain n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Anal incontinence n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Gastrointestinal disorders Diarrhoea n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

   Dry mouth n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Eosinophilic oesophagitis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Food poisoning n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Gastritis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Gastrointestinal disorders Nausea n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 

 

   Vomiting n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Discomfort n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Fatigue n / N (%) 3 / 23 (13.0) 2 / 12 (16.7)  

RR, (95% CI) 0.76, (0.17, 3.32)  0.713 

RRR %, (95% CI) 24.17, (-231.80, 82.67)   

OR, (95% CI) 0.72, (0.12, 4.27)  0.715 

ARR %,(95% CI) -3.62, (-28.80, 21.56)   

Interaction 

p-value [a] 

  0.268 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative General disorders and 

administration site 

conditions 

Non-cardiac chest pain n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Oedema peripheral n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Pain n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 

 

   Pyrexia n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

Page 492 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Infections and infestations COVID-19 n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 0.90, (0.13, 6.09)  0.916 

RRR %, (95% CI) 9.72, (-508.68, 86.61)   

OR, (95% CI) 0.89, (0.10, 7.63)  0.916 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 

 

   COVID-19 pneumonia n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 0.90, (0.13, 6.09)  0.916 

RRR %, (95% CI) 9.72, (-508.68, 86.61)   

OR, (95% CI) 0.89, (0.10, 7.63)  0.916 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 

 

   Chronic sinusitis n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 

 

   Epididymitis n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Gastroenteritis viral n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Infections and infestations Otitis media n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Pharyngitis streptococcal n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Urinary tract infection n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Vulvovaginal mycotic 

infection 

n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Ligament sprain n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Skin abrasion n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Stress fracture n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Tendon rupture n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.702 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 

 

   Blood albumin decreased n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

   Blood bilirubin decreased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Blood creatinine increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood glucose increased n / N (%) 4 / 23 (17.4) 1 / 12 (8.3)  

RR, (95% CI) 1.63, (0.29, 9.08)  0.580 

RRR %, (95% CI) -62.50, (-807.66, 70.91)   

OR, (95% CI) 1.77, (0.24, 12.90)  0.573 

ARR %,(95% CI) 9.06, (-12.95, 31.07)   

Interaction 

p-value [a] 

  0.507 

 

   Blood lactate dehydrogenase 

increased 

n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

   Blood lactic acid increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood potassium decreased n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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AstraZeneca   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Blood potassium increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood sodium decreased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood urea increased n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

   C-reactive protein 

increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Cardiac murmur n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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AstraZeneca   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Electrocardiogram ST 

segment elevation 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Electrocardiogram T wave 

abnormal 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Fibrin D dimer increased n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

   Globulins increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Glycosylated haemoglobin 

increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Immature granulocyte count 

increased 

n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Pancreatic enzymes 

decreased 

n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Platelet count increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.533 

 

   Procalcitonin increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Serum ferritin increased n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

   Weight decreased n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Hyperchloraemia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Hyperglycaemia n / N (%) 3 / 23 (13.0) 1 / 12 (8.3)  

RR, (95% CI) 1.26, (0.21, 7.57)  0.798 

RRR %, (95% CI) -26.39, (-656.76, 78.89)   

OR, (95% CI) 1.31, (0.17, 10.11)  0.796 

ARR %,(95% CI) 4.71, (-16.12, 25.54)   

Interaction 

p-value [a] 

  0.888 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Metabolism and nutrition 

disorders 

Type 2 diabetes mellitus n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 23 (8.7) 2 / 12 (16.7)  

RR, (95% CI) 0.54, (0.11, 2.73)  0.458 

RRR %, (95% CI) 45.83, (-173.14, 89.26)   

OR, (95% CI) 0.49, (0.07, 3.27)  0.460 

ARR %,(95% CI) -7.97, (-32.00, 16.05)   

Interaction 

p-value [a] 

  0.975 

 

   Back pain n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Muscle spasms n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

   Musculoskeletal chest pain n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Musculoskeletal and 

connective tissue disorders 

Myalgia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.894 

 

   Pain in extremity n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Spinal osteoarthritis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Nervous system disorders Amnesia n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.248 

 

   Disturbance in attention n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Nervous system disorders Headache n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.721 

 

   Paraesthesia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Taste disorder n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.533 

 

  Psychiatric disorders Anxiety n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Generalised anxiety 

disorder 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Psychiatric disorders Insomnia n / N (%) 3 / 23 (13.0) 0 / 12 (0.0)  

RR, (95% CI) 3.79, (0.21, 67.90)  0.365 

RRR %, (95% CI) -279.17, (-6690.43, 78.83)   

OR, (95% CI) 4.27, (0.20, 89.72)  0.350 

ARR %,(95% CI) 13.04, (-0.72, 26.81)   

Interaction 

p-value [a] 

  0.738 

 

   Irritability n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 0.90, (0.13, 6.09)  0.916 

RRR %, (95% CI) 9.72, (-508.68, 86.61)   

OR, (95% CI) 0.89, (0.10, 7.63)  0.916 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.849 

 

   Dyspnoea n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 0.90, (0.13, 6.09)  0.916 

RRR %, (95% CI) 9.72, (-508.68, 86.61)   

OR, (95% CI) 0.89, (0.10, 7.63)  0.916 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.394 

 

   Nasal congestion n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.959 
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Respiratory, thoracic and 

mediastinal disorders 

Nasal septum deviation n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Obstructive sleep apnoea 

syndrome 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Oropharyngeal pain n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.807 

 

   Respiratory failure n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Wheezing n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.702 

 

   Dermatitis contact n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 

 

   Diffuse alopecia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Rash macular n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

 Positive Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Positive Skin and subcutaneous tissue 

disorders 

Dry skin n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

  Vascular disorders Hypertension n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

 Missing Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Flatulence n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Toothache n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Infections and infestations Pneumonia n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Infections and infestations Sinusitis n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Tooth infection n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Blood bilirubin increased n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Blood glucose increased n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Platelet count increased n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 5 (0.0) 2 / 17 (11.8)  

RR, (95% CI) 0.60, (0.03, 10.82)  0.729 

RRR %, (95% CI) 40.00, (-982.17, 96.67)   

OR, (95% CI) 0.56, (0.02, 13.67)  0.725 

ARR %,(95% CI) -11.76, (-27.08, 3.56)   

 

   Muscular weakness n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Myalgia n / N (%) 0 / 5 (0.0) 2 / 17 (11.8)  

RR, (95% CI) 0.60, (0.03, 10.82)  0.729 

RRR %, (95% CI) 40.00, (-982.17, 96.67)   

OR, (95% CI) 0.56, (0.02, 13.67)  0.725 

ARR %,(95% CI) -11.76, (-27.08, 3.56)   

 

  Nervous system disorders Amnesia n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Balance disorder n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Dizziness n / N (%) 1 / 5 (20.0) 1 / 17 (5.9)  

RR, (95% CI) 3.00, (0.38, 23.68)  0.297 

RRR %, (95% CI) -200.00, (-2267.92, 61.99)   

OR, (95% CI) 3.67, (0.30, 44.30)  0.307 

ARR %,(95% CI) 14.12, (-22.68, 50.92)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Nervous system disorders Dysaesthesia n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Headache n / N (%) 2 / 5 (40.0) 2 / 17 (11.8)  

RR, (95% CI) 3.00, (0.68, 13.31)  0.148 

RRR %, (95% CI) -200.00, (-1230.86, 32.37)   

OR, (95% CI) 4.43, (0.54, 36.24)  0.165 

ARR %,(95% CI) 28.24, (-17.35, 73.82)   

 

   Mental impairment n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Parosmia n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Taste disorder n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 1 / 5 (20.0) 2 / 17 (11.8)  

RR, (95% CI) 1.80, (0.30, 10.90)  0.522 

RRR %, (95% CI) -80.00, (-990.12, 70.28)   

OR, (95% CI) 2.07, (0.21, 20.21)  0.533 

ARR %,(95% CI) 8.24, (-30.02, 46.50)   

 

   Dyspnoea n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Nasal congestion n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Nasal obstruction n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Oropharyngeal pain n / N (%) 1 / 5 (20.0) 1 / 17 (5.9)  

RR, (95% CI) 3.00, (0.38, 23.68)  0.297 

RRR %, (95% CI) -200.00, (-2267.92, 61.99)   

OR, (95% CI) 3.67, (0.30, 44.30)  0.307 

ARR %,(95% CI) 14.12, (-22.68, 50.92)   

 

   Rhinorrhoea n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Cardiac disorders Arrhythmia n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Diastolic dysfunction n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Left atrial enlargement n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Left ventricular 

hypertrophy 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Palpitations n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.246 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Cardiac disorders Sinus tachycardia n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Fatigue n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.243 

 

   Oedema peripheral n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Pain n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.246 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days General disorders and 

administration site 

conditions 

Pyrexia n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.364 

 

  Infections and infestations COVID-19 n / N (%) 1 / 11 (9.1) 1 / 13 (7.7)  

RR, (95% CI) 1.17, (0.14, 9.80)  0.887 

RRR %, (95% CI) -16.67, (-879.55, 86.10)   

OR, (95% CI) 1.19, (0.11, 13.22)  0.887 

ARR %,(95% CI) 1.40, (-20.93, 23.72)   

Interaction 

p-value [a] 

  0.668 

 

   COVID-19 pneumonia n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.700 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 11 (0.0) 2 / 13 (15.4)  

RR, (95% CI) 0.23, (0.01, 4.40)  0.331 

RRR %, (95% CI) 76.67, (-339.97, 98.76)   

OR, (95% CI) 0.20, (0.01, 4.64)  0.316 

ARR %,(95% CI) -15.38, (-35.00, 4.23)   

Interaction 

p-value [a] 

  0.543 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 11 (9.1) 1 / 13 (7.7)  

RR, (95% CI) 1.17, (0.14, 9.80)  0.887 

RRR %, (95% CI) -16.67, (-879.55, 86.10)   

OR, (95% CI) 1.19, (0.11, 13.22)  0.887 

ARR %,(95% CI) 1.40, (-20.93, 23.72)   

Interaction 

p-value [a] 

  0.910 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Blood albumin decreased n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.399 

 

   Blood bilirubin decreased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood creatinine increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood glucose increased n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.552 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Blood lactate dehydrogenase 

increased 

n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.399 

 

   Blood lactic acid increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood potassium increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood sodium decreased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood urea increased n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.399 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations C-reactive protein 

increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Cardiac murmur n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Electrocardiogram ST 

segment elevation 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Electrocardiogram T wave 

abnormal 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Fibrin D dimer increased n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.399 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Globulins increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Glycosylated haemoglobin 

increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

   Platelet count increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.899 

 

   Procalcitonin increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Serum ferritin increased n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.399 

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Hyperchloraemia n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Hyperglycaemia n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.653 
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 1 / 11 (9.1) 2 / 13 (15.4)  

RR, (95% CI) 0.70, (0.11, 4.55)  0.709 

RRR %, (95% CI) 30.00, (-354.93, 89.23)   

OR, (95% CI) 0.66, (0.07, 5.87)  0.707 

ARR %,(95% CI) -6.29, (-32.24, 19.65)   

Interaction 

p-value [a] 

  0.891 

 

   Back pain n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Muscle spasms n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.899 

 

   Muscular weakness n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

   Spinal osteoarthritis n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

Page 521 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Nervous system disorders Disturbance in attention n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.399 

 

   Dizziness n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.364 

 

   Headache n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.439 

 

   Taste disorder n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.899 

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.308 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 1 / 11 (9.1) 1 / 13 (7.7)  

RR, (95% CI) 1.17, (0.14, 9.80)  0.887 

RRR %, (95% CI) -16.67, (-879.55, 86.10)   

OR, (95% CI) 1.19, (0.11, 13.22)  0.887 

ARR %,(95% CI) 1.40, (-20.93, 23.72)   

Interaction 

p-value [a] 

  0.335 

 

   Obstructive sleep apnoea 

syndrome 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Respiratory failure n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Wheezing n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.246 

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.924 

 

Page 523 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.364 

 

   Rash macular n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

 > 5 days Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Abdominal pain n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Anal incontinence n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Gastrointestinal disorders Diarrhoea n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Dry mouth n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Flatulence n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Food poisoning n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Nausea n / N (%) 1 / 22 (4.5) 1 / 20 (5.0)  

RR, (95% CI) 0.91, (0.10, 8.11)  0.935 

RRR %, (95% CI) 8.70, (-711.34, 89.73)   

OR, (95% CI) 0.91, (0.09, 9.46)  0.935 

ARR %,(95% CI) -0.45, (-13.38, 12.47)   
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AstraZeneca   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Gastrointestinal disorders Toothache n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Vomiting n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Fatigue n / N (%) 2 / 22 (9.1) 2 / 20 (10.0)  

RR, (95% CI) 0.91, (0.18, 4.76)  0.914 

RRR %, (95% CI) 8.70, (-375.52, 82.47)   

OR, (95% CI) 0.90, (0.14, 5.81)  0.914 

ARR %,(95% CI) -0.91, (-18.72, 16.90)   

 

   Non-cardiac chest pain n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Pain n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days General disorders and 

administration site 

conditions 

Pyrexia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   COVID-19 n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Chronic sinusitis n / N (%) 1 / 22 (4.5) 1 / 20 (5.0)  

RR, (95% CI) 0.91, (0.10, 8.11)  0.935 

RRR %, (95% CI) 8.70, (-711.34, 89.73)   

OR, (95% CI) 0.91, (0.09, 9.46)  0.935 

ARR %,(95% CI) -0.45, (-13.38, 12.47)   

 

   Epididymitis n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Gastroenteritis viral n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Infections and infestations Otitis media n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Pharyngitis streptococcal n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Pneumonia n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Sinusitis n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Tooth infection n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Urinary tract infection n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Infections and infestations Vulvovaginal mycotic 

infection 

n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 22 (4.5) 1 / 20 (5.0)  

RR, (95% CI) 0.91, (0.10, 8.11)  0.935 

RRR %, (95% CI) 8.70, (-711.34, 89.73)   

OR, (95% CI) 0.91, (0.09, 9.46)  0.935 

ARR %,(95% CI) -0.45, (-13.38, 12.47)   

 

   Infusion related reaction n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Ligament sprain n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Stress fracture n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Tendon rupture n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Investigations Blood bilirubin increased n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Blood glucose increased n / N (%) 3 / 22 (13.6) 1 / 20 (5.0)  

RR, (95% CI) 2.13, (0.35, 13.13)  0.415 

RRR %, (95% CI) -113.04, (-1213.50, 65.45)   

OR, (95% CI) 2.33, (0.31, 17.47)  0.409 

ARR %,(95% CI) 8.64, (-8.59, 25.87)   

 

   Blood potassium decreased n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Pancreatic enzymes 

decreased 

n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Platelet count increased n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Weight decreased n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 1 / 22 (4.5) 2 / 20 (10.0)  

RR, (95% CI) 0.55, (0.08, 3.80)  0.542 

RRR %, (95% CI) 45.22, (-279.65, 92.09)   

OR, (95% CI) 0.52, (0.06, 4.29)  0.541 

ARR %,(95% CI) -5.45, (-21.22, 10.31)   

 

   Muscle spasms n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Musculoskeletal chest pain n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Myalgia n / N (%) 1 / 22 (4.5) 2 / 20 (10.0)  

RR, (95% CI) 0.55, (0.08, 3.80)  0.542 

RRR %, (95% CI) 45.22, (-279.65, 92.09)   

OR, (95% CI) 0.52, (0.06, 4.29)  0.541 

ARR %,(95% CI) -5.45, (-21.22, 10.31)   

 

   Pain in extremity n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Nervous system disorders Amnesia n / N (%) 2 / 22 (9.1) 1 / 20 (5.0)  

RR, (95% CI) 1.52, (0.22, 10.55)  0.671 

RRR %, (95% CI) -52.17, (-954.58, 78.04)   

OR, (95% CI) 1.59, (0.19, 13.17)  0.670 

ARR %,(95% CI) 4.09, (-11.26, 19.44)   
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AstraZeneca   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Nervous system disorders Balance disorder n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Dizziness n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Dysaesthesia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Headache n / N (%) 2 / 22 (9.1) 2 / 20 (10.0)  

RR, (95% CI) 0.91, (0.18, 4.76)  0.914 

RRR %, (95% CI) 8.70, (-375.52, 82.47)   

OR, (95% CI) 0.90, (0.14, 5.81)  0.914 

ARR %,(95% CI) -0.91, (-18.72, 16.90)   

 

   Mental impairment n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Paraesthesia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

Page 532 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Nervous system disorders Parosmia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Taste disorder n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Psychiatric disorders Anxiety n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Generalised anxiety 

disorder 

n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Impaired reasoning n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Insomnia n / N (%) 1 / 22 (4.5) 1 / 20 (5.0)  

RR, (95% CI) 0.91, (0.10, 8.11)  0.935 

RRR %, (95% CI) 8.70, (-711.34, 89.73)   

OR, (95% CI) 0.91, (0.09, 9.46)  0.935 

ARR %,(95% CI) -0.45, (-13.38, 12.47)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Psychiatric disorders Irritability n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Cough n / N (%) 2 / 22 (9.1) 3 / 20 (15.0)  

RR, (95% CI) 0.65, (0.14, 2.96)  0.579 

RRR %, (95% CI) 34.78, (-195.62, 85.61)   

OR, (95% CI) 0.61, (0.11, 3.49)  0.578 

ARR %,(95% CI) -5.91, (-25.64, 13.82)   

 

   Dyspnoea n / N (%) 3 / 22 (13.6) 0 / 20 (0.0)  

RR, (95% CI) 6.39, (0.35, 116.57)  0.211 

RRR %, (95% CI) -539.13, (-11556.8, 64.96)   

OR, (95% CI) 7.36, (0.36, 151.91)  0.196 

ARR %,(95% CI) 13.64, (-0.70, 27.98)   

 

   Nasal congestion n / N (%) 1 / 22 (4.5) 1 / 20 (5.0)  

RR, (95% CI) 0.91, (0.10, 8.11)  0.935 

RRR %, (95% CI) 8.70, (-711.34, 89.73)   

OR, (95% CI) 0.91, (0.09, 9.46)  0.935 

ARR %,(95% CI) -0.45, (-13.38, 12.47)   

 

   Nasal obstruction n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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Table 4.9a 

Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Respiratory, thoracic and 

mediastinal disorders 

Nasal septum deviation n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Oropharyngeal pain n / N (%) 2 / 22 (9.1) 1 / 20 (5.0)  

RR, (95% CI) 1.52, (0.22, 10.55)  0.671 

RRR %, (95% CI) -52.17, (-954.58, 78.04)   

OR, (95% CI) 1.59, (0.19, 13.17)  0.670 

ARR %,(95% CI) 4.09, (-11.26, 19.44)   

 

   Rhinorrhoea n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Wheezing n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Skin and subcutaneous tissue 

disorders 

Alopecia n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Dermatitis contact n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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Incidence of AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Skin and subcutaneous tissue 

disorders 

Diffuse alopecia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Dry skin n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Pruritus n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Cardiac disorders n / N (%) 2 / 17 (11.8) 1 / 14 (7.1)  

RR, (95% CI) 1.39, (0.21, 9.33)  0.735 

RRR %, (95% CI) -38.89, (-833.01, 79.32)   

OR, (95% CI) 1.45, (0.17, 12.48)  0.734 

ARR %,(95% CI) 4.62, (-15.79, 25.03)   

Interaction 

p-value [a] 

  0.849 

 

  General disorders and administration site conditions n / N (%) 4 / 17 (23.5) 2 / 14 (14.3)  

RR, (95% CI) 1.50, (0.38, 6.00)  0.566 

RRR %, (95% CI) -50.00, (-499.77, 62.49)   

OR, (95% CI) 1.67, (0.30, 9.37)  0.562 

ARR %,(95% CI) 9.24, (-18.01, 36.49)   

Interaction 

p-value [a] 

  0.769 

 

  Infections and infestations n / N (%) 2 / 17 (11.8) 3 / 14 (21.4)  

RR, (95% CI) 0.60, (0.14, 2.59)  0.489 

RRR %, (95% CI) 40.48, (-159.21, 86.33)   

OR, (95% CI) 0.53, (0.09, 3.18)  0.488 

ARR %,(95% CI) -9.66, (-36.06, 16.73)   

Interaction 

p-value [a] 

  0.461 

 

  Injury, poisoning and procedural complications n / N (%) 2 / 17 (11.8) 1 / 14 (7.1)  

RR, (95% CI) 1.39, (0.21, 9.33)  0.735 

RRR %, (95% CI) -38.89, (-833.01, 79.32)   

OR, (95% CI) 1.45, (0.17, 12.48)  0.734 

ARR %,(95% CI) 4.62, (-15.79, 25.03)   

Interaction 

p-value [a] 

  0.298 

 

  Investigations n / N (%) 5 / 17 (29.4) 2 / 14 (14.3)  

RR, (95% CI) 1.83, (0.49, 6.92)  0.371 

RRR %, (95% CI) -83.33, (-592.31, 51.45)   

OR, (95% CI) 2.20, (0.41, 11.90)  0.360 

ARR %,(95% CI) 15.13, (-13.25, 43.50)   

Interaction 

p-value [a] 

  0.787 
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AstraZeneca   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Musculoskeletal and connective tissue disorders n / N (%) 2 / 17 (11.8) 4 / 14 (28.6)  

RR, (95% CI) 0.46, (0.12, 1.85)  0.276 

RRR %, (95% CI) 53.70, (-85.11, 88.42)   

OR, (95% CI) 0.38, (0.07, 2.13)  0.269 

ARR %,(95% CI) -16.81, (-44.99, 11.38)   

Interaction 

p-value [a] 

  0.360 

 

  Nervous system disorders n / N (%) 3 / 17 (17.6) 3 / 14 (21.4)  

RR, (95% CI) 0.83, (0.22, 3.10)  0.786 

RRR %, (95% CI) 16.67, (-209.97, 77.60)   

OR, (95% CI) 0.79, (0.15, 4.22)  0.786 

ARR %,(95% CI) -3.78, (-31.90, 24.33)   

Interaction 

p-value [a] 

  0.260 

 

  Psychiatric disorders n / N (%) 3 / 17 (17.6) 1 / 14 (7.1)  

RR, (95% CI) 1.94, (0.33, 11.60)  0.465 

RRR %, (95% CI) -94.44, (-1059.71, 67.40)   

OR, (95% CI) 2.17, (0.28, 16.90)  0.459 

ARR %,(95% CI) 10.50, (-12.09, 33.10)   

Interaction 

p-value [a] 

  0.816 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 4 / 17 (23.5) 4 / 14 (28.6)  

RR, (95% CI) 0.83, (0.27, 2.54)  0.748 

RRR %, (95% CI) 16.67, (-153.51, 72.61)   

OR, (95% CI) 0.78, (0.17, 3.61)  0.748 

ARR %,(95% CI) -5.04, (-36.13, 26.05)   

Interaction 

p-value [a] 

  0.185 

 

 Female sex at 

birth 

Gastrointestinal disorders n / N (%) 3 / 16 (18.8) 3 / 19 (15.8)  

RR, (95% CI) 1.18, (0.31, 4.46)  0.811 

RRR %, (95% CI) -17.65, (-346.20, 68.98)   

OR, (95% CI) 1.22, (0.24, 6.34)  0.811 

ARR %,(95% CI) 2.96, (-22.23, 28.15)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

General disorders and administration site conditions n / N (%) 2 / 16 (12.5) 2 / 19 (10.5)  

RR, (95% CI) 1.18, (0.23, 6.00)  0.845 

RRR %, (95% CI) -17.65, (-500.13, 76.94)   

OR, (95% CI) 1.21, (0.18, 7.96)  0.845 

ARR %,(95% CI) 1.97, (-19.31, 23.26)   

 

  Infections and infestations n / N (%) 4 / 16 (25.0) 4 / 19 (21.1)  

RR, (95% CI) 1.18, (0.38, 3.66)  0.779 

RRR %, (95% CI) -17.65, (-266.19, 62.20)   

OR, (95% CI) 1.24, (0.28, 5.58)  0.779 

ARR %,(95% CI) 3.95, (-24.09, 31.99)   

 

  Investigations n / N (%) 4 / 16 (25.0) 3 / 19 (15.8)  

RR, (95% CI) 1.51, (0.44, 5.22)  0.512 

RRR %, (95% CI) -51.26, (-421.77, 56.15)   

OR, (95% CI) 1.70, (0.35, 8.23)  0.511 

ARR %,(95% CI) 9.21, (-17.60, 36.02)   

 

  Metabolism and nutrition disorders n / N (%) 3 / 16 (18.8) 1 / 19 (5.3)  

RR, (95% CI) 2.75, (0.45, 16.61)  0.272 

RRR %, (95% CI) -174.51, (-1560.91, 54.63)   

OR, (95% CI) 3.20, (0.42, 24.53)  0.263 

ARR %,(95% CI) 13.49, (-8.11, 35.09)   

 

  Musculoskeletal and connective tissue disorders n / N (%) 2 / 16 (12.5) 2 / 19 (10.5)  

RR, (95% CI) 1.18, (0.23, 6.00)  0.845 

RRR %, (95% CI) -17.65, (-500.13, 76.94)   

OR, (95% CI) 1.21, (0.18, 7.96)  0.845 

ARR %,(95% CI) 1.97, (-19.31, 23.26)   

 

  Nervous system disorders n / N (%) 3 / 16 (18.8) 1 / 19 (5.3)  

RR, (95% CI) 2.75, (0.45, 16.61)  0.272 

RRR %, (95% CI) -174.51, (-1560.91, 54.63)   

OR, (95% CI) 3.20, (0.42, 24.53)  0.263 

ARR %,(95% CI) 13.49, (-8.11, 35.09)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Psychiatric disorders n / N (%) 3 / 16 (18.8) 1 / 19 (5.3)  

RR, (95% CI) 2.75, (0.45, 16.61)  0.272 

RRR %, (95% CI) -174.51, (-1560.91, 54.63)   

OR, (95% CI) 3.20, (0.42, 24.53)  0.263 

ARR %,(95% CI) 13.49, (-8.11, 35.09)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 5 / 16 (31.3) 2 / 19 (10.5)  

RR, (95% CI) 2.59, (0.67, 9.96)  0.167 

RRR %, (95% CI) -158.82, (-896.36, 32.77)   

OR, (95% CI) 3.35, (0.63, 17.78)  0.156 

ARR %,(95% CI) 20.72, (-5.85, 47.30)   

 

  Skin and subcutaneous tissue disorders n / N (%) 1 / 16 (6.3) 3 / 19 (15.8)  

RR, (95% CI) 0.50, (0.08, 3.05)  0.456 

RRR %, (95% CI) 49.58, (-205.07, 91.67)   

OR, (95% CI) 0.46, (0.06, 3.49)  0.450 

ARR %,(95% CI) -9.54, (-29.78, 10.70)   

 

Race White Gastrointestinal disorders n / N (%) 4 / 25 (16.0) 3 / 24 (12.5)  

RR, (95% CI) 1.24, (0.34, 4.47)  0.746 

RRR %, (95% CI) -23.63, (-346.62, 65.78)   

OR, (95% CI) 1.29, (0.28, 5.88)  0.746 

ARR %,(95% CI) 3.50, (-16.03, 23.03)   

Interaction 

p-value [a] 

  0.928 

 

  General disorders and administration site conditions n / N (%) 5 / 25 (20.0) 2 / 24 (8.3)  

RR, (95% CI) 2.12, (0.53, 8.50)  0.291 

RRR %, (95% CI) -111.54, (-749.76, 47.34)   

OR, (95% CI) 2.41, (0.48, 12.08)  0.283 

ARR %,(95% CI) 11.67, (-7.52, 30.85)   

Interaction 

p-value [a] 

  0.276 
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Infections and infestations n / N (%) 4 / 25 (16.0) 4 / 24 (16.7)  

RR, (95% CI) 0.96, (0.29, 3.15)  0.948 

RRR %, (95% CI) 3.85, (-214.71, 70.62)   

OR, (95% CI) 0.95, (0.23, 4.02)  0.948 

ARR %,(95% CI) -0.67, (-21.37, 20.04)   

Interaction 

p-value [a] 

  0.788 

 

  Investigations n / N (%) 7 / 25 (28.0) 3 / 24 (12.5)  

RR, (95% CI) 2.06, (0.66, 6.47)  0.215 

RRR %, (95% CI) -106.04, (-546.72, 34.36)   

OR, (95% CI) 2.49, (0.61, 10.23)  0.206 

ARR %,(95% CI) 15.50, (-6.52, 37.52)   

Interaction 

p-value [a] 

  0.535 

 

  Musculoskeletal and connective tissue disorders n / N (%) 3 / 25 (12.0) 3 / 24 (12.5)  

RR, (95% CI) 0.96, (0.24, 3.81)  0.955 

RRR %, (95% CI) 3.85, (-280.72, 75.72)   

OR, (95% CI) 0.96, (0.19, 4.71)  0.955 

ARR %,(95% CI) -0.50, (-18.87, 17.87)   

Interaction 

p-value [a] 

  0.431 

 

  Nervous system disorders n / N (%) 5 / 25 (20.0) 1 / 24 (4.2)  

RR, (95% CI) 3.53, (0.63, 19.69)  0.151 

RRR %, (95% CI) -252.56, (-1868.68, 36.86)   

OR, (95% CI) 4.20, (0.63, 28.10)  0.139 

ARR %,(95% CI) 15.83, (-1.77, 33.43)   

Interaction 

p-value [a] 

  0.063 

 

  Psychiatric disorders n / N (%) 5 / 25 (20.0) 1 / 24 (4.2)  

RR, (95% CI) 3.53, (0.63, 19.69)  0.151 

RRR %, (95% CI) -252.56, (-1868.68, 36.86)   

OR, (95% CI) 4.20, (0.63, 28.10)  0.139 

ARR %,(95% CI) 15.83, (-1.77, 33.43)   

Interaction 

p-value [a] 

  0.376 
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Respiratory, thoracic and mediastinal disorders n / N (%) 7 / 25 (28.0) 5 / 24 (20.8)  

RR, (95% CI) 1.31, (0.51, 3.40)  0.578 

RRR %, (95% CI) -31.12, (-240.24, 49.47)   

OR, (95% CI) 1.44, (0.40, 5.12)  0.576 

ARR %,(95% CI) 7.17, (-16.79, 31.12)   

Interaction 

p-value [a] 

  0.692 

 

  Skin and subcutaneous tissue disorders n / N (%) 2 / 25 (8.0) 2 / 24 (8.3)  

RR, (95% CI) 0.96, (0.18, 5.08)  0.963 

RRR %, (95% CI) 3.85, (-408.17, 81.81)   

OR, (95% CI) 0.96, (0.15, 6.06)  0.963 

ARR %,(95% CI) -0.33, (-15.68, 15.01)   

Interaction 

p-value [a] 

  0.216 

 

 Non-white Blood and lymphatic system disorders n / N (%) 2 / 8 (25.0) 0 / 9 (0.0)  

RR, (95% CI) 5.56, (0.31, 100.94)  0.246 

RRR %, (95% CI) -455.56, (-9994.18, 69.42)   

OR, (95% CI) 7.31, (0.30, 178.57)  0.223 

ARR %,(95% CI) 25.00, (-5.01, 55.01)   

 

  Cardiac disorders n / N (%) 2 / 8 (25.0) 1 / 9 (11.1)  

RR, (95% CI) 1.85, (0.30, 11.35)  0.505 

RRR %, (95% CI) -85.19, (-1034.84, 69.78)   

OR, (95% CI) 2.18, (0.23, 21.04)  0.501 

ARR %,(95% CI) 13.89, (-22.47, 50.25)   

 

  Gastrointestinal disorders n / N (%) 1 / 8 (12.5) 1 / 9 (11.1)  

RR, (95% CI) 1.11, (0.14, 8.86)  0.921 

RRR %, (95% CI) -11.11, (-786.09, 86.07)   

OR, (95% CI) 1.13, (0.10, 13.36)  0.921 

ARR %,(95% CI) 1.39, (-29.38, 32.16)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white General disorders and administration site conditions n / N (%) 1 / 8 (12.5) 2 / 9 (22.2)  

RR, (95% CI) 0.67, (0.11, 4.09)  0.661 

RRR %, (95% CI) 33.33, (-308.54, 89.12)   

OR, (95% CI) 0.60, (0.06, 5.77)  0.658 

ARR %,(95% CI) -9.72, (-45.26, 25.82)   

 

  Infections and infestations n / N (%) 2 / 8 (25.0) 3 / 9 (33.3)  

RR, (95% CI) 0.79, (0.21, 3.06)  0.737 

RRR %, (95% CI) 20.63, (-206.22, 79.43)   

OR, (95% CI) 0.71, (0.10, 5.04)  0.736 

ARR %,(95% CI) -8.33, (-51.33, 34.66)   

 

  Injury, poisoning and procedural complications n / N (%) 0 / 8 (0.0) 2 / 9 (22.2)  

RR, (95% CI) 0.22, (0.01, 4.04)  0.309 

RRR %, (95% CI) 77.78, (-303.77, 98.78)   

OR, (95% CI) 0.18, (0.01, 4.29)  0.287 

ARR %,(95% CI) -22.22, (-49.38, 4.94)   

 

  Investigations n / N (%) 2 / 8 (25.0) 2 / 9 (22.2)  

RR, (95% CI) 1.11, (0.25, 5.00)  0.891 

RRR %, (95% CI) -11.11, (-399.99, 75.31)   

OR, (95% CI) 1.15, (0.15, 8.91)  0.891 

ARR %,(95% CI) 2.78, (-37.70, 43.25)   

 

  Metabolism and nutrition disorders n / N (%) 3 / 8 (37.5) 1 / 9 (11.1)  

RR, (95% CI) 2.59, (0.48, 14.02)  0.269 

RRR %, (95% CI) -159.26, (-1301.50, 52.04)   

OR, (95% CI) 3.61, (0.40, 32.32)  0.252 

ARR %,(95% CI) 26.39, (-12.94, 65.72)   

 

  Musculoskeletal and connective tissue disorders n / N (%) 1 / 8 (12.5) 3 / 9 (33.3)  

RR, (95% CI) 0.48, (0.09, 2.57)  0.389 

RRR %, (95% CI) 52.38, (-157.42, 91.19)   

OR, (95% CI) 0.37, (0.04, 3.29)  0.374 

ARR %,(95% CI) -20.83, (-59.22, 17.56)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Nervous system disorders n / N (%) 1 / 8 (12.5) 3 / 9 (33.3)  

RR, (95% CI) 0.48, (0.09, 2.57)  0.389 

RRR %, (95% CI) 52.38, (-157.42, 91.19)   

OR, (95% CI) 0.37, (0.04, 3.29)  0.374 

ARR %,(95% CI) -20.83, (-59.22, 17.56)   

 

  Psychiatric disorders n / N (%) 1 / 8 (12.5) 1 / 9 (11.1)  

RR, (95% CI) 1.11, (0.14, 8.86)  0.921 

RRR %, (95% CI) -11.11, (-786.09, 86.07)   

OR, (95% CI) 1.13, (0.10, 13.36)  0.921 

ARR %,(95% CI) 1.39, (-29.38, 32.16)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 2 / 8 (25.0) 1 / 9 (11.1)  

RR, (95% CI) 1.85, (0.30, 11.35)  0.505 

RRR %, (95% CI) -85.19, (-1034.84, 69.78)   

OR, (95% CI) 2.18, (0.23, 21.04)  0.501 

ARR %,(95% CI) 13.89, (-22.47, 50.25)   

 

  Skin and subcutaneous tissue disorders n / N (%) 0 / 8 (0.0) 3 / 9 (33.3)  

RR, (95% CI) 0.16, (0.01, 2.67)  0.201 

RRR %, (95% CI) 84.13, (-167.11, 99.06)   

OR, (95% CI) 0.11, (0.00, 2.51)  0.166 

ARR %,(95% CI) -33.33, (-64.13, -2.53)   

 

  Vascular disorders n / N (%) 2 / 8 (25.0) 0 / 9 (0.0)  

RR, (95% CI) 5.56, (0.31, 100.94)  0.246 

RRR %, (95% CI) -455.56, (-9994.18, 69.42)   

OR, (95% CI) 7.31, (0.30, 178.57)  0.223 

ARR %,(95% CI) 25.00, (-5.01, 55.01)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Cardiac disorders n / N (%) 2 / 10 (20.0) 1 / 14 (7.1)  

RR, (95% CI) 2.27, (0.35, 14.73)  0.389 

RRR %, (95% CI) -127.27, (-1372.77, 64.93)   

OR, (95% CI) 2.65, (0.29, 23.86)  0.386 

ARR %,(95% CI) 12.86, (-15.37, 41.08)   

Interaction 

p-value [a] 

  0.472 

 

  Investigations n / N (%) 4 / 10 (40.0) 1 / 14 (7.1)  

RR, (95% CI) 4.09, (0.77, 21.86)  0.099 

RRR %, (95% CI) -309.09, (-2086.46, 23.46)   

OR, (95% CI) 6.23, (0.79, 49.44)  0.083 

ARR %,(95% CI) 32.86, (-0.37, 66.08)   

Interaction 

p-value [a] 

  0.126 

 

  Musculoskeletal and connective tissue disorders n / N (%) 1 / 10 (10.0) 1 / 14 (7.1)  

RR, (95% CI) 1.36, (0.16, 11.42)  0.775 

RRR %, (95% CI) -36.36, (-1042.03, 83.72)   

OR, (95% CI) 1.42, (0.13, 15.83)  0.775 

ARR %,(95% CI) 2.86, (-20.12, 25.83)   

Interaction 

p-value [a] 

  0.453 

 

  Nervous system disorders n / N (%) 2 / 10 (20.0) 1 / 14 (7.1)  

RR, (95% CI) 2.27, (0.35, 14.73)  0.389 

RRR %, (95% CI) -127.27, (-1372.77, 64.93)   

OR, (95% CI) 2.65, (0.29, 23.86)  0.386 

ARR %,(95% CI) 12.86, (-15.37, 41.08)   

Interaction 

p-value [a] 

  0.488 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 4 / 10 (40.0) 1 / 14 (7.1)  

RR, (95% CI) 4.09, (0.77, 21.86)  0.099 

RRR %, (95% CI) -309.09, (-2086.46, 23.46)   

OR, (95% CI) 6.23, (0.79, 49.44)  0.083 

ARR %,(95% CI) 32.86, (-0.37, 66.08)   

Interaction 

p-value [a] 

  0.075 
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Gastrointestinal disorders n / N (%) 4 / 23 (17.4) 3 / 19 (15.8)  

RR, (95% CI) 1.07, (0.30, 3.79)  0.915 

RRR %, (95% CI) -7.14, (-279.45, 69.75)   

OR, (95% CI) 1.09, (0.23, 5.09)  0.915 

ARR %,(95% CI) 1.60, (-20.95, 24.16)   

 

  General disorders and administration site conditions n / N (%) 5 / 23 (21.7) 4 / 19 (21.1)  

RR, (95% CI) 1.02, (0.34, 3.05)  0.974 

RRR %, (95% CI) -1.85, (-204.59, 65.94)   

OR, (95% CI) 1.02, (0.25, 4.22)  0.974 

ARR %,(95% CI) 0.69, (-24.22, 25.59)   

 

  Infections and infestations n / N (%) 4 / 23 (17.4) 7 / 19 (36.8)  

RR, (95% CI) 0.50, (0.18, 1.37)  0.177 

RRR %, (95% CI) 50.00, (-36.85, 81.73)   

OR, (95% CI) 0.38, (0.10, 1.51)  0.171 

ARR %,(95% CI) -19.45, (-46.10, 7.20)   

 

  Injury, poisoning and procedural complications n / N (%) 2 / 23 (8.7) 3 / 19 (15.8)  

RR, (95% CI) 0.60, (0.13, 2.70)  0.501 

RRR %, (95% CI) 40.48, (-169.62, 86.86)   

OR, (95% CI) 0.55, (0.10, 3.14)  0.500 

ARR %,(95% CI) -7.09, (-27.13, 12.94)   

 

  Investigations n / N (%) 5 / 23 (21.7) 4 / 19 (21.1)  

RR, (95% CI) 1.02, (0.34, 3.05)  0.974 

RRR %, (95% CI) -1.85, (-204.59, 65.94)   

OR, (95% CI) 1.02, (0.25, 4.22)  0.974 

ARR %,(95% CI) 0.69, (-24.22, 25.59)   

 

  Metabolism and nutrition disorders n / N (%) 4 / 23 (17.4) 1 / 19 (5.3)  

RR, (95% CI) 2.50, (0.43, 14.39)  0.305 

RRR %, (95% CI) -150.00, (-1338.65, 56.56)   

OR, (95% CI) 2.85, (0.40, 20.09)  0.294 

ARR %,(95% CI) 12.13, (-6.33, 30.59)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Musculoskeletal and connective tissue disorders n / N (%) 3 / 23 (13.0) 5 / 19 (26.3)  

RR, (95% CI) 0.53, (0.16, 1.76)  0.301 

RRR %, (95% CI) 46.97, (-76.35, 84.05)   

OR, (95% CI) 0.45, (0.10, 2.02)  0.297 

ARR %,(95% CI) -13.27, (-37.39, 10.84)   

 

  Nervous system disorders n / N (%) 4 / 23 (17.4) 3 / 19 (15.8)  

RR, (95% CI) 1.07, (0.30, 3.79)  0.915 

RRR %, (95% CI) -7.14, (-279.45, 69.75)   

OR, (95% CI) 1.09, (0.23, 5.09)  0.915 

ARR %,(95% CI) 1.60, (-20.95, 24.16)   

 

  Psychiatric disorders n / N (%) 5 / 23 (21.7) 2 / 19 (10.5)  

RR, (95% CI) 1.83, (0.46, 7.23)  0.387 

RRR %, (95% CI) -83.33, (-623.06, 53.52)   

OR, (95% CI) 2.08, (0.41, 10.64)  0.379 

ARR %,(95% CI) 11.21, (-10.57, 33.00)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 5 / 23 (21.7) 5 / 19 (26.3)  

RR, (95% CI) 0.83, (0.30, 2.32)  0.727 

RRR %, (95% CI) 16.67, (-131.59, 70.01)   

OR, (95% CI) 0.78, (0.20, 3.08)  0.727 

ARR %,(95% CI) -4.58, (-30.58, 21.43)   

 

  Skin and subcutaneous tissue disorders n / N (%) 2 / 23 (8.7) 4 / 19 (21.1)  

RR, (95% CI) 0.46, (0.11, 1.93)  0.290 

RRR %, (95% CI) 53.70, (-93.00, 88.89)   

OR, (95% CI) 0.40, (0.07, 2.15)  0.285 

ARR %,(95% CI) -12.36, (-34.01, 9.29)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Cardiac disorders n / N (%) 2 / 31 (6.5) 2 / 25 (8.0)  

RR, (95% CI) 0.81, (0.15, 4.34)  0.808 

RRR %, (95% CI) 18.75, (-333.74, 84.78)   

OR, (95% CI) 0.80, (0.13, 4.99)  0.808 

ARR %,(95% CI) -1.55, (-15.26, 12.16)   

Interaction 

p-value [a] 

  0.108 

 

  Gastrointestinal disorders n / N (%) 4 / 31 (12.9) 4 / 25 (16.0)  

RR, (95% CI) 0.81, (0.24, 2.70)  0.734 

RRR %, (95% CI) 18.75, (-169.71, 75.52)   

OR, (95% CI) 0.78, (0.19, 3.25)  0.735 

ARR %,(95% CI) -3.10, (-21.69, 15.50)   

Interaction 

p-value [a] 

  0.083 

 

  General disorders and administration site conditions n / N (%) 6 / 31 (19.4) 3 / 25 (12.0)  

RR, (95% CI) 1.51, (0.46, 4.97)  0.499 

RRR %, (95% CI) -50.89, (-396.97, 54.18)   

OR, (95% CI) 1.64, (0.40, 6.76)  0.495 

ARR %,(95% CI) 7.35, (-11.50, 26.21)   

Interaction 

p-value [a] 

  0.797 

 

  Infections and infestations n / N (%) 5 / 31 (16.1) 6 / 25 (24.0)  

RR, (95% CI) 0.69, (0.25, 1.89)  0.467 

RRR %, (95% CI) 31.25, (-88.90, 74.98)   

OR, (95% CI) 0.62, (0.17, 2.23)  0.467 

ARR %,(95% CI) -7.87, (-29.03, 13.29)   

Interaction 

p-value [a] 

  0.161 

 

  Injury, poisoning and procedural complications n / N (%) 2 / 31 (6.5) 3 / 25 (12.0)  

RR, (95% CI) 0.58, (0.12, 2.70)  0.488 

RRR %, (95% CI) 41.96, (-170.25, 87.54)   

OR, (95% CI) 0.54, (0.10, 3.02)  0.487 

ARR %,(95% CI) -5.55, (-20.95, 9.85)   

Interaction 

p-value [a] 

  0.393 
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Investigations n / N (%) 8 / 31 (25.8) 4 / 25 (16.0)  

RR, (95% CI) 1.53, (0.55, 4.25)  0.410 

RRR %, (95% CI) -53.47, (-325.07, 44.59)   

OR, (95% CI) 1.73, (0.48, 6.24)  0.404 

ARR %,(95% CI) 9.81, (-11.26, 30.87)   

Interaction 

p-value [a] 

  0.469 

 

  Metabolism and nutrition disorders n / N (%) 5 / 31 (16.1) 1 / 25 (4.0)  

RR, (95% CI) 2.98, (0.53, 16.80)  0.216 

RRR %, (95% CI) -197.92, (-1579.83, 47.16)   

OR, (95% CI) 3.39, (0.51, 22.37)  0.205 

ARR %,(95% CI) 12.13, (-2.93, 27.18)   

Interaction 

p-value [a] 

  0.426 

 

  Musculoskeletal and connective tissue disorders n / N (%) 4 / 31 (12.9) 4 / 25 (16.0)  

RR, (95% CI) 0.81, (0.24, 2.70)  0.734 

RRR %, (95% CI) 18.75, (-169.71, 75.52)   

OR, (95% CI) 0.78, (0.19, 3.25)  0.735 

ARR %,(95% CI) -3.10, (-21.69, 15.50)   

Interaction 

p-value [a] 

  0.826 

 

  Nervous system disorders n / N (%) 6 / 31 (19.4) 3 / 25 (12.0)  

RR, (95% CI) 1.51, (0.46, 4.97)  0.499 

RRR %, (95% CI) -50.89, (-396.97, 54.18)   

OR, (95% CI) 1.64, (0.40, 6.76)  0.495 

ARR %,(95% CI) 7.35, (-11.50, 26.21)   

Interaction 

p-value [a] 

  0.797 

 

  Psychiatric disorders n / N (%) 6 / 31 (19.4) 2 / 25 (8.0)  

RR, (95% CI) 2.11, (0.54, 8.26)  0.282 

RRR %, (95% CI) -111.25, (-726.15, 45.98)   

OR, (95% CI) 2.40, (0.50, 11.43)  0.273 

ARR %,(95% CI) 11.35, (-6.15, 28.86)   

Interaction 

p-value [a] 

  0.877 
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Respiratory, thoracic and mediastinal disorders n / N (%) 8 / 31 (25.8) 4 / 25 (16.0)  

RR, (95% CI) 1.53, (0.55, 4.25)  0.410 

RRR %, (95% CI) -53.47, (-325.07, 44.59)   

OR, (95% CI) 1.73, (0.48, 6.24)  0.404 

ARR %,(95% CI) 9.81, (-11.26, 30.87)   

Interaction 

p-value [a] 

  0.778 

 

  Skin and subcutaneous tissue disorders n / N (%) 2 / 31 (6.5) 3 / 25 (12.0)  

RR, (95% CI) 0.58, (0.12, 2.70)  0.488 

RRR %, (95% CI) 41.96, (-170.25, 87.54)   

OR, (95% CI) 0.54, (0.10, 3.02)  0.487 

ARR %,(95% CI) -5.55, (-20.95, 9.85)   

Interaction 

p-value [a] 

  0.981 

 

 >=60 Blood and lymphatic system disorders n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Cardiac disorders n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Gastrointestinal disorders n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 General disorders and administration site conditions n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Infections and infestations n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Investigations n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Metabolism and nutrition disorders n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Musculoskeletal and connective tissue disorders n / N (%) 0 / 2 (0.0) 2 / 8 (25.0)  

RR, (95% CI) 0.60, (0.04, 9.30)  0.715 

RRR %, (95% CI) 40.00, (-830.00, 96.13)   

OR, (95% CI) 0.52, (0.02, 15.10)  0.704 

ARR %,(95% CI) -25.00, (-55.02, 5.03)   

 

  Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Nervous system disorders n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Renal and urinary disorders n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Reproductive system and breast disorders n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 1 / 2 (50.0) 2 / 8 (25.0)  

RR, (95% CI) 1.80, (0.38, 8.45)  0.456 

RRR %, (95% CI) -80.00, (-744.71, 61.64)   

OR, (95% CI) 2.60, (0.18, 38.40)  0.487 

ARR %,(95% CI) 25.00, (-50.51, 100.00)   

 

  Skin and subcutaneous tissue disorders n / N (%) 0 / 2 (0.0) 2 / 8 (25.0)  

RR, (95% CI) 0.60, (0.04, 9.30)  0.715 

RRR %, (95% CI) 40.00, (-830.00, 96.13)   

OR, (95% CI) 0.52, (0.02, 15.10)  0.704 

ARR %,(95% CI) -25.00, (-55.02, 5.03)   

 

  Vascular disorders n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

Page 552 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9.1a 
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(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Blood and lymphatic system disorders n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.515 

 

  Cardiac disorders n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.123 

 

  General disorders and administration site conditions n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.665 

 

  Infections and infestations n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.231 

 

  Investigations n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.519 
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Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Metabolism and nutrition disorders n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.402 

 

  Musculoskeletal and connective tissue disorders n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.960 

 

  Renal and urinary disorders n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

  Reproductive system and breast disorders n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.606 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 1 / 1 (100.0) 2 / 4 (50.0)  

RR, (95% CI) 1.50, (0.46, 4.91)  0.503 

RRR %, (95% CI) -50.00, (-391.50, 54.22)   

OR, (95% CI) 3.00, (0.08, 115.34)  0.555 

ARR %,(95% CI) 49.99, (0.95, 99.03)   

Interaction 

p-value [a] 

  0.830 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Skin and subcutaneous tissue disorders n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.803 

 

  Vascular disorders n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.606 

 

 At least one 

comorbidity 

Gastrointestinal disorders n / N (%) 5 / 32 (15.6) 4 / 29 (13.8)  

RR, (95% CI) 1.11, (0.35, 3.49)  0.857 

RRR %, (95% CI) -11.11, (-248.65, 64.59)   

OR, (95% CI) 1.13, (0.29, 4.40)  0.857 

ARR %,(95% CI) 1.83, (-15.94, 19.60)   

 

  General disorders and administration site conditions n / N (%) 6 / 32 (18.8) 3 / 29 (10.3)  

RR, (95% CI) 1.69, (0.51, 5.61)  0.393 

RRR %, (95% CI) -68.83, (-461.50, 49.24)   

OR, (95% CI) 1.86, (0.45, 7.58)  0.388 

ARR %,(95% CI) 8.41, (-9.08, 25.89)   

 

  Infections and infestations n / N (%) 5 / 32 (15.6) 6 / 29 (20.7)  

RR, (95% CI) 0.77, (0.28, 2.14)  0.615 

RRR %, (95% CI) 23.08, (-113.80, 72.32)   

OR, (95% CI) 0.72, (0.20, 2.55)  0.615 

ARR %,(95% CI) -5.06, (-24.45, 14.32)   
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(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Injury, poisoning and procedural complications n / N (%) 2 / 32 (6.3) 3 / 29 (10.3)  

RR, (95% CI) 0.65, (0.14, 3.05)  0.584 

RRR %, (95% CI) 35.06, (-204.68, 86.16)   

OR, (95% CI) 0.62, (0.11, 3.41)  0.583 

ARR %,(95% CI) -4.09, (-17.99, 9.80)   

 

  Investigations n / N (%) 8 / 32 (25.0) 4 / 29 (13.8)  

RR, (95% CI) 1.72, (0.61, 4.81)  0.304 

RRR %, (95% CI) -71.72, (-381.05, 38.70)   

OR, (95% CI) 1.97, (0.55, 7.00)  0.297 

ARR %,(95% CI) 11.21, (-8.35, 30.77)   

 

  Musculoskeletal and connective tissue disorders n / N (%) 4 / 32 (12.5) 5 / 29 (17.2)  

RR, (95% CI) 0.74, (0.24, 2.33)  0.612 

RRR %, (95% CI) 25.62, (-133.39, 76.30)   

OR, (95% CI) 0.70, (0.18, 2.73)  0.611 

ARR %,(95% CI) -4.74, (-22.64, 13.16)   

 

  Nervous system disorders n / N (%) 6 / 32 (18.8) 4 / 29 (13.8)  

RR, (95% CI) 1.31, (0.44, 3.93)  0.626 

RRR %, (95% CI) -31.31, (-292.73, 56.09)   

OR, (95% CI) 1.39, (0.37, 5.20)  0.625 

ARR %,(95% CI) 4.96, (-13.49, 23.41)   

 

  Psychiatric disorders n / N (%) 6 / 32 (18.8) 2 / 29 (6.9)  

RR, (95% CI) 2.36, (0.60, 9.32)  0.219 

RRR %, (95% CI) -136.36, (-832.29, 40.07)   

OR, (95% CI) 2.70, (0.57, 12.75)  0.210 

ARR %,(95% CI) 11.85, (-4.52, 28.22)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 8 / 32 (25.0) 4 / 29 (13.8)  

RR, (95% CI) 1.72, (0.61, 4.81)  0.304 

RRR %, (95% CI) -71.72, (-381.05, 38.70)   

OR, (95% CI) 1.97, (0.55, 7.00)  0.297 

ARR %,(95% CI) 11.21, (-8.35, 30.77)   
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Skin and subcutaneous tissue disorders n / N (%) 2 / 32 (6.3) 4 / 29 (13.8)  

RR, (95% CI) 0.51, (0.12, 2.19)  0.361 

RRR %, (95% CI) 49.49, (-118.53, 88.33)   

OR, (95% CI) 0.46, (0.09, 2.38)  0.357 

ARR %,(95% CI) -7.54, (-22.64, 7.55)   

 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Cardiac disorders n / N (%) 3 / 12 (25.0) 0 / 13 (0.0)  

RR, (95% CI) 7.54, (0.43, 132.35)  0.167 

RRR %, (95% CI) -653.85, (-13134.8, 57.06)   

OR, (95% CI) 9.95, (0.46, 215.84)  0.143 

ARR %,(95% CI) 25.00, (0.50, 49.50)   

Interaction 

p-value [a] 

  0.037 

 

  Gastrointestinal disorders n / N (%) 3 / 12 (25.0) 0 / 13 (0.0)  

RR, (95% CI) 7.54, (0.43, 132.35)  0.167 

RRR %, (95% CI) -653.85, (-13134.8, 57.06)   

OR, (95% CI) 9.95, (0.46, 215.84)  0.143 

ARR %,(95% CI) 25.00, (0.50, 49.50)   

Interaction 

p-value [a] 

  0.057 

 

  General disorders and administration site conditions n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.702 

 

  Infections and infestations n / N (%) 3 / 12 (25.0) 2 / 13 (15.4)  

RR, (95% CI) 1.51, (0.36, 6.34)  0.575 

RRR %, (95% CI) -50.77, (-534.29, 64.16)   

OR, (95% CI) 1.69, (0.27, 10.63)  0.573 

ARR %,(95% CI) 9.62, (-21.77, 41.00)   

Interaction 

p-value [a] 

  0.313 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations n / N (%) 5 / 12 (41.7) 2 / 13 (15.4)  

RR, (95% CI) 2.37, (0.65, 8.61)  0.190 

RRR %, (95% CI) -136.92, (-761.04, 34.81)   

OR, (95% CI) 3.37, (0.58, 19.52)  0.175 

ARR %,(95% CI) 26.28, (-7.82, 60.38)   

Interaction 

p-value [a] 

  0.395 

 

  Metabolism and nutrition disorders n / N (%) 3 / 12 (25.0) 0 / 13 (0.0)  

RR, (95% CI) 7.54, (0.43, 132.35)  0.167 

RRR %, (95% CI) -653.85, (-13134.8, 57.06)   

OR, (95% CI) 9.95, (0.46, 215.84)  0.143 

ARR %,(95% CI) 25.00, (0.50, 49.50)   

Interaction 

p-value [a] 

  0.444 

 

  Musculoskeletal and connective tissue disorders n / N (%) 2 / 12 (16.7) 2 / 13 (15.4)  

RR, (95% CI) 1.08, (0.22, 5.24)  0.927 

RRR %, (95% CI) -7.69, (-423.98, 77.87)   

OR, (95% CI) 1.10, (0.16, 7.64)  0.927 

ARR %,(95% CI) 1.28, (-27.52, 30.08)   

Interaction 

p-value [a] 

  0.500 

 

  Nervous system disorders n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.702 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 4 / 12 (33.3) 1 / 13 (7.7)  

RR, (95% CI) 3.23, (0.60, 17.45)  0.173 

RRR %, (95% CI) -223.08, (-1645.03, 40.19)   

OR, (95% CI) 4.41, (0.57, 34.03)  0.154 

ARR %,(95% CI) 25.64, (-4.71, 55.99)   

Interaction 

p-value [a] 

  0.173 
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AstraZeneca   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Skin and subcutaneous tissue disorders n / N (%) 0 / 12 (0.0) 3 / 13 (23.1)  

RR, (95% CI) 0.15, (0.01, 2.70)  0.200 

RRR %, (95% CI) 84.62, (-170.10, 99.12)   

OR, (95% CI) 0.12, (0.01, 2.60)  0.177 

ARR %,(95% CI) -23.08, (-45.98, -0.17)   

Interaction 

p-value [a] 

  0.233 

 

 > 5 days Gastrointestinal disorders n / N (%) 2 / 21 (9.5) 4 / 20 (20.0)  

RR, (95% CI) 0.53, (0.13, 2.21)  0.383 

RRR %, (95% CI) 46.97, (-120.65, 87.26)   

OR, (95% CI) 0.47, (0.09, 2.52)  0.378 

ARR %,(95% CI) -10.48, (-32.04, 11.09)   

 

  General disorders and administration site conditions n / N (%) 4 / 21 (19.0) 3 / 20 (15.0)  

RR, (95% CI) 1.23, (0.35, 4.34)  0.751 

RRR %, (95% CI) -22.73, (-333.71, 65.27)   

OR, (95% CI) 1.29, (0.27, 6.03)  0.750 

ARR %,(95% CI) 4.05, (-18.91, 27.00)   

 

  Infections and infestations n / N (%) 3 / 21 (14.3) 5 / 20 (25.0)  

RR, (95% CI) 0.61, (0.18, 2.02)  0.415 

RRR %, (95% CI) 39.26, (-101.55, 81.69)   

OR, (95% CI) 0.53, (0.12, 2.39)  0.411 

ARR %,(95% CI) -10.71, (-34.88, 13.45)   

 

  Injury, poisoning and procedural complications n / N (%) 1 / 21 (4.8) 3 / 20 (15.0)  

RR, (95% CI) 0.41, (0.07, 2.52)  0.335 

RRR %, (95% CI) 59.09, (-151.69, 93.35)   

OR, (95% CI) 0.37, (0.05, 2.75)  0.328 

ARR %,(95% CI) -10.24, (-28.34, 7.87)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Investigations n / N (%) 4 / 21 (19.0) 3 / 20 (15.0)  

RR, (95% CI) 1.23, (0.35, 4.34)  0.751 

RRR %, (95% CI) -22.73, (-333.71, 65.27)   

OR, (95% CI) 1.29, (0.27, 6.03)  0.750 

ARR %,(95% CI) 4.05, (-18.91, 27.00)   

 

  Musculoskeletal and connective tissue disorders n / N (%) 2 / 21 (9.5) 4 / 20 (20.0)  

RR, (95% CI) 0.53, (0.13, 2.21)  0.383 

RRR %, (95% CI) 46.97, (-120.65, 87.26)   

OR, (95% CI) 0.47, (0.09, 2.52)  0.378 

ARR %,(95% CI) -10.48, (-32.04, 11.09)   

 

  Nervous system disorders n / N (%) 4 / 21 (19.0) 3 / 20 (15.0)  

RR, (95% CI) 1.23, (0.35, 4.34)  0.751 

RRR %, (95% CI) -22.73, (-333.71, 65.27)   

OR, (95% CI) 1.29, (0.27, 6.03)  0.750 

ARR %,(95% CI) 4.05, (-18.91, 27.00)   

 

  Psychiatric disorders n / N (%) 4 / 21 (19.0) 2 / 20 (10.0)  

RR, (95% CI) 1.72, (0.41, 7.15)  0.457 

RRR %, (95% CI) -71.82, (-614.92, 58.71)   

OR, (95% CI) 1.90, (0.36, 10.19)  0.453 

ARR %,(95% CI) 9.05, (-12.28, 30.38)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 5 / 21 (23.8) 5 / 20 (25.0)  

RR, (95% CI) 0.95, (0.34, 2.65)  0.929 

RRR %, (95% CI) 4.55, (-164.58, 65.56)   

OR, (95% CI) 0.94, (0.24, 3.70)  0.929 

ARR %,(95% CI) -1.19, (-27.50, 25.11)   

 

  Skin and subcutaneous tissue disorders n / N (%) 2 / 21 (9.5) 2 / 20 (10.0)  

RR, (95% CI) 0.95, (0.18, 4.96)  0.956 

RRR %, (95% CI) 4.55, (-396.00, 81.63)   

OR, (95% CI) 0.95, (0.15, 6.12)  0.956 

ARR %,(95% CI) -0.48, (-18.66, 17.70)   
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AstraZeneca   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Cardiac disorders n / N (%) 3 / 23 (13.0) 0 / 12 (0.0)  

RR, (95% CI) 3.79, (0.21, 67.90)  0.365 

RRR %, (95% CI) -279.17, (-6690.43, 78.83)   

OR, (95% CI) 4.27, (0.20, 89.72)  0.350 

ARR %,(95% CI) 13.04, (-0.72, 26.81)   

Interaction 

p-value [a] 

  0.617 

 

  Gastrointestinal disorders n / N (%) 5 / 23 (21.7) 2 / 12 (16.7)  

RR, (95% CI) 1.19, (0.31, 4.52)  0.797 

RRR %, (95% CI) -19.17, (-352.37, 68.61)   

OR, (95% CI) 1.25, (0.23, 6.67)  0.795 

ARR %,(95% CI) 5.07, (-21.92, 32.07)   

Interaction 

p-value [a] 

  0.903 

 

  General disorders and administration site conditions n / N (%) 5 / 23 (21.7) 4 / 12 (33.3)  

RR, (95% CI) 0.66, (0.23, 1.89)  0.440 

RRR %, (95% CI) 33.80, (-88.65, 76.77)   

OR, (95% CI) 0.56, (0.13, 2.48)  0.447 

ARR %,(95% CI) -11.59, (-43.15, 19.96)   

Interaction 

p-value [a] 

  0.172 

 

  Infections and infestations n / N (%) 6 / 23 (26.1) 5 / 12 (41.7)  

RR, (95% CI) 0.64, (0.26, 1.60)  0.338 

RRR %, (95% CI) 35.98, (-59.54, 74.31)   

OR, (95% CI) 0.51, (0.12, 2.10)  0.348 

ARR %,(95% CI) -15.58, (-48.75, 17.59)   

Interaction 

p-value [a] 

  0.976 

 

  Injury, poisoning and procedural complications n / N (%) 2 / 23 (8.7) 3 / 12 (25.0)  

RR, (95% CI) 0.39, (0.09, 1.69)  0.207 

RRR %, (95% CI) 61.31, (-69.29, 91.16)   

OR, (95% CI) 0.32, (0.05, 1.90)  0.208 

ARR %,(95% CI) -16.30, (-43.38, 10.77)   

Interaction 

p-value [a] 

  0.511 
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AstraZeneca   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations n / N (%) 7 / 23 (30.4) 4 / 12 (33.3)  

RR, (95% CI) 0.90, (0.35, 2.34)  0.834 

RRR %, (95% CI) 9.72, (-134.39, 65.23)   

OR, (95% CI) 0.86, (0.21, 3.59)  0.835 

ARR %,(95% CI) -2.90, (-35.53, 29.74)   

Interaction 

p-value [a] 

  0.240 

 

  Metabolism and nutrition disorders n / N (%) 6 / 23 (26.1) 1 / 12 (8.3)  

RR, (95% CI) 2.35, (0.45, 12.13)  0.308 

RRR %, (95% CI) -134.72, (-1112.55, 54.56)   

OR, (95% CI) 2.85, (0.42, 19.52)  0.287 

ARR %,(95% CI) 17.75, (-6.05, 41.56)   

Interaction 

p-value [a] 

  0.847 

 

  Musculoskeletal and connective tissue disorders n / N (%) 4 / 23 (17.4) 3 / 12 (25.0)  

RR, (95% CI) 0.70, (0.20, 2.37)  0.562 

RRR %, (95% CI) 30.36, (-136.60, 79.50)   

OR, (95% CI) 0.63, (0.13, 3.10)  0.566 

ARR %,(95% CI) -7.61, (-36.59, 21.38)   

Interaction 

p-value [a] 

  0.946 

 

  Nervous system disorders n / N (%) 4 / 23 (17.4) 1 / 12 (8.3)  

RR, (95% CI) 1.63, (0.29, 9.08)  0.580 

RRR %, (95% CI) -62.50, (-807.66, 70.91)   

OR, (95% CI) 1.77, (0.24, 12.90)  0.573 

ARR %,(95% CI) 9.06, (-12.95, 31.07)   

Interaction 

p-value [a] 

  0.838 

 

  Psychiatric disorders n / N (%) 5 / 23 (21.7) 1 / 12 (8.3)  

RR, (95% CI) 1.99, (0.37, 10.60)  0.422 

RRR %, (95% CI) -98.61, (-959.79, 62.78)   

OR, (95% CI) 2.28, (0.32, 16.01)  0.408 

ARR %,(95% CI) 13.41, (-9.59, 36.40)   

Interaction 

p-value [a] 

  0.820 
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AstraZeneca   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Respiratory, thoracic and mediastinal disorders n / N (%) 7 / 23 (30.4) 3 / 12 (25.0)  

RR, (95% CI) 1.16, (0.40, 3.40)  0.786 

RRR %, (95% CI) -16.07, (-239.86, 60.36)   

OR, (95% CI) 1.23, (0.28, 5.52)  0.784 

ARR %,(95% CI) 5.43, (-25.45, 36.32)   

Interaction 

p-value [a] 

  0.896 

 

  Skin and subcutaneous tissue disorders n / N (%) 1 / 23 (4.3) 3 / 12 (25.0)  

RR, (95% CI) 0.23, (0.04, 1.39)  0.110 

RRR %, (95% CI) 76.79, (-39.00, 96.12)   

OR, (95% CI) 0.18, (0.02, 1.42)  0.103 

ARR %,(95% CI) -20.65, (-46.53, 5.23)   

Interaction 

p-value [a] 

  0.336 

 

 Positive Respiratory, thoracic and mediastinal disorders n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

  Skin and subcutaneous tissue disorders n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

  Vascular disorders n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Gastrointestinal disorders n / N (%) 0 / 5 (0.0) 2 / 17 (11.8)  

RR, (95% CI) 0.60, (0.03, 10.82)  0.729 

RRR %, (95% CI) 40.00, (-982.17, 96.67)   

OR, (95% CI) 0.56, (0.02, 13.67)  0.725 

ARR %,(95% CI) -11.76, (-27.08, 3.56)   

 

  Infections and infestations n / N (%) 0 / 5 (0.0) 2 / 17 (11.8)  

RR, (95% CI) 0.60, (0.03, 10.82)  0.729 

RRR %, (95% CI) 40.00, (-982.17, 96.67)   

OR, (95% CI) 0.56, (0.02, 13.67)  0.725 

ARR %,(95% CI) -11.76, (-27.08, 3.56)   

 

  Investigations n / N (%) 2 / 5 (40.0) 1 / 17 (5.9)  

RR, (95% CI) 5.00, (0.83, 30.28)  0.080 

RRR %, (95% CI) -400.00, (-2928.10, 17.44)   

OR, (95% CI) 7.86, (0.76, 80.74)  0.083 

ARR %,(95% CI) 34.12, (-10.26, 78.49)   

 

  Musculoskeletal and connective tissue disorders n / N (%) 0 / 5 (0.0) 3 / 17 (17.6)  

RR, (95% CI) 0.43, (0.03, 7.16)  0.555 

RRR %, (95% CI) 57.14, (-615.75, 97.43)   

OR, (95% CI) 0.38, (0.02, 8.54)  0.540 

ARR %,(95% CI) -17.65, (-35.77, 0.48)   

 

  Nervous system disorders n / N (%) 2 / 5 (40.0) 3 / 17 (17.6)  

RR, (95% CI) 2.14, (0.56, 8.14)  0.263 

RRR %, (95% CI) -114.29, (-713.75, 43.57)   

OR, (95% CI) 2.96, (0.40, 21.85)  0.287 

ARR %,(95% CI) 22.35, (-24.25, 68.96)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 1 / 5 (20.0) 3 / 17 (17.6)  

RR, (95% CI) 1.29, (0.24, 6.86)  0.769 

RRR %, (95% CI) -28.57, (-586.26, 75.91)   

OR, (95% CI) 1.38, (0.16, 12.29)  0.772 

ARR %,(95% CI) 2.35, (-37.11, 41.82)   
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Incidence of AEs by System Organ Class - Subgroup Analysis 
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Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Cardiac disorders n / N (%) 3 / 11 (27.3) 0 / 13 (0.0)  

RR, (95% CI) 8.17, (0.47, 142.76)  0.150 

RRR %, (95% CI) -716.67, (-14176.1, 53.28)   

OR, (95% CI) 11.12, (0.51, 243.10)  0.126 

ARR %,(95% CI) 27.27, (0.95, 53.59)   

Interaction 

p-value [a] 

  0.029 

 

  General disorders and administration site conditions n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.626 

 

  Infections and infestations n / N (%) 3 / 11 (27.3) 2 / 13 (15.4)  

RR, (95% CI) 1.63, (0.39, 6.81)  0.501 

RRR %, (95% CI) -63.33, (-581.26, 60.84)   

OR, (95% CI) 1.89, (0.30, 12.04)  0.498 

ARR %,(95% CI) 11.89, (-20.93, 44.71)   

Interaction 

p-value [a] 

  0.253 

 

  Investigations n / N (%) 5 / 11 (45.5) 2 / 13 (15.4)  

RR, (95% CI) 2.57, (0.71, 9.24)  0.149 

RRR %, (95% CI) -156.67, (-823.90, 28.70)   

OR, (95% CI) 3.89, (0.66, 23.03)  0.134 

ARR %,(95% CI) 30.07, (-5.29, 65.43)   

Interaction 

p-value [a] 

  0.311 

 

  Metabolism and nutrition disorders n / N (%) 3 / 11 (27.3) 0 / 13 (0.0)  

RR, (95% CI) 8.17, (0.47, 142.76)  0.150 

RRR %, (95% CI) -716.67, (-14176.1, 53.28)   

OR, (95% CI) 11.12, (0.51, 243.10)  0.126 

ARR %,(95% CI) 27.27, (0.95, 53.59)   

Interaction 

p-value [a] 

  0.391 
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AstraZeneca   
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Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Musculoskeletal and connective tissue disorders n / N (%) 2 / 11 (18.2) 2 / 13 (15.4)  

RR, (95% CI) 1.17, (0.24, 5.63)  0.848 

RRR %, (95% CI) -16.67, (-463.23, 75.83)   

OR, (95% CI) 1.21, (0.17, 8.53)  0.848 

ARR %,(95% CI) 2.80, (-27.27, 32.87)   

Interaction 

p-value [a] 

  0.433 

 

  Nervous system disorders n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.626 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 4 / 11 (36.4) 1 / 13 (7.7)  

RR, (95% CI) 3.50, (0.65, 18.77)  0.144 

RRR %, (95% CI) -250.00, (-1776.67, 34.72)   

OR, (95% CI) 5.00, (0.64, 39.14)  0.125 

ARR %,(95% CI) 28.67, (-3.23, 60.58)   

Interaction 

p-value [a] 

  0.132 

 

  Skin and subcutaneous tissue disorders n / N (%) 0 / 11 (0.0) 3 / 13 (23.1)  

RR, (95% CI) 0.17, (0.01, 2.91)  0.220 

RRR %, (95% CI) 83.33, (-191.35, 99.05)   

OR, (95% CI) 0.13, (0.01, 2.84)  0.195 

ARR %,(95% CI) -23.08, (-45.98, -0.17)   

Interaction 

p-value [a] 

  0.267 

 

 > 5 days Gastrointestinal disorders n / N (%) 3 / 22 (13.6) 4 / 20 (20.0)  

RR, (95% CI) 0.71, (0.20, 2.52)  0.596 

RRR %, (95% CI) 28.99, (-151.71, 79.97)   

OR, (95% CI) 0.66, (0.14, 3.08)  0.595 

ARR %,(95% CI) -6.36, (-29.01, 16.28)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days General disorders and administration site conditions n / N (%) 4 / 22 (18.2) 3 / 20 (15.0)  

RR, (95% CI) 1.17, (0.33, 4.16)  0.804 

RRR %, (95% CI) -17.39, (-316.10, 66.88)   

OR, (95% CI) 1.22, (0.26, 5.69)  0.804 

ARR %,(95% CI) 3.18, (-19.28, 25.65)   

 

  Infections and infestations n / N (%) 3 / 22 (13.6) 5 / 20 (25.0)  

RR, (95% CI) 0.58, (0.17, 1.93)  0.376 

RRR %, (95% CI) 41.90, (-93.40, 82.54)   

OR, (95% CI) 0.51, (0.11, 2.26)  0.372 

ARR %,(95% CI) -11.36, (-35.15, 12.42)   

 

  Injury, poisoning and procedural complications n / N (%) 1 / 22 (4.5) 3 / 20 (15.0)  

RR, (95% CI) 0.39, (0.06, 2.41)  0.312 

RRR %, (95% CI) 60.87, (-141.25, 93.65)   

OR, (95% CI) 0.35, (0.05, 2.61)  0.305 

ARR %,(95% CI) -10.45, (-28.36, 7.45)   

 

  Investigations n / N (%) 4 / 22 (18.2) 3 / 20 (15.0)  

RR, (95% CI) 1.17, (0.33, 4.16)  0.804 

RRR %, (95% CI) -17.39, (-316.10, 66.88)   

OR, (95% CI) 1.22, (0.26, 5.69)  0.804 

ARR %,(95% CI) 3.18, (-19.28, 25.65)   

 

  Musculoskeletal and connective tissue disorders n / N (%) 2 / 22 (9.1) 4 / 20 (20.0)  

RR, (95% CI) 0.51, (0.12, 2.12)  0.352 

RRR %, (95% CI) 49.28, (-111.62, 87.84)   

OR, (95% CI) 0.45, (0.08, 2.39)  0.347 

ARR %,(95% CI) -10.91, (-32.16, 10.34)   

 

  Nervous system disorders n / N (%) 4 / 22 (18.2) 3 / 20 (15.0)  

RR, (95% CI) 1.17, (0.33, 4.16)  0.804 

RRR %, (95% CI) -17.39, (-316.10, 66.88)   

OR, (95% CI) 1.22, (0.26, 5.69)  0.804 

ARR %,(95% CI) 3.18, (-19.28, 25.65)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.9.1a 

Incidence of AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). Only Events occurring in at least 10% of patients or at least 10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Psychiatric disorders n / N (%) 4 / 22 (18.2) 2 / 20 (10.0)  

RR, (95% CI) 1.64, (0.39, 6.86)  0.495 

RRR %, (95% CI) -64.35, (-585.65, 60.61)   

OR, (95% CI) 1.80, (0.34, 9.61)  0.492 

ARR %,(95% CI) 8.18, (-12.62, 28.98)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 5 / 22 (22.7) 5 / 20 (25.0)  

RR, (95% CI) 0.91, (0.33, 2.54)  0.862 

RRR %, (95% CI) 8.70, (-154.02, 67.18)   

OR, (95% CI) 0.89, (0.23, 3.47)  0.862 

ARR %,(95% CI) -2.27, (-28.09, 23.55)   

 

  Skin and subcutaneous tissue disorders n / N (%) 2 / 22 (9.1) 2 / 20 (10.0)  

RR, (95% CI) 0.91, (0.18, 4.76)  0.914 

RRR %, (95% CI) 8.70, (-375.52, 82.47)   

OR, (95% CI) 0.90, (0.14, 5.81)  0.914 

ARR %,(95% CI) -0.91, (-18.72, 16.90)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.447 

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

  Investigations Blood potassium increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 17 (11.8) 0 / 14 (0.0)  

RR, (95% CI) 4.17, (0.22, 80.25)  0.344 

RRR %, (95% CI) -316.67, (-7925.06, 78.37)   

OR, (95% CI) 4.68, (0.21, 105.89)  0.332 

ARR %,(95% CI) 11.76, (-3.55, 27.08)   

Interaction 

p-value [a] 

  0.582 

 

  Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

 Female sex at 

birth 

Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Immune system disorders Seasonal allergy n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Otitis media n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Injury, poisoning and 

procedural complications 

Tendon rupture n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood lactic acid increased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Investigations Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Nervous system disorders Headache n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Respiratory failure n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

Race White General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Immune system disorders Seasonal allergy n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.499 

 

   Otitis media n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

  Injury, poisoning and 

procedural complications 

Tendon rupture n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

  Investigations Blood potassium increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

  Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Nervous system disorders Headache n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Nasal obstruction n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood lactic acid increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Page 575 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Investigations Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Ethnicity Hispanic Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Infections and infestations COVID-19 pneumonia n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.095 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood lactic acid increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood potassium increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Nervous system disorders Headache n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

  Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Respiratory failure n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

 Not Hispanic Cardiac disorders Angina pectoris n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Immune system disorders Seasonal allergy n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Infections and infestations COVID-19 pneumonia n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Otitis media n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Tendon rupture n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 23 (8.7) 0 / 19 (0.0)  

RR, (95% CI) 4.17, (0.21, 81.85)  0.348 

RRR %, (95% CI) -316.67, (-8085.33, 78.79)   

OR, (95% CI) 4.53, (0.20, 100.42)  0.339 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Age Group <60 Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Immune system disorders Seasonal allergy n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.752 

 

   Otitis media n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Injury, poisoning and 

procedural complications 

Tendon rupture n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Blood lactic acid increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Nervous system disorders Headache n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Respiratory failure n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

 >=60 Infections and infestations COVID-19 pneumonia n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Investigations Blood potassium increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

Co-morbidity Status No 

comorbidities 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.715 

 

  Investigations Blood potassium increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

 At least one 

comorbidity 

Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Immune system disorders Seasonal allergy n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Otitis media n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Tendon rupture n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood lactic acid increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Investigations Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   

 

  Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Nervous system disorders Headache n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.749 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood lactic acid increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Blood potassium increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.946 

 

  Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

 > 5 days Cardiac disorders Angina pectoris n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Immune system disorders Seasonal allergy n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Infections and infestations Otitis media n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Tendon rupture n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Nervous system disorders Headache n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Nasal obstruction n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Immune system disorders Seasonal allergy n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 0.90, (0.13, 6.09)  0.916 

RRR %, (95% CI) 9.72, (-508.68, 86.61)   

OR, (95% CI) 0.89, (0.10, 7.63)  0.916 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 

 

   Otitis media n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Tendon rupture n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood lactic acid increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood potassium increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

  Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

 Positive No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Cardiac disorders Angina pectoris n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Nervous system disorders Headache n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Nasal obstruction n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.700 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood lactic acid increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood potassium increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.899 

 

  Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

  Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Cardiac disorders Angina pectoris n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Immune system disorders Seasonal allergy n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Infections and infestations Otitis media n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Tendon rupture n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.10a 

Incidence of Grade 3 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Nervous system disorders Headache n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Nasal obstruction n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Gastrointestinal disorders Food poisoning n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Toothache n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Pyrexia n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.876 

 

  Hepatobiliary disorders Biliary colic n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Immune system disorders Hypersensitivity n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.447 

 

   Epididymitis n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Sinusitis n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Tooth infection n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Stress fracture n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Blood creatinine increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Investigations Blood glucose increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.914 

 

   Blood potassium increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Serum ferritin increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 17 (11.8) 0 / 14 (0.0)  

RR, (95% CI) 4.17, (0.22, 80.25)  0.344 

RRR %, (95% CI) -316.67, (-7925.06, 78.37)   

OR, (95% CI) 4.68, (0.21, 105.89)  0.332 

ARR %,(95% CI) 11.76, (-3.55, 27.08)   

Interaction 

p-value [a] 

  0.483 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 17 (11.8) 1 / 14 (7.1)  

RR, (95% CI) 1.39, (0.21, 9.33)  0.735 

RRR %, (95% CI) -38.89, (-833.01, 79.32)   

OR, (95% CI) 1.45, (0.17, 12.48)  0.734 

ARR %,(95% CI) 4.62, (-15.79, 25.03)   

Interaction 

p-value [a] 

  0.487 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Muscle spasms n / N (%) 2 / 17 (11.8) 0 / 14 (0.0)  

RR, (95% CI) 4.17, (0.22, 80.25)  0.344 

RRR %, (95% CI) -316.67, (-7925.06, 78.37)   

OR, (95% CI) 4.68, (0.21, 105.89)  0.332 

ARR %,(95% CI) 11.76, (-3.55, 27.08)   

Interaction 

p-value [a] 

  0.582 

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

  Nervous system disorders Dysaesthesia n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Headache n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.879 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Psychiatric disorders Insomnia n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Dyspnoea n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.269 

 

  Vascular disorders Hypertension n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.879 

 

 Female sex at 

birth 

Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Gastrointestinal disorders Anal incontinence n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Gastritis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Nausea n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Immune system disorders Immunisation reaction n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Seasonal allergy n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   COVID-19 n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   COVID-19 pneumonia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Infections and infestations Chronic sinusitis n / N (%) 1 / 16 (6.3) 1 / 19 (5.3)  

RR, (95% CI) 1.18, (0.13, 10.29)  0.883 

RRR %, (95% CI) -17.65, (-929.20, 86.55)   

OR, (95% CI) 1.19, (0.11, 12.66)  0.883 

ARR %,(95% CI) 0.99, (-14.55, 16.53)   

 

   Otitis media n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Pharyngitis streptococcal n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Pneumonia n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Urinary tract infection n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Injury, poisoning and 

procedural complications 

Tendon rupture n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood glucose increased n / N (%) 2 / 16 (12.5) 1 / 19 (5.3)  

RR, (95% CI) 1.96, (0.29, 13.35)  0.491 

RRR %, (95% CI) -96.08, (-1235.05, 71.20)   

OR, (95% CI) 2.13, (0.25, 18.03)  0.489 

ARR %,(95% CI) 7.24, (-11.83, 26.30)   

 

   Blood lactic acid increased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood potassium decreased n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Weight decreased n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Hyperglycaemia n / N (%) 1 / 16 (6.3) 1 / 19 (5.3)  

RR, (95% CI) 1.18, (0.13, 10.29)  0.883 

RRR %, (95% CI) -17.65, (-929.20, 86.55)   

OR, (95% CI) 1.19, (0.11, 12.66)  0.883 

ARR %,(95% CI) 0.99, (-14.55, 16.53)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Myalgia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Nervous system disorders Headache n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Paraesthesia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Irritability n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Dyspnoea n / N (%) 2 / 16 (12.5) 0 / 19 (0.0)  

RR, (95% CI) 5.88, (0.30, 114.28)  0.242 

RRR %, (95% CI) -488.24, (-11328.4, 69.72)   

OR, (95% CI) 6.72, (0.30, 150.99)  0.230 

ARR %,(95% CI) 12.50, (-3.71, 28.71)   

 

   Nasal obstruction n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Respiratory, thoracic and 

mediastinal disorders 

Nasal septum deviation n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Oropharyngeal pain n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Respiratory failure n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Rhinorrhoea n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Vascular disorders Hypertension n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Vascular disorders Thrombophlebitis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

Race White Gastrointestinal disorders Anal incontinence n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Eosinophilic oesophagitis n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Food poisoning n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Nausea n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Gastrointestinal disorders Toothache n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Discomfort n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Pyrexia n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.949 

 

  Hepatobiliary disorders Biliary colic n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Immune system disorders Hypersensitivity n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Immunisation reaction n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Seasonal allergy n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Infections and infestations COVID-19 n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   COVID-19 pneumonia n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.499 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Infections and infestations Chronic sinusitis n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.335 

 

   Otitis media n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Pharyngitis streptococcal n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Sinusitis n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Tooth infection n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 
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AstraZeneca   

Protocol: ACTIV-2/A5401 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Infections and infestations Urinary tract infection n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Injury, poisoning and 

procedural complications 

Stress fracture n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Tendon rupture n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Blood creatinine increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Investigations Blood glucose increased n / N (%) 3 / 25 (12.0) 1 / 24 (4.2)  

RR, (95% CI) 2.24, (0.36, 14.02)  0.387 

RRR %, (95% CI) -124.36, (-1301.77, 64.09)   

OR, (95% CI) 2.44, (0.33, 17.97)  0.382 

ARR %,(95% CI) 7.83, (-7.21, 22.87)   

Interaction 

p-value [a] 

  0.731 

 

   Blood potassium increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Serum ferritin increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.874 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 25 (8.0) 2 / 24 (8.3)  

RR, (95% CI) 0.96, (0.18, 5.08)  0.963 

RRR %, (95% CI) 3.85, (-408.17, 81.81)   

OR, (95% CI) 0.96, (0.15, 6.06)  0.963 

ARR %,(95% CI) -0.33, (-15.68, 15.01)   

Interaction 

p-value [a] 

  0.945 
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AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Musculoskeletal and 

connective tissue disorders 

Back pain n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Muscle spasms n / N (%) 2 / 25 (8.0) 0 / 24 (0.0)  

RR, (95% CI) 4.81, (0.24, 95.25)  0.303 

RRR %, (95% CI) -380.77, (-9425.29, 75.73)   

OR, (95% CI) 5.21, (0.24, 114.41)  0.295 

ARR %,(95% CI) 8.00, (-2.64, 18.63)   

Interaction 

p-value [a] 

  0.537 

 

   Myalgia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Nervous system disorders Dysaesthesia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Headache n / N (%) 2 / 25 (8.0) 0 / 24 (0.0)  

RR, (95% CI) 4.81, (0.24, 95.25)  0.303 

RRR %, (95% CI) -380.77, (-9425.29, 75.73)   

OR, (95% CI) 5.21, (0.24, 114.41)  0.295 

ARR %,(95% CI) 8.00, (-2.64, 18.63)   

Interaction 

p-value [a] 

  0.537 
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AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Nervous system disorders Paraesthesia n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Insomnia n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Irritability n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Cough n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Dyspnoea n / N (%) 3 / 25 (12.0) 1 / 24 (4.2)  

RR, (95% CI) 2.24, (0.36, 14.02)  0.387 

RRR %, (95% CI) -124.36, (-1301.77, 64.09)   

OR, (95% CI) 2.44, (0.33, 17.97)  0.382 

ARR %,(95% CI) 7.83, (-7.21, 22.87)   

Interaction 

p-value [a] 

  0.731 

 

   Nasal obstruction n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Nasal septum deviation n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Respiratory, thoracic and 

mediastinal disorders 

Oropharyngeal pain n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Rhinorrhoea n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Vascular disorders Hypertension n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.921 

 

 Non-white Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Gastrointestinal disorders Gastritis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   COVID-19 pneumonia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Chronic sinusitis n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Infections and infestations Epididymitis n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Pneumonia n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Investigations Aspartate aminotransferase 

increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood lactic acid increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Investigations Blood potassium decreased n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Weight decreased n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Hyperglycaemia n / N (%) 2 / 8 (25.0) 1 / 9 (11.1)  

RR, (95% CI) 1.85, (0.30, 11.35)  0.505 

RRR %, (95% CI) -85.19, (-1034.84, 69.78)   

OR, (95% CI) 2.18, (0.23, 21.04)  0.501 

ARR %,(95% CI) 13.89, (-22.47, 50.25)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Vascular disorders Hypertension n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Thrombophlebitis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Ethnicity Hispanic Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

  Gastrointestinal disorders Gastritis n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Infections and infestations COVID-19 pneumonia n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.095 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 10 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.45, (0.02, 10.14)  0.619 

RRR %, (95% CI) 54.55, (-913.65, 97.96)   

OR, (95% CI) 0.43, (0.02, 11.63)  0.615 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.801 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood creatinine increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood glucose increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.555 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Investigations Blood lactic acid increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood potassium increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Serum ferritin increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Nervous system disorders Headache n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.810 

 

  Psychiatric disorders Irritability n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Dyspnoea n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.218 

 

   Nasal obstruction n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Respiratory, thoracic and 

mediastinal disorders 

Oropharyngeal pain n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Respiratory failure n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Rhinorrhoea n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

  Vascular disorders Hypertension n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.810 

 

 Not Hispanic Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

Page 630 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Cardiac disorders Angina pectoris n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Gastrointestinal disorders Anal incontinence n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Food poisoning n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Nausea n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Toothache n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Discomfort n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Pyrexia n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

  Hepatobiliary disorders Biliary colic n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Immune system disorders Hypersensitivity n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Immunisation reaction n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Immune system disorders Seasonal allergy n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   COVID-19 n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   COVID-19 pneumonia n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Chronic sinusitis n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Epididymitis n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Infections and infestations Otitis media n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Pharyngitis streptococcal n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Pneumonia n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Sinusitis n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Tooth infection n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Urinary tract infection n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Stress fracture n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Tendon rupture n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Investigations Aspartate aminotransferase 

increased 

n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Blood glucose increased n / N (%) 2 / 23 (8.7) 1 / 19 (5.3)  

RR, (95% CI) 1.39, (0.20, 9.62)  0.739 

RRR %, (95% CI) -38.89, (-861.97, 79.95)   

OR, (95% CI) 1.43, (0.17, 11.92)  0.739 

ARR %,(95% CI) 3.43, (-11.85, 18.71)   

 

   Blood potassium decreased n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Investigations Weight decreased n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 3 / 23 (13.0) 1 / 19 (5.3)  

RR, (95% CI) 1.94, (0.32, 11.98)  0.474 

RRR %, (95% CI) -94.44, (-1098.11, 68.44)   

OR, (95% CI) 2.11, (0.28, 15.77)  0.469 

ARR %,(95% CI) 7.78, (-9.26, 24.82)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 23 (8.7) 2 / 19 (10.5)  

RR, (95% CI) 0.83, (0.16, 4.34)  0.828 

RRR %, (95% CI) 16.67, (-333.72, 83.99)   

OR, (95% CI) 0.81, (0.13, 5.25)  0.829 

ARR %,(95% CI) -1.83, (-19.80, 16.14)   

 

   Back pain n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Muscle spasms n / N (%) 2 / 23 (8.7) 0 / 19 (0.0)  

RR, (95% CI) 4.17, (0.21, 81.85)  0.348 

RRR %, (95% CI) -316.67, (-8085.33, 78.79)   

OR, (95% CI) 4.53, (0.20, 100.42)  0.339 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

 

   Myalgia n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

Page 636 of 795



AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Nervous system disorders Dysaesthesia n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Headache n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Paraesthesia n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Insomnia n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Dyspnoea n / N (%) 1 / 23 (4.3) 1 / 19 (5.3)  

RR, (95% CI) 0.83, (0.09, 7.40)  0.870 

RRR %, (95% CI) 16.67, (-640.14, 90.62)   

OR, (95% CI) 0.82, (0.08, 8.58)  0.870 

ARR %,(95% CI) -0.92, (-13.96, 12.13)   

 

   Nasal septum deviation n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Vascular disorders Hypertension n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Vascular disorders Thrombophlebitis n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

Age Group <60 Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Leukocytosis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Gastrointestinal disorders Anal incontinence n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Gastrointestinal disorders Eosinophilic oesophagitis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Gastritis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Nausea n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Toothache n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Pyrexia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.703 

 

  Hepatobiliary disorders Biliary colic n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Immune system disorders Hypersensitivity n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Immunisation reaction n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

Page 641 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Immune system disorders Seasonal allergy n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   COVID-19 n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   COVID-19 pneumonia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.752 

 

   Chronic sinusitis n / N (%) 1 / 31 (3.2) 1 / 25 (4.0)  

RR, (95% CI) 0.81, (0.09, 7.36)  0.853 

RRR %, (95% CI) 18.75, (-635.64, 91.03)   

OR, (95% CI) 0.80, (0.08, 8.21)  0.853 

ARR %,(95% CI) -0.77, (-10.66, 9.11)   

Interaction 

p-value [a] 

  0.540 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Infections and infestations Epididymitis n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Otitis media n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Pharyngitis streptococcal n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Pneumonia n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Sinusitis n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Infections and infestations Tooth infection n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Urinary tract infection n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Stress fracture n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Tendon rupture n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Blood glucose increased n / N (%) 3 / 31 (9.7) 1 / 25 (4.0)  

RR, (95% CI) 1.90, (0.30, 11.95)  0.496 

RRR %, (95% CI) -89.58, (-1095.39, 69.93)   

OR, (95% CI) 2.01, (0.27, 14.64)  0.492 

ARR %,(95% CI) 5.68, (-7.26, 18.61)   

Interaction 

p-value [a] 

  0.821 

 

   Blood lactic acid increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Investigations Blood potassium decreased n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Weight decreased n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Hyperglycaemia n / N (%) 3 / 31 (9.7) 1 / 25 (4.0)  

RR, (95% CI) 1.90, (0.30, 11.95)  0.496 

RRR %, (95% CI) -89.58, (-1095.39, 69.93)   

OR, (95% CI) 2.01, (0.27, 14.64)  0.492 

ARR %,(95% CI) 5.68, (-7.26, 18.61)   

Interaction 

p-value [a] 

  0.821 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 31 (6.5) 1 / 25 (4.0)  

RR, (95% CI) 1.35, (0.19, 9.58)  0.761 

RRR %, (95% CI) -35.42, (-858.47, 80.87)   

OR, (95% CI) 1.38, (0.17, 11.24)  0.761 

ARR %,(95% CI) 2.45, (-9.12, 14.02)   

Interaction 

p-value [a] 

  0.876 

 

   Back pain n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Muscle spasms n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 

 

   Myalgia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Nervous system disorders Dysaesthesia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Nervous system disorders Headache n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 

 

   Paraesthesia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Insomnia n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Irritability n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Dyspnoea n / N (%) 3 / 31 (9.7) 0 / 25 (0.0)  

RR, (95% CI) 5.69, (0.31, 105.21)  0.243 

RRR %, (95% CI) -468.75, (-10420.6, 69.25)   

OR, (95% CI) 6.26, (0.31, 127.19)  0.232 

ARR %,(95% CI) 9.68, (-0.73, 20.09)   

Interaction 

p-value [a] 

  0.417 

 

   Nasal obstruction n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Nasal septum deviation n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Oropharyngeal pain n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Rhinorrhoea n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Vascular disorders Hypertension n / N (%) 2 / 31 (6.5) 0 / 25 (0.0)  

RR, (95% CI) 4.06, (0.20, 80.94)  0.358 

RRR %, (95% CI) -306.25, (-7994.25, 79.61)   

OR, (95% CI) 4.32, (0.20, 94.25)  0.352 

ARR %,(95% CI) 6.45, (-2.20, 15.10)   

Interaction 

p-value [a] 

  0.926 

 

   Thrombophlebitis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Gastrointestinal disorders Food poisoning n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  General disorders and 

administration site 

conditions 

Pyrexia n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Investigations Blood creatinine increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Blood potassium increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

   Serum ferritin increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

   Dyspnoea n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

General disorders and 

administration site 

conditions 

Pyrexia n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.606 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.715 

 

  Investigations Blood creatinine increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

   Blood potassium increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

   Serum ferritin increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.749 

 

  Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

   Dyspnoea n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.348 

 

 At least one 

comorbidity 

Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Gastrointestinal disorders Anal incontinence n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Food poisoning n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Gastritis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Gastrointestinal disorders Nausea n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Toothache n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Discomfort n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Pyrexia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Hepatobiliary disorders Biliary colic n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Immune system disorders Hypersensitivity n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Immunisation reaction n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Seasonal allergy n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   COVID-19 n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   COVID-19 pneumonia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Infections and infestations Chronic sinusitis n / N (%) 1 / 32 (3.1) 1 / 29 (3.4)  

RR, (95% CI) 0.91, (0.10, 8.27)  0.933 

RRR %, (95% CI) 9.09, (-727.46, 90.01)   

OR, (95% CI) 0.90, (0.09, 9.20)  0.933 

ARR %,(95% CI) -0.32, (-9.29, 8.65)   

 

   Epididymitis n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Otitis media n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Pharyngitis streptococcal n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Pneumonia n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Sinusitis n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Infections and infestations Tooth infection n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Urinary tract infection n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Stress fracture n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Tendon rupture n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

Page 659 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Investigations Aspartate aminotransferase 

increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood glucose increased n / N (%) 3 / 32 (9.4) 1 / 29 (3.4)  

RR, (95% CI) 2.12, (0.33, 13.46)  0.425 

RRR %, (95% CI) -112.12, (-1245.98, 66.57)   

OR, (95% CI) 2.25, (0.31, 16.34)  0.421 

ARR %,(95% CI) 5.93, (-6.16, 18.01)   

 

   Blood lactic acid increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood potassium decreased n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Investigations Weight decreased n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Hyperglycaemia n / N (%) 3 / 32 (9.4) 1 / 29 (3.4)  

RR, (95% CI) 2.12, (0.33, 13.46)  0.425 

RRR %, (95% CI) -112.12, (-1245.98, 66.57)   

OR, (95% CI) 2.25, (0.31, 16.34)  0.421 

ARR %,(95% CI) 5.93, (-6.16, 18.01)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 32 (6.3) 1 / 29 (3.4)  

RR, (95% CI) 1.52, (0.21, 10.79)  0.678 

RRR %, (95% CI) -51.52, (-978.81, 78.72)   

OR, (95% CI) 1.56, (0.19, 12.56)  0.677 

ARR %,(95% CI) 2.80, (-7.90, 13.50)   

 

   Back pain n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Muscle spasms n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   
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AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Musculoskeletal and 

connective tissue disorders 

Myalgia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Nervous system disorders Dysaesthesia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Headache n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   

 

   Paraesthesia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Psychiatric disorders Insomnia n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Irritability n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Cough n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Dyspnoea n / N (%) 3 / 32 (9.4) 0 / 29 (0.0)  

RR, (95% CI) 6.36, (0.34, 118.18)  0.214 

RRR %, (95% CI) -536.36, (-11718.5, 65.74)   

OR, (95% CI) 7.00, (0.35, 141.56)  0.205 

ARR %,(95% CI) 9.37, (-0.72, 19.47)   

 

   Nasal obstruction n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Nasal septum deviation n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Respiratory, thoracic and 

mediastinal disorders 

Oropharyngeal pain n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Respiratory failure n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Rhinorrhoea n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Vascular disorders Hypertension n / N (%) 2 / 32 (6.3) 0 / 29 (0.0)  

RR, (95% CI) 4.55, (0.23, 90.92)  0.322 

RRR %, (95% CI) -354.55, (-8991.87, 77.28)   

OR, (95% CI) 4.84, (0.22, 105.04)  0.316 

ARR %,(95% CI) 6.25, (-2.14, 14.64)   

 

   Thrombophlebitis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  Gastrointestinal disorders Food poisoning n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Gastritis n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Pyrexia n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.332 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Hepatobiliary disorders Biliary colic n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.749 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Blood creatinine increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood glucose increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.706 

 

   Blood lactic acid increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood potassium increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Serum ferritin increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Hyperglycaemia n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.706 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 1 / 12 (8.3) 1 / 13 (7.7)  

RR, (95% CI) 1.08, (0.13, 9.09)  0.946 

RRR %, (95% CI) -7.69, (-809.44, 87.25)   

OR, (95% CI) 1.09, (0.10, 11.99)  0.946 

ARR %,(95% CI) 0.64, (-20.68, 21.96)   

Interaction 

p-value [a] 

  0.947 

 

   Back pain n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Musculoskeletal and 

connective tissue disorders 

Muscle spasms n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.946 

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

  Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.129 

 

   Respiratory failure n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

  Vascular disorders Hypertension n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.946 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Gastrointestinal disorders Anal incontinence n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Nausea n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Toothache n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Pyrexia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Immune system disorders Hypersensitivity n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Immunisation reaction n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Seasonal allergy n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Infections and infestations COVID-19 n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Chronic sinusitis n / N (%) 1 / 21 (4.8) 1 / 20 (5.0)  

RR, (95% CI) 0.95, (0.11, 8.47)  0.967 

RRR %, (95% CI) 4.55, (-746.75, 89.24)   

OR, (95% CI) 0.95, (0.09, 9.94)  0.967 

ARR %,(95% CI) -0.24, (-13.44, 12.96)   

 

   Epididymitis n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Otitis media n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Pharyngitis streptococcal n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Pneumonia n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Infections and infestations Sinusitis n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Tooth infection n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Urinary tract infection n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Stress fracture n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Tendon rupture n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Investigations Blood glucose increased n / N (%) 2 / 21 (9.5) 1 / 20 (5.0)  

RR, (95% CI) 1.59, (0.23, 11.00)  0.638 

RRR %, (95% CI) -59.09, (-1000.36, 77.00)   

OR, (95% CI) 1.67, (0.20, 13.88)  0.637 

ARR %,(95% CI) 4.52, (-11.25, 20.30)   

 

   Blood potassium decreased n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Weight decreased n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 21 (9.5) 1 / 20 (5.0)  

RR, (95% CI) 1.59, (0.23, 11.00)  0.638 

RRR %, (95% CI) -59.09, (-1000.36, 77.00)   

OR, (95% CI) 1.67, (0.20, 13.88)  0.637 

ARR %,(95% CI) 4.52, (-11.25, 20.30)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 1 / 21 (4.8) 1 / 20 (5.0)  

RR, (95% CI) 0.95, (0.11, 8.47)  0.967 

RRR %, (95% CI) 4.55, (-746.75, 89.24)   

OR, (95% CI) 0.95, (0.09, 9.94)  0.967 

ARR %,(95% CI) -0.24, (-13.44, 12.96)   

 

   Muscle spasms n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Musculoskeletal and 

connective tissue disorders 

Myalgia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Nervous system disorders Dysaesthesia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Headache n / N (%) 2 / 21 (9.5) 0 / 20 (0.0)  

RR, (95% CI) 4.77, (0.24, 93.67)  0.303 

RRR %, (95% CI) -377.27, (-9267.42, 75.68)   

OR, (95% CI) 5.26, (0.24, 116.57)  0.294 

ARR %,(95% CI) 9.52, (-3.03, 22.08)   

 

   Paraesthesia n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Insomnia n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Psychiatric disorders Irritability n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Cough n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Dyspnoea n / N (%) 3 / 21 (14.3) 0 / 20 (0.0)  

RR, (95% CI) 6.68, (0.37, 121.71)  0.200 

RRR %, (95% CI) -568.18, (-12070.7, 63.32)   

OR, (95% CI) 7.76, (0.38, 160.40)  0.185 

ARR %,(95% CI) 14.29, (-0.68, 29.25)   

 

   Nasal obstruction n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Respiratory, thoracic and 

mediastinal disorders 

Nasal septum deviation n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Oropharyngeal pain n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Rhinorrhoea n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Vascular disorders Hypertension n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Thrombophlebitis n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

Page 677 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Leukocytosis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Gastrointestinal disorders Anal incontinence n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Eosinophilic oesophagitis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Food poisoning n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Gastrointestinal disorders Gastritis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Nausea n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Discomfort n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Pyrexia n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Hepatobiliary disorders Biliary colic n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Immune system disorders Hypersensitivity n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Immunisation reaction n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Seasonal allergy n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Infections and infestations Acute sinusitis n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Infections and infestations COVID-19 n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   COVID-19 pneumonia n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 0.90, (0.13, 6.09)  0.916 

RRR %, (95% CI) 9.72, (-508.68, 86.61)   

OR, (95% CI) 0.89, (0.10, 7.63)  0.916 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 

 

   Chronic sinusitis n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.722 

 

   Epididymitis n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Otitis media n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Infections and infestations Pharyngitis streptococcal n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Urinary tract infection n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Stress fracture n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Tendon rupture n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Aspartate aminotransferase 

increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood creatinine increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood glucose increased n / N (%) 3 / 23 (13.0) 1 / 12 (8.3)  

RR, (95% CI) 1.26, (0.21, 7.57)  0.798 

RRR %, (95% CI) -26.39, (-656.76, 78.89)   

OR, (95% CI) 1.31, (0.17, 10.11)  0.796 

ARR %,(95% CI) 4.71, (-16.12, 25.54)   

Interaction 

p-value [a] 

  0.888 

 

   Blood lactic acid increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Blood potassium decreased n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Blood potassium increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Serum ferritin increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Weight decreased n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Hyperglycaemia n / N (%) 3 / 23 (13.0) 1 / 12 (8.3)  

RR, (95% CI) 1.26, (0.21, 7.57)  0.798 

RRR %, (95% CI) -26.39, (-656.76, 78.89)   

OR, (95% CI) 1.31, (0.17, 10.11)  0.796 

ARR %,(95% CI) 4.71, (-16.12, 25.54)   

Interaction 

p-value [a] 

  0.888 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 2 / 23 (8.7) 2 / 12 (16.7)  

RR, (95% CI) 0.54, (0.11, 2.73)  0.458 

RRR %, (95% CI) 45.83, (-173.14, 89.26)   

OR, (95% CI) 0.49, (0.07, 3.27)  0.460 

ARR %,(95% CI) -7.97, (-32.00, 16.05)   

Interaction 

p-value [a] 

  0.677 

 

   Back pain n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Muscle spasms n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Musculoskeletal and 

connective tissue disorders 

Myalgia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Nervous system disorders Paraesthesia n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Irritability n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 1 / 23 (4.3) 1 / 12 (8.3)  

RR, (95% CI) 0.54, (0.06, 4.70)  0.578 

RRR %, (95% CI) 45.83, (-369.77, 93.75)   

OR, (95% CI) 0.51, (0.05, 5.48)  0.579 

ARR %,(95% CI) -3.99, (-21.71, 13.73)   

Interaction 

p-value [a] 

  0.254 

 

Page 686 of 795



AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Respiratory, thoracic and 

mediastinal disorders 

Nasal septum deviation n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Respiratory failure n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Vascular disorders Hypertension n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.959 

 

   Thrombophlebitis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Positive Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

  Vascular disorders Hypertension n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

 Missing Cardiac disorders Angina pectoris n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Gastrointestinal disorders Toothache n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Infections and infestations Pneumonia n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Sinusitis n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Infections and infestations Tooth infection n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Nervous system disorders Dysaesthesia n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Headache n / N (%) 2 / 5 (40.0) 0 / 17 (0.0)  

RR, (95% CI) 15.00, (0.83, 270.54)  0.066 

RRR %, (95% CI) -1400.00, (-26954.2, 16.83)   

OR, (95% CI) 25.00, (0.97, 642.19)  0.052 

ARR %,(95% CI) 40.00, (-2.94, 82.94)   

 

  Psychiatric disorders Insomnia n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Cough n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Dyspnoea n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Nasal obstruction n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Oropharyngeal pain n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Respiratory, thoracic and 

mediastinal disorders 

Rhinorrhoea n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

Treatment Time from 

Symptom Onset 

<= 5 days Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  Gastrointestinal disorders Gastritis n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  General disorders and 

administration site 

conditions 

Cyst n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Pyrexia n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.364 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Hepatobiliary disorders Biliary colic n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  Infections and infestations COVID-19 pneumonia n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.700 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

   Aspartate aminotransferase 

increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood creatine 

phosphokinase increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Blood creatinine increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood glucose increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.653 

 

   Blood lactic acid increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood potassium increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Serum ferritin increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  Metabolism and nutrition 

disorders 

Diabetes mellitus n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Hyperglycaemia n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.653 

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 1 / 11 (9.1) 1 / 13 (7.7)  

RR, (95% CI) 1.17, (0.14, 9.80)  0.887 

RRR %, (95% CI) -16.67, (-879.55, 86.10)   

OR, (95% CI) 1.19, (0.11, 13.22)  0.887 

ARR %,(95% CI) 1.40, (-20.93, 23.72)   

Interaction 

p-value [a] 

  0.891 

 

   Back pain n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 
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AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Musculoskeletal and 

connective tissue disorders 

Muscle spasms n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.899 

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

  Respiratory, thoracic and 

mediastinal disorders 

Dyspnoea n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.150 

 

   Respiratory failure n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

  Vascular disorders Hypertension n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.899 
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Blood and lymphatic system 

disorders 

Anaemia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Gastrointestinal disorders Anal incontinence n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Eosinophilic oesophagitis n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Food poisoning n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Nausea n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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AstraZeneca   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Gastrointestinal disorders Toothache n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  General disorders and 

administration site 

conditions 

Discomfort n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Pyrexia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Immune system disorders Hypersensitivity n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Immunisation reaction n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Seasonal allergy n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Infections and infestations Acute sinusitis n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   COVID-19 n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Chronic sinusitis n / N (%) 1 / 22 (4.5) 1 / 20 (5.0)  

RR, (95% CI) 0.91, (0.10, 8.11)  0.935 

RRR %, (95% CI) 8.70, (-711.34, 89.73)   

OR, (95% CI) 0.91, (0.09, 9.46)  0.935 

ARR %,(95% CI) -0.45, (-13.38, 12.47)   

 

   Epididymitis n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Otitis media n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Pharyngitis streptococcal n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Infections and infestations Pneumonia n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Sinusitis n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Tooth infection n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Urinary tract infection n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Stress fracture n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Injury, poisoning and 

procedural complications 

Tendon rupture n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Investigations Blood glucose increased n / N (%) 2 / 22 (9.1) 1 / 20 (5.0)  

RR, (95% CI) 1.52, (0.22, 10.55)  0.671 

RRR %, (95% CI) -52.17, (-954.58, 78.04)   

OR, (95% CI) 1.59, (0.19, 13.17)  0.670 

ARR %,(95% CI) 4.09, (-11.26, 19.44)   

 

   Blood potassium decreased n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Weight decreased n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 22 (9.1) 1 / 20 (5.0)  

RR, (95% CI) 1.52, (0.22, 10.55)  0.671 

RRR %, (95% CI) -52.17, (-954.58, 78.04)   

OR, (95% CI) 1.59, (0.19, 13.17)  0.670 

ARR %,(95% CI) 4.09, (-11.26, 19.44)   

 

  Musculoskeletal and 

connective tissue disorders 

Arthralgia n / N (%) 1 / 22 (4.5) 1 / 20 (5.0)  

RR, (95% CI) 0.91, (0.10, 8.11)  0.935 

RRR %, (95% CI) 8.70, (-711.34, 89.73)   

OR, (95% CI) 0.91, (0.09, 9.46)  0.935 

ARR %,(95% CI) -0.45, (-13.38, 12.47)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Musculoskeletal and 

connective tissue disorders 

Muscle spasms n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Myalgia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Nervous system disorders Dysaesthesia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Headache n / N (%) 2 / 22 (9.1) 0 / 20 (0.0)  

RR, (95% CI) 4.57, (0.23, 89.72)  0.318 

RRR %, (95% CI) -356.52, (-8871.57, 76.77)   

OR, (95% CI) 5.00, (0.23, 110.71)  0.308 

ARR %,(95% CI) 9.09, (-2.92, 21.10)   

 

   Paraesthesia n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Psychiatric disorders Generalised anxiety 

disorder 

n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Psychiatric disorders Insomnia n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Irritability n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Reproductive system and 

breast disorders 

Uterine disorder n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Cough n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Dyspnoea n / N (%) 3 / 22 (13.6) 0 / 20 (0.0)  

RR, (95% CI) 6.39, (0.35, 116.57)  0.211 

RRR %, (95% CI) -539.13, (-11556.8, 64.96)   

OR, (95% CI) 7.36, (0.36, 151.91)  0.196 

ARR %,(95% CI) 13.64, (-0.70, 27.98)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Nasal septum deviation n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Oropharyngeal pain n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Rhinorrhoea n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Skin and subcutaneous tissue 

disorders 

Dermatitis contact n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Vascular disorders Hypertension n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.11a 

Incidence of Grade 2 or higher AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Vascular disorders Thrombophlebitis n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

 

Page 704 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

   Blood bilirubin increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 

 

   Blood glucose increased n / N (%) 1 / 17 (5.9) 0 / 14 (0.0)  

RR, (95% CI) 2.50, (0.11, 56.98)  0.566 

RRR %, (95% CI) -150.00, (-5597.95, 89.03)   

OR, (95% CI) 2.64, (0.10, 69.88)  0.562 

ARR %,(95% CI) 5.88, (-5.30, 17.07)   

Interaction 

p-value [a] 

  0.758 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Investigations Immature granulocyte count 

increased 

n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

 Female sex at 

birth 

Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Flatulence n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Musculoskeletal and 

connective tissue disorders 

Pain in extremity n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Skin and subcutaneous tissue 

disorders 

Pruritus n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Vascular disorders Thrombophlebitis n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

Race White Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Investigations Blood bilirubin increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Blood glucose increased n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

  Musculoskeletal and 

connective tissue disorders 

Pain in extremity n / N (%) 1 / 25 (4.0) 0 / 24 (0.0)  

RR, (95% CI) 2.88, (0.12, 67.53)  0.510 

RRR %, (95% CI) -188.46, (-6652.93, 87.68)   

OR, (95% CI) 3.00, (0.12, 77.31)  0.508 

ARR %,(95% CI) 4.00, (-3.68, 11.68)   

Interaction 

p-value [a] 

  0.705 

 

 Non-white Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Gastrointestinal disorders Flatulence n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Skin and subcutaneous tissue 

disorders 

Pruritus n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Vascular disorders Thrombophlebitis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Ethnicity Hispanic No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Flatulence n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Infusion related reaction n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Investigations Blood bilirubin increased n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Blood glucose increased n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Musculoskeletal and 

connective tissue disorders 

Pain in extremity n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

 

  Skin and subcutaneous tissue 

disorders 

Pruritus n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Vascular disorders Thrombophlebitis n / N (%) 1 / 23 (4.3) 0 / 19 (0.0)  

RR, (95% CI) 2.50, (0.11, 58.06)  0.568 

RRR %, (95% CI) -150.00, (-5705.59, 89.23)   

OR, (95% CI) 2.60, (0.10, 67.56)  0.565 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

   Flatulence n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Infusion related reaction n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Investigations Blood bilirubin increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group <60 Investigations Blood glucose increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Musculoskeletal and 

connective tissue disorders 

Pain in extremity n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

  Skin and subcutaneous tissue 

disorders 

Pruritus n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

  Vascular disorders Thrombophlebitis n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

 >=60 Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Investigations Aspartate aminotransferase 

increased 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

Co-morbidity Status No 

comorbidities 

Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

   Flatulence n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Infusion related reaction n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Investigations Blood bilirubin increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

   Blood glucose increased n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status At least one 

comorbidity 

Musculoskeletal and 

connective tissue disorders 

Pain in extremity n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Skin and subcutaneous tissue 

disorders 

Pruritus n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

  Vascular disorders Thrombophlebitis n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Immature granulocyte count 

increased 

n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

 > 5 days Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Flatulence n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Infusion related reaction n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

> 5 days Investigations Blood bilirubin increased n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

   Blood glucose increased n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Musculoskeletal and 

connective tissue disorders 

Pain in extremity n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   

 

  Skin and subcutaneous tissue 

disorders 

Pruritus n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Vascular disorders Thrombophlebitis n / N (%) 1 / 21 (4.8) 0 / 20 (0.0)  

RR, (95% CI) 2.86, (0.12, 66.44)  0.512 

RRR %, (95% CI) -186.36, (-6544.33, 87.66)   

OR, (95% CI) 3.00, (0.12, 78.04)  0.509 

ARR %,(95% CI) 4.76, (-4.35, 13.87)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Infusion related reaction n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

  Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Immature granulocyte count 

increased 

n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Musculoskeletal and 

connective tissue disorders 

Pain in extremity n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Vascular disorders Thrombophlebitis n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

 Positive No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

   Flatulence n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Investigations Blood bilirubin increased n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

   Blood glucose increased n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

  Skin and subcutaneous tissue 

disorders 

Pruritus n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Alanine aminotransferase 

increased 

n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

   Aspartate aminotransferase 

increased 

n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 
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Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Immature granulocyte count 

increased 

n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

 > 5 days Gastrointestinal disorders Abdominal discomfort n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

   Flatulence n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Injury, poisoning and 

procedural complications 

Contusion n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Infusion related reaction n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.12a 

Incidence of related AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

> 5 days Investigations Blood bilirubin increased n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

   Blood glucose increased n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Musculoskeletal and 

connective tissue disorders 

Pain in extremity n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   

 

  Skin and subcutaneous tissue 

disorders 

Pruritus n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

  Vascular disorders Thrombophlebitis n / N (%) 1 / 22 (4.5) 0 / 20 (0.0)  

RR, (95% CI) 2.74, (0.12, 63.63)  0.530 

RRR %, (95% CI) -173.91, (-6263.12, 88.21)   

OR, (95% CI) 2.86, (0.11, 74.31)  0.527 

ARR %,(95% CI) 4.55, (-4.16, 13.25)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.13a 

Incidence of AEs leading to death by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 17 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Female sex at 

birth 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 16 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Race White No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 25 (0.0) 0 / 24 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Non-white No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 8 (0.0) 0 / 9 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Ethnicity Hispanic No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.13a 

Incidence of AEs leading to death by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 23 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Age Group <60 No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 31 (0.0) 0 / 25 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 >=60 No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 2 (0.0) 0 / 8 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Co-morbidity Status No 

comorbidities 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 1 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 At least one 

comorbidity 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 32 (0.0) 0 / 29 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.13a 

Incidence of AEs leading to death by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 12 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 > 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 21 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Baseline Antibody 

Status 

Negative No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 23 (0.0) 0 / 12 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Positive No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 17 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.13a 

Incidence of AEs leading to death by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 11 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 > 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 22 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14a 

Incidence of SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.447 

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

 Female sex at 

birth 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

Race White Infections and infestations COVID-19 pneumonia n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.499 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14a 

Incidence of SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

 Non-white Infections and infestations COVID-19 pneumonia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

Ethnicity Hispanic Infections and infestations COVID-19 pneumonia n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.095 

 

 Not Hispanic Infections and infestations COVID-19 pneumonia n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14a 

Incidence of SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Age Group <60 Infections and infestations COVID-19 pneumonia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.752 

 

 >=60 Infections and infestations COVID-19 pneumonia n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14a 

Incidence of SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

Co-morbidity Status No 

comorbidities 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.715 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

 At least one 

comorbidity 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14a 

Incidence of SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Infections and infestations COVID-19 pneumonia n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.749 

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

 > 5 days Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

Baseline Antibody 

Status 

Negative Infections and infestations COVID-19 pneumonia n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 1.04, (0.10, 10.37)  0.971 

RRR %, (95% CI) -4.35, (-937.40, 89.50)   

OR, (95% CI) 1.05, (0.09, 12.88)  0.971 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 

 

 Positive No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14a 

Incidence of SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

Treatment Time from 

Symptom Onset 

<= 5 days Infections and infestations COVID-19 pneumonia n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.700 

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

 > 5 days Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14.1a 

Incidence of SAEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Infections and infestations n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.447 

 

  Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

 Female sex at 

birth 

Infections and infestations n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

Race White Infections and infestations n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.499 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14.1a 

Incidence of SAEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race White Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 

 

 Non-white Infections and infestations n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

Ethnicity Hispanic Infections and infestations n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.095 

 

 Not Hispanic Infections and infestations n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14.1a 

Incidence of SAEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Age Group <60 Infections and infestations n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.752 

 

 >=60 Infections and infestations n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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Table 4.14.1a 

Incidence of SAEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

Co-morbidity Status No 

comorbidities 

Infections and infestations n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.715 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

 At least one 

comorbidity 

Infections and infestations n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   

 

  Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14.1a 

Incidence of SAEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Infections and infestations n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.749 

 

  Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.685 

 

 > 5 days Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

Baseline Antibody 

Status 

Negative Infections and infestations n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 1.04, (0.10, 10.37)  0.971 

RRR %, (95% CI) -4.35, (-937.40, 89.50)   

OR, (95% CI) 1.05, (0.09, 12.88)  0.971 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 

 

 Positive No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.14.1a 

Incidence of SAEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   

 

Treatment Time from 

Symptom Onset 

<= 5 days Infections and infestations n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.700 

 

  Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction 

p-value [a] 

  0.723 

 

 > 5 days Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.15a 

Incidence of SAEs requiring hospitalization by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.447 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 17 (0.0) 1 / 14 (7.1)  

RR, (95% CI) 0.28, (0.01, 6.33)  0.422 

RRR %, (95% CI) 72.22, (-533.11, 98.78)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.417 

ARR %,(95% CI) -7.14, (-20.63, 6.35)   

Interaction 

p-value [a] 

  0.551 

 

 Female sex at 

birth 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

Race White Infections and infestations COVID-19 pneumonia n / N (%) 1 / 25 (4.0) 1 / 24 (4.2)  

RR, (95% CI) 0.96, (0.11, 8.64)  0.972 

RRR %, (95% CI) 3.85, (-763.96, 89.30)   

OR, (95% CI) 0.96, (0.09, 9.89)  0.972 

ARR %,(95% CI) -0.17, (-11.25, 10.92)   

Interaction 

p-value [a] 

  0.499 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction 

p-value [a] 

  0.618 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.15a 

Incidence of SAEs requiring hospitalization by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Infections and infestations COVID-19 pneumonia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Ethnicity Hispanic Infections and infestations COVID-19 pneumonia n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.095 

 

 Not Hispanic Infections and infestations COVID-19 pneumonia n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Age Group <60 Infections and infestations COVID-19 pneumonia n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.752 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.15a 

Incidence of SAEs requiring hospitalization by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Infections and infestations COVID-19 pneumonia n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

Co-morbidity Status No 

comorbidities 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.715 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

 At least one 

comorbidity 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 32 (3.1) 0 / 29 (0.0)  

RR, (95% CI) 2.73, (0.12, 64.42)  0.534 

RRR %, (95% CI) -172.73, (-6342.43, 88.45)   

OR, (95% CI) 2.81, (0.11, 71.72)  0.532 

ARR %,(95% CI) 3.12, (-2.90, 9.15)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.15a 

Incidence of SAEs requiring hospitalization by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Infections and infestations COVID-19 pneumonia n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 2.17, (0.22, 20.94)  0.504 

RRR %, (95% CI) -116.67, (-1994.28, 77.58)   

OR, (95% CI) 2.40, (0.19, 30.52)  0.500 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.749 

 

 > 5 days Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

Baseline Antibody 

Status 

Negative Infections and infestations COVID-19 pneumonia n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 1.04, (0.10, 10.37)  0.971 

RRR %, (95% CI) -4.35, (-937.40, 89.50)   

OR, (95% CI) 1.05, (0.09, 12.88)  0.971 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 

 

 Positive No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.15a 

Incidence of SAEs requiring hospitalization by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Infections and infestations COVID-19 pneumonia n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 2.36, (0.25, 22.70)  0.456 

RRR %, (95% CI) -136.36, (-2170.04, 75.39)   

OR, (95% CI) 2.67, (0.21, 34.20)  0.451 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.700 

 

 > 5 days Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.16a 

Incidence of related SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 17 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Female sex at 

birth 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 16 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Race White No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 25 (0.0) 0 / 24 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Non-white No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 8 (0.0) 0 / 9 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Ethnicity Hispanic No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.16a 

Incidence of related SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 23 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Age Group <60 No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 31 (0.0) 0 / 25 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 >=60 No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 2 (0.0) 0 / 8 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Co-morbidity Status No 

comorbidities 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 1 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 At least one 

comorbidity 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 32 (0.0) 0 / 29 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.16a 

Incidence of related SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 12 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 > 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 21 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Baseline Antibody 

Status 

Negative No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 23 (0.0) 0 / 12 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Positive No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 17 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.16a 

Incidence of related SAEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

NE = Not Evaluable; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 11 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 > 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 22 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.17a 

Incidence of AESIs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 17 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Female sex at 

birth 

Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 16 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.39, (0.02, 9.01)  0.558 

RRR %, (95% CI) 60.78, (-801.17, 98.29)   

OR, (95% CI) 0.37, (0.01, 9.82)  0.555 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Race White No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 25 (0.0) 0 / 24 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Non-white Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

Ethnicity Hispanic No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.17a 

Incidence of AESIs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 23 (0.0) 1 / 19 (5.3)  

RR, (95% CI) 0.28, (0.01, 6.45)  0.425 

RRR %, (95% CI) 72.22, (-545.07, 98.80)   

OR, (95% CI) 0.26, (0.01, 6.82)  0.421 

ARR %,(95% CI) -5.26, (-15.30, 4.78)   

 

Age Group <60 Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 31 (0.0) 1 / 25 (4.0)  

RR, (95% CI) 0.27, (0.01, 6.37)  0.418 

RRR %, (95% CI) 72.92, (-537.41, 98.85)   

OR, (95% CI) 0.26, (0.01, 6.65)  0.415 

ARR %,(95% CI) -4.00, (-11.68, 3.68)   

Interaction 

p-value [a] 

  0.301 

 

 >=60 No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 2 (0.0) 0 / 8 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Co-morbidity Status No 

comorbidities 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 1 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 At least one 

comorbidity 

Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.17a 

Incidence of AESIs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 12 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 > 5 days Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   

 

Baseline Antibody 

Status 

Negative Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

 Positive No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 17 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.17a 

Incidence of AESIs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; 

N = Number of subjects per treatment group; OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 11 (0.0) 0 / 13 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 > 5 days Injury, poisoning and 

procedural complications 

Infusion related reaction n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.447 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 17 (11.8) 0 / 14 (0.0)  

RR, (95% CI) 4.17, (0.22, 80.25)  0.344 

RRR %, (95% CI) -316.67, (-7925.06, 78.37)   

OR, (95% CI) 4.68, (0.21, 105.89)  0.332 

ARR %,(95% CI) 11.76, (-3.55, 27.08)   

Interaction 

p-value [a] 

  0.582 

 

 Female sex at 

birth 

Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Blood lactic acid increased n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Female sex at 

birth 

Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

   Respiratory failure n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

Race White No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 25 (0.0) 0 / 24 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 

 

 Non-white Blood and lymphatic system 

disorders 

Leukocytosis n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Cardiac disorders Angina pectoris n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Infections and infestations COVID-19 pneumonia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Blood lactic acid increased n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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AstraZeneca   
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Ethnicity Hispanic Infections and infestations COVID-19 pneumonia n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.095 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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AstraZeneca   
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Investigations Blood lactic acid increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Blood potassium increased n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

  Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic Respiratory, thoracic and 

mediastinal disorders 

Respiratory failure n / N (%) 1 / 10 (10.0) 0 / 14 (0.0)  

RR, (95% CI) 4.09, (0.18, 91.23)  0.374 

RRR %, (95% CI) -309.09, (-9022.89, 81.66)   

OR, (95% CI) 4.58, (0.17, 124.58)  0.367 

ARR %,(95% CI) 10.00, (-8.59, 28.59)   

Interaction 

p-value [a] 

  0.503 

 

 Not Hispanic No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 23 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Age Group <60 Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Blood lactic acid increased n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.909 
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Infections and infestations COVID-19 pneumonia n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Investigations Blood potassium increased n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Neoplasms benign, malignant 

and unspecified (incl cysts 

and polyps) 

Prostate cancer stage IV n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

Co-morbidity Status No 

comorbidities 

Infections and infestations COVID-19 pneumonia n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.715 
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No 

comorbidities 

Investigations Blood potassium increased n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.227 

 

  Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.956 

 

 At least one 

comorbidity 

No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 32 (0.0) 0 / 29 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Infections and infestations COVID-19 pneumonia n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.749 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Investigations Blood lactic acid increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Blood potassium increased n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 12 (8.3) 0 / 13 (0.0)  

RR, (95% CI) 3.23, (0.14, 72.46)  0.460 

RRR %, (95% CI) -223.08, (-7145.94, 85.59)   

OR, (95% CI) 3.52, (0.13, 95.09)  0.454 

ARR %,(95% CI) 8.33, (-7.31, 23.97)   

Interaction 

p-value [a] 

  0.612 

 

 > 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 21 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Baseline Antibody 

Status 

Negative Infections and infestations COVID-19 pneumonia n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 0.90, (0.13, 6.09)  0.916 

RRR %, (95% CI) 9.72, (-508.68, 86.61)   

OR, (95% CI) 0.89, (0.10, 7.63)  0.916 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Injury, poisoning and 

procedural complications 

Ligament sprain n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

   Tendon rupture n / N (%) 0 / 23 (0.0) 1 / 12 (8.3)  

RR, (95% CI) 0.18, (0.01, 4.12)  0.284 

RRR %, (95% CI) 81.94, (-312.44, 99.21)   

OR, (95% CI) 0.16, (0.01, 4.32)  0.278 

ARR %,(95% CI) -8.33, (-23.97, 7.30)   

Interaction 

p-value [a] 

  0.465 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Blood lactic acid increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations Blood potassium increased n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

   Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 23 (4.3) 0 / 12 (0.0)  

RR, (95% CI) 1.63, (0.07, 37.12)  0.761 

RRR %, (95% CI) -62.50, (-3611.94, 92.89)   

OR, (95% CI) 1.67, (0.06, 44.05)  0.760 

ARR %,(95% CI) 4.35, (-3.99, 12.68)   

Interaction 

p-value [a] 

  0.896 

 

  Metabolism and nutrition 

disorders 

Hyperglycaemia n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

 Positive No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing Respiratory, thoracic and 

mediastinal disorders 

Acute respiratory failure n / N (%) 0 / 5 (0.0) 1 / 17 (5.9)  

RR, (95% CI) 1.00, (0.05, 21.42)  1.000 

RRR %, (95% CI) 0.00, (-2042.05, 95.33)   

OR, (95% CI) 1.00, (0.04, 28.30)  1.000 

ARR %,(95% CI) -5.88, (-17.07, 5.31)   
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Missing Respiratory, thoracic and 

mediastinal disorders 

Nasal obstruction n / N (%) 1 / 5 (20.0) 0 / 17 (0.0)  

RR, (95% CI) 9.00, (0.42, 192.78)  0.160 

RRR %, (95% CI) -800.00, (-19178.5, 57.98)   

OR, (95% CI) 11.67, (0.40, 337.25)  0.152 

ARR %,(95% CI) 20.00, (-15.06, 55.06)   

 

Treatment Time from 

Symptom Onset 

<= 5 days Infections and infestations COVID-19 pneumonia n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.700 

 

  Investigations Blood creatine 

phosphokinase increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood lactic acid increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

   Blood potassium increased n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 
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Table 4.18a 

Incidence of severe AEs by System Organ Class and preferred term - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each preferred term. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 

x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 10 patients 

AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_PT_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Preferred Term Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations Red blood cell sedimentation 

rate increased 

n / N (%) 1 / 11 (9.1) 0 / 13 (0.0)  

RR, (95% CI) 3.50, (0.16, 78.19)  0.429 

RRR %, (95% CI) -250.00, (-7718.74, 84.33)   

OR, (95% CI) 3.86, (0.14, 104.65)  0.423 

ARR %,(95% CI) 9.09, (-7.90, 26.08)   

Interaction 

p-value [a] 

  0.574 

 

 > 5 days No Event for this Endpoint No Event for this Endpoint n / N (%) 0 / 22 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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Table 4.18.1a 

Incidence of severe AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at 

birth 

Infections and infestations n / N (%) 1 / 17 (5.9) 1 / 14 (7.1)  

RR, (95% CI) 0.83, (0.10, 7.20)  0.868 

RRR %, (95% CI) 16.67, (-620.39, 90.36)   

OR, (95% CI) 0.82, (0.08, 8.79)  0.868 

ARR %,(95% CI) -1.26, (-18.79, 16.26)   

Interaction 

p-value [a] 

  0.447 

 

  Metabolism and nutrition disorders n / N (%) 2 / 17 (11.8) 0 / 14 (0.0)  

RR, (95% CI) 4.17, (0.22, 80.25)  0.344 

RRR %, (95% CI) -316.67, (-7925.06, 78.37)   

OR, (95% CI) 4.68, (0.21, 105.89)  0.332 

ARR %,(95% CI) 11.76, (-3.55, 27.08)   

Interaction 

p-value [a] 

  0.582 

 

 Female sex at 

birth 

Investigations n / N (%) 1 / 16 (6.3) 0 / 19 (0.0)  

RR, (95% CI) 3.53, (0.15, 81.11)  0.430 

RRR %, (95% CI) -252.94, (-8010.56, 84.64)   

OR, (95% CI) 3.77, (0.14, 99.24)  0.426 

ARR %,(95% CI) 6.25, (-5.61, 18.11)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 2 / 16 (12.5) 0 / 19 (0.0)  

RR, (95% CI) 5.88, (0.30, 114.28)  0.242 

RRR %, (95% CI) -488.24, (-11328.4, 69.72)   

OR, (95% CI) 6.72, (0.30, 150.99)  0.230 

ARR %,(95% CI) 12.50, (-3.71, 28.71)   

 

Race White No Event for this Endpoint n / N (%) 0 / 25 (0.0) 0 / 24 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction 

p-value [a] 

  NE 
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Table 4.18.1a 

Incidence of severe AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Blood and lymphatic system disorders n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Cardiac disorders n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Infections and infestations n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Injury, poisoning and procedural complications n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Investigations n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

  Metabolism and nutrition disorders n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   
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Table 4.18.1a 

Incidence of severe AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Race Non-white Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 1 / 8 (12.5) 0 / 9 (0.0)  

RR, (95% CI) 3.33, (0.15, 71.90)  0.442 

RRR %, (95% CI) -233.33, (-7090.01, 84.55)   

OR, (95% CI) 3.80, (0.13, 107.31)  0.433 

ARR %,(95% CI) 12.50, (-10.42, 35.42)   

 

Ethnicity Hispanic Infections and infestations n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.095 

 

  Investigations n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.333 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 2 / 10 (20.0) 0 / 14 (0.0)  

RR, (95% CI) 6.82, (0.36, 128.33)  0.200 

RRR %, (95% CI) -581.82, (-12732.8, 63.77)   

OR, (95% CI) 8.53, (0.36, 199.48)  0.183 

ARR %,(95% CI) 20.00, (-4.79, 44.79)   

Interaction 

p-value [a] 

  0.095 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.18.1a 

Incidence of severe AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Not Hispanic No Event for this Endpoint n / N (%) 0 / 23 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Age Group <60 Investigations n / N (%) 1 / 31 (3.2) 0 / 25 (0.0)  

RR, (95% CI) 2.44, (0.10, 57.37)  0.580 

RRR %, (95% CI) -143.75, (-5636.70, 89.64)   

OR, (95% CI) 2.51, (0.10, 64.27)  0.578 

ARR %,(95% CI) 3.23, (-2.99, 9.45)   

Interaction 

p-value [a] 

  0.428 

 

 >=60 Infections and infestations n / N (%) 1 / 2 (50.0) 1 / 8 (12.5)  

RR, (95% CI) 3.00, (0.47, 19.04)  0.244 

RRR %, (95% CI) -200.00, (-1803.89, 52.73)   

OR, (95% CI) 5.00, (0.29, 87.54)  0.271 

ARR %,(95% CI) 37.50, (-35.48, 100.00)   

 

  Investigations n / N (%) 1 / 2 (50.0) 0 / 8 (0.0)  

RR, (95% CI) 9.00, (0.48, 167.16)  0.140 

RRR %, (95% CI) -800.00, (-16616.3, 51.54)   

OR, (95% CI) 17.00, (0.45, 648.20)  0.127 

ARR %,(95% CI) 50.00, (-19.29, 100.00)   

 

  Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) 

n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.18.1a 

Incidence of severe AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Age Group >=60 Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 2 (0.0) 1 / 8 (12.5)  

RR, (95% CI) 1.00, (0.05, 18.57)  1.000 

RRR %, (95% CI) 0.00, (-1757.36, 94.62)   

OR, (95% CI) 1.00, (0.03, 33.32)  1.000 

ARR %,(95% CI) -12.50, (-35.43, 10.44)   

 

Co-morbidity Status No 

comorbidities 

Infections and infestations n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction 

p-value [a] 

  0.715 

 

  Investigations n / N (%) 1 / 1 (100.0) 0 / 4 (0.0)  

RR, (95% CI) 7.50, (0.48, 117.16)  0.151 

RRR %, (95% CI) -650.00, (-11615.7, 51.99)   

OR, (95% CI) 27.00, (0.35, 2057.98)  0.136 

ARR %,(95% CI) 99.99, (97.97, 100.00)   

Interaction 

p-value [a] 

  0.399 

 

  Respiratory, thoracic and mediastinal disorders n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction 

p-value [a] 

  0.446 

 

 At least one 

comorbidity 

No Event for this Endpoint n / N (%) 0 / 32 (0.0) 0 / 29 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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AstraZeneca   
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Data Cut-Off Date: 07JUL2022 

Table 4.18.1a 

Incidence of severe AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Calendar Days from 

First Symptom 

Associated with 

COVID-19 to Start of 

Investigational 

Agent/Placebo 

<= 5 days Infections and infestations n / N (%) 2 / 12 (16.7) 1 / 13 (7.7)  

RR, (95% CI) 1.79, (0.27, 11.74)  0.542 

RRR %, (95% CI) -79.49, (-1074.17, 72.56)   

OR, (95% CI) 1.98, (0.22, 17.63)  0.539 

ARR %,(95% CI) 8.97, (-16.61, 34.56)   

Interaction 

p-value [a] 

  0.749 

 

  Investigations n / N (%) 2 / 12 (16.7) 0 / 13 (0.0)  

RR, (95% CI) 5.38, (0.28, 101.96)  0.262 

RRR %, (95% CI) -438.46, (-10095.9, 71.56)   

OR, (95% CI) 6.43, (0.28, 148.77)  0.246 

ARR %,(95% CI) 16.67, (-4.42, 37.75)   

Interaction 

p-value [a] 

  0.436 

 

 > 5 days No Event for this Endpoint n / N (%) 0 / 21 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Baseline Antibody 

Status 

Negative Infections and infestations n / N (%) 2 / 23 (8.7) 1 / 12 (8.3)  

RR, (95% CI) 0.90, (0.13, 6.09)  0.916 

RRR %, (95% CI) 9.72, (-508.68, 86.61)   

OR, (95% CI) 0.89, (0.10, 7.63)  0.916 

ARR %,(95% CI) 0.36, (-19.06, 19.78)   

Interaction 

p-value [a] 

  0.841 

 

  Injury, poisoning and procedural complications n / N (%) 0 / 23 (0.0) 2 / 12 (16.7)  

RR, (95% CI) 0.11, (0.01, 2.09)  0.141 

RRR %, (95% CI) 89.17, (-109.14, 99.44)   

OR, (95% CI) 0.09, (0.00, 2.03)  0.130 

ARR %,(95% CI) -16.67, (-37.75, 4.42)   

Interaction 

p-value [a] 

  0.272 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.18.1a 

Incidence of severe AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody 

Status 

Negative Investigations n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

  Metabolism and nutrition disorders n / N (%) 2 / 23 (8.7) 0 / 12 (0.0)  

RR, (95% CI) 2.71, (0.14, 52.29)  0.509 

RRR %, (95% CI) -170.83, (-5128.60, 85.97)   

OR, (95% CI) 2.91, (0.13, 65.53)  0.502 

ARR %,(95% CI) 8.70, (-2.82, 20.21)   

Interaction 

p-value [a] 

  0.862 

 

 Positive No Event for this Endpoint n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing Respiratory, thoracic and mediastinal disorders n / N (%) 1 / 5 (20.0) 1 / 17 (5.9)  

RR, (95% CI) 3.00, (0.38, 23.68)  0.297 

RRR %, (95% CI) -200.00, (-2267.92, 61.99)   

OR, (95% CI) 3.67, (0.30, 44.30)  0.307 

ARR %,(95% CI) 14.12, (-22.68, 50.92)   

 

Treatment Time from 

Symptom Onset 

<= 5 days Infections and infestations n / N (%) 2 / 11 (18.2) 1 / 13 (7.7)  

RR, (95% CI) 1.94, (0.30, 12.64)  0.486 

RRR %, (95% CI) -94.44, (-1163.69, 70.08)   

OR, (95% CI) 2.19, (0.24, 19.65)  0.483 

ARR %,(95% CI) 10.49, (-16.52, 37.50)   

Interaction 

p-value [a] 

  0.700 
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Table 4.18.1a 

Incidence of severe AEs by System Organ Class - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each system organ class. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 

100 x (1-Risk ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. Only Events occurring in at least 5% of patients or at least 

10 patients AND in at least 1% of patients in one study arm will be listed. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_SOC_HR_SUBGRP.sas 18SEP2022 22:26 

Category Subgroup System Organ Class Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Treatment Time from 

Symptom Onset 

<= 5 days Investigations n / N (%) 2 / 11 (18.2) 0 / 13 (0.0)  

RR, (95% CI) 5.83, (0.31, 109.99)  0.239 

RRR %, (95% CI) -483.33, (-10899.4, 69.06)   

OR, (95% CI) 7.11, (0.31, 165.44)  0.222 

ARR %,(95% CI) 18.18, (-4.61, 40.97)   

Interaction 

p-value [a] 

  0.399 

 

 > 5 days No Event for this Endpoint n / N (%) 0 / 22 (0.0) 0 / 20 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   
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Table 4.19a 

Incidence of AEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:42 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at birth n / N (%) 9 / 17 (52.9) 8 / 14 (57.1)  

RR, (95% CI) 0.93, (0.49, 1.75)  0.814 

RRR %, (95% CI) 7.35, (-75.30, 51.04)   

OR, (95% CI) 0.84, (0.20, 3.50)  0.815 

ARR %,(95% CI) -4.20, (-39.34, 30.94)   

Interaction p-value [a]   0.624 

 

 Female sex at birth n / N (%) 8 / 16 (50.0) 8 / 19 (42.1)  

RR, (95% CI) 1.19, (0.58, 2.44)  0.640 

RRR %, (95% CI) -18.75, (-143.91, 42.19)   

OR, (95% CI) 1.38, (0.36, 5.24)  0.641 

ARR %,(95% CI) 7.89, (-25.17, 40.96)   

 

Race White n / N (%) 13 / 25 (52.0) 10 / 24 (41.7)  

RR, (95% CI) 1.25, (0.68, 2.29)  0.473 

RRR %, (95% CI) -24.80, (-128.52, 31.84)   

OR, (95% CI) 1.52, (0.49, 4.69)  0.470 

ARR %,(95% CI) 10.33, (-17.46, 38.13)   

Interaction p-value [a]   0.333 

 

 Non-white n / N (%) 4 / 8 (50.0) 6 / 9 (66.7)  

RR, (95% CI) 0.75, (0.33, 1.72)  0.498 

RRR %, (95% CI) 25.00, (-72.49, 67.39)   

OR, (95% CI) 0.50, (0.07, 3.55)  0.488 

ARR %,(95% CI) -16.67, (-63.02, 29.69)   

 

Page 774 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.19a 

Incidence of AEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:42 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic n / N (%) 4 / 10 (40.0) 4 / 14 (28.6)  

RR, (95% CI) 1.40, (0.46, 4.31)  0.557 

RRR %, (95% CI) -40.00, (-330.57, 54.48)   

OR, (95% CI) 1.67, (0.30, 9.27)  0.560 

ARR %,(95% CI) 11.43, (-27.07, 49.92)   

Interaction p-value [a]   0.465 

 

 Not Hispanic n / N (%) 13 / 23 (56.5) 12 / 19 (63.2)  

RR, (95% CI) 0.89, (0.54, 1.47)  0.661 

RRR %, (95% CI) 10.51, (-47.02, 45.52)   

OR, (95% CI) 0.76, (0.22, 2.63)  0.663 

ARR %,(95% CI) -6.64, (-36.32, 23.04)   

 

Age Group <60 n / N (%) 15 / 31 (48.4) 12 / 25 (48.0)  

RR, (95% CI) 1.01, (0.58, 1.74)  0.977 

RRR %, (95% CI) -0.81, (-74.11, 41.63)   

OR, (95% CI) 1.02, (0.35, 2.92)  0.977 

ARR %,(95% CI) 0.39, (-25.94, 26.71)   

Interaction p-value [a]   0.346 

 

 >=60 n / N (%) 2 / 2 (100.0) 4 / 8 (50.0)  

RR, (95% CI) 1.67, (0.73, 3.81)  0.226 

RRR %, (95% CI) -66.67, (-280.84, 27.06)   

OR, (95% CI) 5.00, (0.18, 136.32)  0.340 

ARR %,(95% CI) 50.00, (15.33, 84.66)   
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Table 4.19a 

Incidence of AEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:42 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No comorbidities n / N (%) 1 / 1 (100.0) 3 / 4 (75.0)  

RR, (95% CI) 1.07, (0.40, 2.87)  0.891 

RRR %, (95% CI) -7.14, (-186.80, 59.97)   

OR, (95% CI) 1.29, (0.03, 53.51)  0.895 

ARR %,(95% CI) 24.99, (-17.49, 67.47)   

Interaction p-value [a]   0.982 

 

 At least one comorbidity n / N (%) 16 / 32 (50.0) 13 / 29 (44.8)  

RR, (95% CI) 1.12, (0.66, 1.90)  0.687 

RRR %, (95% CI) -11.54, (-89.89, 34.48)   

OR, (95% CI) 1.23, (0.45, 3.37)  0.686 

ARR %,(95% CI) 5.17, (-19.88, 30.23)   

 

Calendar Days from First Symptom 

Associated with COVID-19 to Start of 

Investigational Agent/Placebo 

<= 5 days n / N (%) 6 / 12 (50.0) 4 / 13 (30.8)  

RR, (95% CI) 1.63, (0.60, 4.38)  0.338 

RRR %, (95% CI) -62.50, (-338.41, 39.77)   

OR, (95% CI) 2.25, (0.44, 11.52)  0.330 

ARR %,(95% CI) 19.23, (-18.58, 57.04)   

Interaction p-value [a]   0.282 

 

 > 5 days n / N (%) 11 / 21 (52.4) 12 / 20 (60.0)  

RR, (95% CI) 0.87, (0.51, 1.50)  0.624 

RRR %, (95% CI) 12.70, (-50.19, 49.25)   

OR, (95% CI) 0.73, (0.21, 2.53)  0.624 

ARR %,(95% CI) -7.62, (-37.91, 22.67)   
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Table 4.19a 

Incidence of AEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:42 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody Status Negative n / N (%) 14 / 23 (60.9) 8 / 12 (66.7)  

RR, (95% CI) 0.91, (0.54, 1.53)  0.730 

RRR %, (95% CI) 8.70, (-53.14, 45.56)   

OR, (95% CI) 0.78, (0.18, 3.36)  0.736 

ARR %,(95% CI) -5.80, (-39.10, 27.51)   

Interaction p-value [a]   0.752 

 

 Positive n / N (%) 1 / 5 (20.0) 0 / 4 (0.0)  

RR, (95% CI) 2.50, (0.13, 48.85)  0.546 

RRR %, (95% CI) -150.00, (-4784.85, 87.21)   

OR, (95% CI) 3.00, (0.09, 95.17)  0.533 

ARR %,(95% CI) 20.00, (-15.07, 55.06)   

 

 Missing n / N (%) 2 / 5 (40.0) 8 / 17 (47.1)  

RR, (95% CI) 0.85, (0.26, 2.78)  0.788 

RRR %, (95% CI) 15.00, (-178.29, 74.04)   

OR, (95% CI) 0.75, (0.10, 5.69)  0.781 

ARR %,(95% CI) -7.06, (-56.12, 42.00)   

 

Treatment Time from Symptom Onset <= 5 days n / N (%) 5 / 11 (45.5) 4 / 13 (30.8)  

RR, (95% CI) 1.48, (0.52, 4.18)  0.463 

RRR %, (95% CI) -47.73, (-318.42, 47.84)   

OR, (95% CI) 1.88, (0.35, 9.98)  0.461 

ARR %,(95% CI) 14.69, (-23.98, 53.35)   

Interaction p-value [a]   0.420 

 

 > 5 days n / N (%) 12 / 22 (54.5) 12 / 20 (60.0)  

RR, (95% CI) 0.91, (0.54, 1.53)  0.721 

RRR %, (95% CI) 9.09, (-53.38, 46.12)   

OR, (95% CI) 0.80, (0.23, 2.73)  0.721 

ARR %,(95% CI) -5.45, (-35.35, 24.44)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.20a 

Incidence of SAEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:43 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at birth n / N (%) 0 / 17 (0.0) 2 / 14 (14.3)  

RR, (95% CI) 0.17, (0.01, 3.21)  0.235 

RRR %, (95% CI) 83.33, (-221.00, 99.13)   

OR, (95% CI) 0.14, (0.01, 3.24)  0.222 

ARR %,(95% CI) -14.29, (-32.62, 4.04)   

Interaction p-value [a]   0.383 

 

 Female sex at birth n / N (%) 0 / 16 (0.0) 0 / 19 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

Race White n / N (%) 0 / 25 (0.0) 1 / 24 (4.2)  

RR, (95% CI) 0.32, (0.01, 7.50)  0.479 

RRR %, (95% CI) 67.95, (-650.33, 98.63)   

OR, (95% CI) 0.31, (0.01, 7.92)  0.476 

ARR %,(95% CI) -4.17, (-12.16, 3.83)   

Interaction p-value [a]   0.973 

 

 Non-white n / N (%) 0 / 8 (0.0) 1 / 9 (11.1)  

RR, (95% CI) 0.37, (0.02, 7.99)  0.526 

RRR %, (95% CI) 62.96, (-698.89, 98.28)   

OR, (95% CI) 0.33, (0.01, 9.40)  0.519 

ARR %,(95% CI) -11.11, (-31.64, 9.42)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.20a 

Incidence of SAEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:43 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic n / N (%) 0 / 10 (0.0) 0 / 14 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Not Hispanic n / N (%) 0 / 23 (0.0) 2 / 19 (10.5)  

RR, (95% CI) 0.17, (0.01, 3.27)  0.238 

RRR %, (95% CI) 83.33, (-227.41, 99.15)   

OR, (95% CI) 0.15, (0.01, 3.30)  0.228 

ARR %,(95% CI) -10.53, (-24.33, 3.27)   

 

Age Group <60 n / N (%) 0 / 31 (0.0) 0 / 25 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 >=60 n / N (%) 0 / 2 (0.0) 2 / 8 (25.0)  

RR, (95% CI) 0.60, (0.04, 9.30)  0.715 

RRR %, (95% CI) 40.00, (-830.00, 96.13)   

OR, (95% CI) 0.52, (0.02, 15.10)  0.704 

ARR %,(95% CI) -25.00, (-55.02, 5.03)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.20a 

Incidence of SAEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:43 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No comorbidities n / N (%) 0 / 1 (0.0) 1 / 4 (25.0)  

RR, (95% CI) 0.83, (0.05, 13.02)  0.897 

RRR %, (95% CI) 16.67, (-1201.74, 94.67)   

OR, (95% CI) 0.78, (0.02, 32.37)  0.895 

ARR %,(95% CI) -24.99, (-67.47, 17.49)   

Interaction p-value [a]   0.695 

 

 At least one comorbidity n / N (%) 0 / 32 (0.0) 1 / 29 (3.4)  

RR, (95% CI) 0.30, (0.01, 7.16)  0.459 

RRR %, (95% CI) 69.70, (-615.83, 98.72)   

OR, (95% CI) 0.29, (0.01, 7.46)  0.457 

ARR %,(95% CI) -3.45, (-10.09, 3.19)   

 

Calendar Days from First Symptom 

Associated with COVID-19 to Start of 

Investigational Agent/Placebo 

<= 5 days n / N (%) 0 / 12 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.36, (0.02, 8.05)  0.519 

RRR %, (95% CI) 64.10, (-705.10, 98.40)   

OR, (95% CI) 0.33, (0.01, 8.99)  0.513 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction p-value [a]   0.967 

 

 > 5 days n / N (%) 0 / 21 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.32, (0.01, 7.38)  0.475 

RRR %, (95% CI) 68.18, (-638.26, 98.63)   

OR, (95% CI) 0.30, (0.01, 7.87)  0.472 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.20a 

Incidence of SAEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:43 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody Status Negative n / N (%) 0 / 23 (0.0) 0 / 12 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

Interaction p-value [a]   NE 

 

 Positive n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing n / N (%) 0 / 5 (0.0) 2 / 17 (11.8)  

RR, (95% CI) 0.60, (0.03, 10.82)  0.729 

RRR %, (95% CI) 40.00, (-982.17, 96.67)   

OR, (95% CI) 0.56, (0.02, 13.67)  0.725 

ARR %,(95% CI) -11.76, (-27.08, 3.56)   

 

Treatment Time from Symptom Onset <= 5 days n / N (%) 0 / 11 (0.0) 1 / 13 (7.7)  

RR, (95% CI) 0.39, (0.02, 8.69)  0.551 

RRR %, (95% CI) 61.11, (-768.75, 98.26)   

OR, (95% CI) 0.36, (0.01, 9.82)  0.546 

ARR %,(95% CI) -7.69, (-22.18, 6.79)   

Interaction p-value [a]   0.924 

 

 > 5 days n / N (%) 0 / 22 (0.0) 1 / 20 (5.0)  

RR, (95% CI) 0.30, (0.01, 7.07)  0.459 

RRR %, (95% CI) 69.57, (-607.01, 98.69)   

OR, (95% CI) 0.29, (0.01, 7.51)  0.455 

ARR %,(95% CI) -5.00, (-14.55, 4.55)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.21a 

Incidence of Severe AEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:43 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Sex Male sex at birth n / N (%) 4 / 17 (23.5) 3 / 14 (21.4)  

RR, (95% CI) 1.10, (0.29, 4.11)  0.889 

RRR %, (95% CI) -9.80, (-310.75, 70.65)   

OR, (95% CI) 1.13, (0.21, 6.17)  0.889 

ARR %,(95% CI) 2.10, (-27.37, 31.57)   

Interaction p-value [a]   0.470 

 

 Female sex at birth n / N (%) 4 / 16 (25.0) 2 / 19 (10.5)  

RR, (95% CI) 2.38, (0.50, 11.32)  0.278 

RRR %, (95% CI) -137.50, (-1032.11, 50.18)   

OR, (95% CI) 2.83, (0.44, 18.04)  0.270 

ARR %,(95% CI) 14.47, (-10.84, 39.78)   

 

Race White n / N (%) 6 / 25 (24.0) 2 / 24 (8.3)  

RR, (95% CI) 2.88, (0.64, 12.90)  0.167 

RRR %, (95% CI) -188.00, (-1189.54, 35.68)   

OR, (95% CI) 3.47, (0.63, 19.28)  0.154 

ARR %,(95% CI) 15.67, (-4.40, 35.73)   

Interaction p-value [a]   0.228 

 

 Non-white n / N (%) 2 / 8 (25.0) 3 / 9 (33.3)  

RR, (95% CI) 0.75, (0.16, 3.41)  0.710 

RRR %, (95% CI) 25.00, (-241.09, 83.51)   

OR, (95% CI) 0.67, (0.08, 5.54)  0.707 

ARR %,(95% CI) -8.33, (-51.33, 34.66)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.21a 

Incidence of Severe AEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:43 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Ethnicity Hispanic n / N (%) 3 / 10 (30.0) 0 / 14 (0.0)  

RR, (95% CI) 9.55, (0.55, 166.55)  0.122 

RRR %, (95% CI) -854.55, (-16554.9, 45.29)   

OR, (95% CI) 13.53, (0.61, 297.88)  0.099 

ARR %,(95% CI) 30.00, (1.60, 58.40)   

Interaction p-value [a]   0.066 

 

 Not Hispanic n / N (%) 5 / 23 (21.7) 5 / 19 (26.3)  

RR, (95% CI) 0.83, (0.28, 2.43)  0.729 

RRR %, (95% CI) 17.39, (-143.37, 71.96)   

OR, (95% CI) 0.78, (0.19, 3.23)  0.729 

ARR %,(95% CI) -4.58, (-30.58, 21.43)   

 

Age Group <60 n / N (%) 7 / 31 (22.6) 3 / 25 (12.0)  

RR, (95% CI) 1.88, (0.54, 6.54)  0.320 

RRR %, (95% CI) -88.17, (-553.95, 45.85)   

OR, (95% CI) 2.14, (0.49, 9.31)  0.311 

ARR %,(95% CI) 10.58, (-8.88, 30.05)   

Interaction p-value [a]   0.850 

 

 >=60 n / N (%) 1 / 2 (50.0) 2 / 8 (25.0)  

RR, (95% CI) 2.00, (0.32, 12.51)  0.459 

RRR %, (95% CI) -100.00, (-1151.00, 68.03)   

OR, (95% CI) 3.00, (0.12, 73.64)  0.501 

ARR %,(95% CI) 25.00, (-50.51, 100.00)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.21a 

Incidence of Severe AEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:43 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Co-morbidity Status No comorbidities n / N (%) 1 / 1 (100.0) 1 / 4 (25.0)  

RR, (95% CI) 2.50, (0.53, 11.89)  0.250 

RRR %, (95% CI) -150.00, (-1089.45, 47.45)   

OR, (95% CI) 7.00, (0.17, 291.34)  0.306 

ARR %,(95% CI) 74.99, (32.51, 100.00)   

Interaction p-value [a]   0.484 

 

 At least one comorbidity n / N (%) 7 / 32 (21.9) 4 / 29 (13.8)  

RR, (95% CI) 1.59, (0.52, 4.87)  0.420 

RRR %, (95% CI) -58.59, (-386.55, 48.31)   

OR, (95% CI) 1.75, (0.45, 6.74)  0.416 

ARR %,(95% CI) 8.08, (-10.96, 27.13)   

 

Calendar Days from First Symptom 

Associated with COVID-19 to Start of 

Investigational Agent/Placebo 

<= 5 days n / N (%) 4 / 12 (33.3) 1 / 13 (7.7)  

RR, (95% CI) 4.33, (0.56, 33.53)  0.160 

RRR %, (95% CI) -333.33, (-3252.73, 43.99)   

OR, (95% CI) 6.00, (0.56, 63.98)  0.138 

ARR %,(95% CI) 25.64, (-4.71, 55.99)   

Interaction p-value [a]   0.185 

 

 > 5 days n / N (%) 4 / 21 (19.0) 4 / 20 (20.0)  

RR, (95% CI) 0.95, (0.27, 3.30)  0.939 

RRR %, (95% CI) 4.76, (-230.19, 72.53)   

OR, (95% CI) 0.94, (0.20, 4.41)  0.939 

ARR %,(95% CI) -0.95, (-25.23, 23.32)   
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Table 4.21a 

Incidence of Severe AEs Excluding Disease Related Events - Subgroup Analysis 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

Note: Each subject will only be counted once for each endpoint. A relative risk ratio below 1 favours AZD7442 600 mg IM. Relative risk reduction = 100 x (1-Risk 

ratio). An adverse event is considered severe if toxicity grade equals to 3 or 4. 

[a] Breslow-Day test for the treatment by subgroup interaction from CMH method. 

AE = Adverse Event; ARR = Absolute Risk Reduction; CI = Confidence interval; n = Number of subjects in category; N = Number of subjects per treatment group; 

OR = Odds Ratio; RR = Relative Risk; RRR = Relative Risk Reduction. 

 

Program Path: ...06-Programing\B-Secondary\Programs\T_AE_EXC_COV_HR_SUBGRP.sas 26SEP2022 08:43 

Category Subgroup Statistics 

AZD7442 600 mg 

(N=33) 

Placebo 

(N=33) p-value 

Baseline Antibody Status Negative n / N (%) 7 / 23 (30.4) 2 / 12 (16.7)  

RR, (95% CI) 1.83, (0.45, 7.46)  0.402 

RRR %, (95% CI) -82.61, (-646.44, 55.33)   

OR, (95% CI) 2.19, (0.38, 12.70)  0.383 

ARR %,(95% CI) 13.77, (-14.48, 42.02)   

Interaction p-value [a]   0.866 

 

 Positive n / N (%) 0 / 5 (0.0) 0 / 4 (0.0)  

RR, (95% CI) NE (NE, NE)  NE 

RRR %, (95% CI) NE (NE, NE)   

OR, (95% CI) NE (NE, NE)  NE 

ARR %,(95% CI) NE (NE, NE)   

 

 Missing n / N (%) 1 / 5 (20.0) 3 / 17 (17.6)  

RR, (95% CI) 1.13, (0.15, 8.64)  0.904 

RRR %, (95% CI) -13.33, (-764.37, 85.14)   

OR, (95% CI) 1.17, (0.09, 14.52)  0.905 

ARR %,(95% CI) 2.35, (-37.11, 41.82)   

 

Treatment Time from Symptom Onset <= 5 days n / N (%) 4 / 11 (36.4) 1 / 13 (7.7)  

RR, (95% CI) 4.73, (0.62, 36.32)  0.135 

RRR %, (95% CI) -372.73, (-3531.55, 38.46)   

OR, (95% CI) 6.86, (0.63, 74.19)  0.113 

ARR %,(95% CI) 28.67, (-3.23, 60.58)   

Interaction p-value [a]   0.143 

 

 > 5 days n / N (%) 4 / 22 (18.2) 4 / 20 (20.0)  

RR, (95% CI) 0.91, (0.26, 3.16)  0.881 

RRR %, (95% CI) 9.09, (-216.23, 73.87)   

OR, (95% CI) 0.89, (0.19, 4.15)  0.881 

ARR %,(95% CI) -1.82, (-25.63, 22.00)   
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AstraZeneca  

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Listing 1.1a 

AEs leading to discontinuation of study medication by System Organ Class and preferred term 

(High Risk Population in Safety Analysis Set) 

 

 
Safety Analysis Set includes all participants who are randomized and received at least one dose of investigational agent or placebo. Participants will be summarized 

according the treatment (active drug or placebo) that they actually receive. 

AE = Adverse Event; AESI = Adverse Event with Sepecial Interest; SAE = Serious Adverse Event. 

 

Program Path: ...06-Programing\B-Secondary\Programs\L_AE_DISCONT_HR.sas 29AUG2022 02:33 

Unique Suject 

Identifier Age Sex Race 

Treatment 

Group 

System Organ 

Class 

Preferred 

Term 

Start 

Date 

End 

Date 

Serious 

AE Causality Outcome 

Action- 

taken AESI 

NIAACTIV2A5401-

11961005 

63 Male White Placebo Respiratory, thoracic 

and mediastinal 

disorders 

Acute respiratory 

failure 

2021-03-26

T01:15 

2021-03-28 Yes Not 

Related 

Recovered/

Resolved 

Drug 

Withdrawn 

No 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 1.1a 

Kaplan-Meier Plot of Duration of Targeted COVID-19 Associated Symptoms from Start of Investigational Agent (Day 0) Through Day 28 Based on Self-Assessment 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: CI = Confidence Interval. 

Note: An event is defined as targeted SARS-CoV-2 symptoms improved or resolved for two consecutive days from their status at day 0 (pre-treatment) at any time 

through day 28. 

Note: The hazard ratio (HR) along with the 2-sided 95% confidence interval (CI) are from the Cox-Proportional Hazards model with the Efron method. 

 

Program Path: ...06-Programing\B-Secondary\Programs\F_DUR_SYMP_HR.sas 21AUG2022 15:25 
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Placebo IMAZD7442 600 mg IM

Censored
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 1.2a 

Kaplan-Meier Plot of Time to Self-Reported Return to Usual (pre-COVID-19) Health as Recorded in a Participant’s Study Diary 

on Two Consecutive Days Through Day 28 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: CI = Confidence Interval. 

Note: An event is defined as: Responded Yes for two consecutive days to the study diary question, Have you returned to your usual (pre-COVID) health today?. 

Note: The hazard ratio (HR) along with the 2-sided 95% confidence interval (CI) are from the Cox-Proportional Hazards model with the Efron method. 

 

Program Path: ...06-Programing\B-Secondary\Programs\F_RETURN_HEALTH_HR.sas 21AUG2022 15:26 
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33 30 27 22 19 16 14 12 10 9 8 7 6 6
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Placebo IMAZD7442 600 mg IM
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 1.3a 

Kaplan-Meier Plot of Death from Any Cause or Hospitalization During the 28-Day Period from and Including 

the Day of the First Fose of Investigational Agent or Placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: CI = Confidence Interval. 

Note: The hazard ratio (HR) along with the 2-sided 95% confidence interval (CI) are from the Cox-Proportional Hazards model with the Efron method. 

 

Program Path: ...06-Programing\B-Secondary\Programs\F_TD28DTHP_HR.sas 21AUG2022 15:26 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 1.4a 

Kaplan-Meier Plot of Death from Any Cause During the 28-Day Period from and Including the Day of the First Dose of Investigational Agent or Placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: CI = Confidence Interval. 

Note: The hazard ratio (HR) along with the 2-sided 95% confidence interval (CI) are from the Cox-Proportional Hazards model with the Efron method. 

 

Program Path: ...06-Programing\B-Secondary\Programs\F_TD28DTH_HR.sas 21AUG2022 15:26 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 1.5a 

Kaplan-Meier Plot of Death from Any Cause or Hospitalization During the 24-Week Period from and Including 

the Day of the First Dose of Investigational Agent or Placeb 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: CI = Confidence Interval. 

Note: The hazard ratio (HR) along with the 2-sided 95% confidence interval (CI) are from the Cox-Proportional Hazards model with the Efron method. 
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33 31 31 29 292929 28 282828 282828

33 31 29 29 292929 29 282929 292929

Number at Risk

AZD7442 600 mg IM

Placebo IM

0 14 28 42 56 70 84 98 112 126 140 154 168 182

Time to event in days

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0
C
u
m
u
l
a
t
i
v
e
 
I
n
c
i
d
e
n
c
e

P-value = 0.975

Hazard Ratio (95% CI) = 0.97 (0.14, 6.88)

Placebo IMAZD7442 600 mg IM

Censored

 

Page 791 of 795



AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 1.6a 

Kaplan-Meier Plot of Death from Any Cause During the 24-Week Period from and Including 

the Day of the First Dose of Investigational Agent or Placebo 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: CI = Confidence Interval. 

Note: The hazard ratio (HR) along with the 2-sided 95% confidence interval (CI) are from the Cox-Proportional Hazards model with the Efron method. 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 2.1a 

Mean Change (Quantitative) of Oxygen Saturation (i.e., Pulse Oximeter Measure) from Baseline by Visit and Treatment Group 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: SD = Standard deviation. 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 2.2a 

Mean Change (Quantitative) of SARS-CoV-2 RNA from Site-Collected NP Swabs from Baseline by Visit and Treatment Group 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: SD = Standard deviation. 
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AstraZeneca   

Protocol: ACTIV-2/A5401 

Data Cut-Off Date: 07JUL2022 

Figure 2.3a 

Mean Change of Area Under the Curve and Above the Assay Lower Limit of Quantification of Quantitative SARS-CoV-2 RNA over Time from Site-Collected NP Swabs from 

Baseline by Visit and Treatment Group 

(High Risk Population in Modified Intent-to-Treat (mITT) Analysis Set) 

 

 
Abbreviations: SD = Standard deviation. 
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